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Chapter 1: Important information

1 IMPORTANT INFORMATION

1.1 IMPORTANT INFORMATION ABOUT THE USER MANUAL

Identification The document can be identified by the following information on the title page and on
the labels (as required):

= software version of the application program
=  User Manual Edition
Page identification Each page footer contains the page, document and section number.
Editorial information The editorial information, e.g. 4/06.11, refers to: fourth edition, June 2011.

lllustrations The illustrations used in the documents (e.g. screenshots, photos, etc.) may differ from the original, if this
is of no significance to its functioning properly.

Importance of the instructions This User Manual is part of the accompanying documentation and is thus an integral
part of the software. It includes information necessary for the use of the system. The User Manual is intended for the
initial approach and reference. Before the responsible organisation may start operating the system, the person
responsible for the operation must have been instructed by the manufacturer and must be thoroughly familiar with
the contents of the User Manual. The software may only be used by individuals who can prove that they have been
instructed on its proper use and handling.

Changes Changes to the technical document will be issued as new editions or supplements. In
general, this document is subject to change without notice.

Reproduction Reproduction, even in part, is subject to written approval.

1.1.1 SIGNIFICANCE OF THE WARNINGS

Warning
Risk types and causes
Possible consequences of exposure to risk and measures to avoid them.

Warns the operator that failure to comply with warnings may result in
personal injury.

Warnings may deviate from the above model in the following cases:
= |f a warning describes several risks

= |f a specific risk cannot be detailed
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1.1.2 SIGNIFICANCE OF NOTES

Note

@ Advises the operator that failure to follow the steps as specified may result in
the specific function not being executed correctly, not being executed at all,

or not producing the desired effect.

1.1.3 SIGNIFICANCE OF TIPS

\‘lfz Tip

\ J Useful information for better software handling.

1.2 INTENDED PURPOSE AND RELATED DEFINITIONS

Therapy Support Suite is a client-server software system that supports medical staff (doctors and nurses) and
paramedical staff (technicians and administrators) in the management of dialysis clinics.

1.2.1 INTENDED PURPOSE

Dialysis dose calculation and treatment data display.
1.2.2 MEDICAL INDICATION
Renal failure that requires renal replacement therapy.

1.2.3 INTENDED PATIENT POPULATION
No restrictions on patients expected unless the connected (medical) devices are subject to limitations.

The standard use of Therapy Support Suite is in hospitals; however, outpatient assistance is not excluded.

1.2.4 INTENDED USER GROUP AND INTENDED ENVIRONMENT

The system will be used by physicians, nursing, administrative and technical personnel. Therapy Support Suite is not
intended to be used by patients. The system, like client-server software, can be used in any setting where compatible
hardware can be used; it is usually used on a PC / work stations in clinical settings.

1.2.5 CONTRAINDICATIONS

None.

1.2.6 UNDESIRED EFFECTS

None.
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1.3 IMPORTANT INSTRUCTIONS REGARDING THE OPERATIONS

If the verification of patient data reveals a deviation between parameters prescribed by the physician and those
displayed by the dialysis system, the operator must check and correct the system’s default settings prior to the start of
the treatment. Displayed device settings must be compared with the prescriptions specified by the physician.

The software may only be installed, operated and used by individuals with the appropriate training, knowledge and
experience.

Installation operations, extensions, adjustments or repairs are to be carried out only by the manufacturer or persons
authorised by the same.

Warning

Clinic or technical support personnel must take necessary precautions and
measures to ensure Hardware and Software reliability.

Warning
Data processing is the responsibility of the manager.

To eliminate the possibility of entering wrong values, the operator must ensure
that the data entered are correct. The operator must ensure that values read
back after being sent to the server correspond to the information entered.

Data loss cannot be excluded.

1.3.1 CONDUCT IN EXCEPTIONAL SITUATIONS

Under unfavourable conditions such as after a disconnected network connection to the server or after program
crashes, deviations between the data on the server and those in the client program may occur. In this case it is
recommended that the program be shut down and restarted.

Warning

The operator should always have access to patient data (e.g. in written form)
for every patient.

1.3.2 INTERACTIONS WITH OTHER SYSTEMS

=  Therapy Monitor
=  Communication Data Link (cDL)
=  Patient OnlLine

=  Nephrological Cockpit

12 Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21


../IMG/Caution.jpg
../IMG/Caution.jpg
../IMG/Caution.jpg

Chapter 1: Important information

1.4 SYSTEM REQUIREMENTS

Therapy Support Suite requires the complete installation of a FIS (Fresenius Interface Server) communication server.

Therapy Support Suite must be installed by authorised technical personnel.

1.4.1 IT ENVIRONMENT

Therapy Support Suite is a complex client-server software application comprising dialysis devices, application servers,
web servers, database servers, user workstations and a broad range of network equipment (switchers, routers, plugs,
connection cables, etc.) to be used inside hospital IT networks.

Clear IT requirements for both hardware and software have been defined for each component of this complex
network.

Please see the relevant Service Manual for additional and more detailed information about the IT environment
required for operation of Therapy Support Suite.

Note

The recommended client configuration is as follows:

Processor Minimal: Intel or AMD processor 1GHz
Preferred: Intel or AMD processor Dual-Core 2GHz

RAM Minimal: 2 GB
é Preferred: 4 GB
Hard disk Minimal: 100 MB for each window user
Video card DirectX 10 compliant
Screen Minimal: 1280x1024
resolution Preferred: 1680x1050
Network Ethernet 100/1000 MBit/s
Note

PCs used in an environment in contact with patients must comply with the
EN60601-1-1 standard.
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1.5 DUTIES OF THE RESPONSIBLE ORGANISATION

The responsible organisation assumes the following responsibilities:
= Compliance with the national or local regulations for installation, operation, use and maintenance;
=  Compliance with workplace health and safety regulations;

=  Permanent availability of the Operating Instructions.

Warning

The IT environment must be maintained and protected as defined in the
Service Manual.

1.6 OPERATOR RESPONSIBILITY

The following must be observed when entering parameters. The parameters entered must be verified by the operator,
i.e. the operator must check that the values entered are correct. Should the desired value deviate from the
parameters displayed, the setting must be corrected before activating the function. The current values displayed must
be compared with the desired values.

Note

Fault reports

@ In the EU, users must report any serious anomalies that may occur to the

manufacturer. The report must be made to the manufacturer of the device

based on the label M and to the competent authority in the EU Member
State where treatment is performed.
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1.6.1 OPERATIONS

Warning

Therapy Support Suite can work properly only once all hardware and software
requirements have been met and each component has been installed and
configured correctly.

Installation and configuration must be performed by qualified technical
personnel.

A hardware or software error can lead to corruption of the treatment data
displayed by Therapy Support Suite. Errors in treatment decisions may be
made on the basis of these incorrect data.

Treatment data received from the device cannot substitute good clinical
judgement. The patient and all available data should be evaluated by the
physician.

PC hardware and software requirements as well as installation and
configuration instructions are available in the Therapy Support Suite Service
Manual.

Warning

It is strongly recommended that the user/principal encrypts the data in the TSS
Database. If the database is not encrypted and someone steals the database
files, there may be a loss of personal patient data.

1.6.2 DOCUMENTS REFERENCED

=  Therapy Monitor Instructions for Use
= TSS Service Manual

=  Functional Manual for the DataProtection 1.9.0.0 Plugin
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1.7 LIABILITY DISCLAIMER

The software has been developed for the functions described in the User Manual. The manufacturer assumes no
liability for personal injury or other damages and excludes any warranty for damages to the system and the software
resulting from the use of non-approved or unsuitable accessories.

Please check the list of accessories:
=  Therapy Monitor
= cDL Interface

=  Patient Online

1.8 WARRANTY

Guarantee extensions The extent of the guarantee is stipulated in the respective purchase orders.
Warranty The purchaser's warranty rights are governed by the applicable legal regulations.
1.9 CE MARK

Therapy Support Suite, version: 1.9

c € 0123

Fresenius Medical Care AG & Co. KGaA
Else-Kréner-Str.1

61352 Bad Homburg

Germany

Phone: ++49-(0)6172-609-0

Declaration of Conformity certificate available upon request.

1.10 CERTIFICATES

The products covered by this technical documentation are Class Ila medical devices pursuant to Standard 11 of Annex
VIl to Regulation (EU) 2017/745 (MDR).

Upon request, the current versions of the CE certificates will be provided by local support.
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For information on SVHC, pursuant to Article 33 of Regulation (EC) No 1907/2006 (“REACH”), please refer to the

following page:

www.freseniusmedicalcare.com/en/svhc

1.12 HELP AND SUPPORT

Please forward any requests to:

1.12.1 MANUFACTURER

Fresenius Medical Care AG & Co. KGaA
Else-Kréner-Str.1

61352 Bad Homburg, GERMANY
Phone: ++49-(0)6172-609-0

www.fmc-ag.com

1.12.2 SERVICE

Fresenius Medical Care Deutschland GmbH
Geschéftsbereich Zentraleuropa
Projektierung & Support Dialyse-IT-Systeme
Steinmuhlstrale 24, Anbau 1

61352 Bad Homburg, GERMANY

Phone: +49 6172 609-7000

Fax: +49 6172 609-7106

E-mail: dialysis-it@fmc-ag.com
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1.13 IDENTIFICATION LABEL

1 —+—Product:

2 —+—\fersion: X.y.Z

3 4—Manufacture date: YYYY-MM-DD
ABCDEFGH
5 —— Installation Key: AAAA-BBBB-CCCC-DDDD-EEEE

e

¢ 7 Me]

CE

Therapy Support Suite

EE]_-Q

Fresenius Medical Care AG & Co.KGaA
Else-Kroner-Str. 1
61352 Bad Homburg, Germany

+49 (0) 6172-609-0

Iodex

7

1. Product

2. Version

3. Date of manufacture (compilation date on the software product)

4. Serial number

5. Installation key

6. MD (Medical Device)

7. CE mark (CE0123)

8. Manufacturer contact details

9. See User Manual

1.14 SYMBOLS

In compliance with applicable legal and regulatory requirements, the following symbols are used in the Information

menu or on the identification label:

[14]

c € 0123
el

SN

See User Manual

CE mark

Manufacturer

Serial number
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MD (Medical Device)

1.15 GENERAL DATA PROTECTION REGULATION (GDPR)

GDPR (General Data Protection Regulation) is a law enacted in the European Union to ensure the security and privacy

of sensitive data.

The dedicated features listed below have been implemented in the Therapy Support Suite:

All sensitive patient data in the Therapy Support Suite database have either been encrypted or pseudonymised
depending on the configuration;

All sensitive user data in the FME User Management database have been encrypted;
All communications between the components of the Therapy Support Suite listed below have been encrypted:
e TSSClient Vs TSS Server;
e TSS Server Vs #400;
e TSS Server Vs #401;
e  TSS Server Vs #55.
The integrity of all communications is ensured by specific technical features such as cyclic redundancy check;

Sensitive patient data is used only when strictly necessary, such as, for example, when it is mandatory and vital
to correctly identify the patient;

Patients can request a printed report of the most common patient data set processed over a specific time
period by the Therapy Support Suite. If a patient requests a different or extended data set, it is possible to
generate an agreed report upon request.

Patients may request that their sensitive data be anonymised or deleted from the Therapy Support Suite. This
is made possible by the Data Protection Plugin;

Patients may request a copy of their personal and clinical data in a computer readable format for a defined
period of time saved in the Therapy Support Suite.

Patients may request that their personal data be corrected in the Therapy Support Suite;

Therapy Support Suite logs all actions performed by users. Logs of the operations performed by each user can
be filtered using different search criteria and can be displayed and printed;

Each user operations log not only records all data entry or deletion operations completed by the user but also
the reading, which gives a detailed record of all information read, modified or deleted by any user;

Therapy Support Suite uses a complex user access management system, which includes user authentication,
authorisation, roles, permissions, etc. Only users with the correct permissions can access certain features of
the Therapy Support Suite.
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= Therapy Support Suite applies a special permission that allows only those users who are using it to edit or
delete information entered by other users. Depending on the configurable security level defined by the client,
Therapy Support Suite will require users to log in when the application starts up or after a logout due to a
system timeout;

=  Therapy Support Suite’s security measures are configurable;
=  Pseudonymisation of sensitive data can be applied during data export or report generation.

Please refer to the DataProtection 1.9.0.0 Functional Manual for further details and information on the functionality
provided by this plugin.

1.15.1 SENSITIVE DATA PROCESSED BY THERAPY SUPPORT SUITE

Sensitive patient data (i.e. those data that might be pseudonymised or encrypted) can be defined by users. Therapy
Support Suite defines an initial set of sensitive data, comprising a patient's administrative and clinical data, normally
identified as sensitive. The default pool of sensitive data is defined as such because these data are involved in
identifying the patient's identity, his or her closest relatives or organising transportation.

This data set can be expanded or reduced by selecting the properties of the dedicated fields in the Designer role
functionality.

1.15.2 USER TOPICS AND SPECIFIC FEATURES

As already mentioned, Therapy Support Suite has introduced a set of features that ensure data security and privacy,
especially when used together with the TSS Data Protection plugin. The plugin enables a user configuration option
that provides access to a specific section of the Therapy Support Suite menu. Through this, the following features will
be enabled:

=  Extract patient data in a legible format
= Physically delete patient data

=  Anonymise patient data

=  Extract and delete patient data

= Extract and anonymise patient data

=  Removal of sensitive data from the clinic staff section if those subjects are no longer authorised to use the
system

Please refer to the DataProtection 1.9.0.0 Functional Manual for further details and information.

There is a second specific option (also available without the TSS Data Protection plugin) that can be enabled for each
user that allows data export and printing from the Therapy Support Suite.

As explained in detail in the TSS Service Manual, a user, for whom this last option has been enabled, can choose a
special data pseudonymisation feature in a scenario where sensitive data is going to be involved in data export or
report printing
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2 INSTALLATION AND START-UP

Please refer to the Therapy Support Suite Service Manual for all information regarding Therapy Support Suite

installation steps.
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3 GENERAL PROGRAM OPERATION

Therapy Support Suite has been developed for the user-friendly Windows operating system.

In this document, we assume that the user is familiar with the basic operating functions in Windows. These include
functions such as starting and exiting Windows, starting a program, using the mouse (left-click, double-click, right-
click) and opening, moving and deleting files.

This chapter describes the basic operating functions of Therapy Support Suite. It also provides information regarding
terms and their meanings in the User Manual.

3.1 STARTING AND EXITING THE PROGRAM

Therapy Support Suite can be started in several ways:

The first way is using the icon on the Windows desktop (if available): double-click the Therapy Support

Suite icon or right-click the icon and then left-click Open.

The program can also be started using the Start Menu (Start = All Programs = Fresenius Medical Care = Therapy
Support Suite)

When the software is loaded, a window is displayed showing the product logo, with the version number in the bottom
right-hand corner.

Therapy Support Suite

Select owner unit
Default Clinic

Client 1.8.0.18144
Server 1.8.0.18234

'
FRESENIUS TDMS
™ MEDICAL CARE ®

The cursor automatically locates on the user name field. Enter your username and password and click the access

button. EEETIEE

If “Login Assistance” was selected when the service was installed, as soon as the first two letters of the user name
have been typed, a list of all users whose name starts with those letters will appear.

If the credentials entered are correct, you will be logged on as an active user and allowed to work with Therapy
Support Suite. For further information about user management, please refer to the Fresenius Interface Server User
Management documentation.
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3.2 WINDOW LAYOUT

The Therapy Support Suite application window is divided into three principal areas: the Top Bar, the Navigation Bar
and the Summary.

Top Bar

Or ... o

This bar allows the user to access a specific area of Therapy Support Suite. The third tab shows the name of the clinic,
and where there are several clinics the user can switch between them without having to log in and out every time.
This section shows/hides areas depending on the user permissions of the specific user’s account (e.g. an administrator
account will see more options than a ‘normal’ user).

The Suite button on the left-hand side of this section allows the user to perform specific operations related to his/her
profile (e.g. activate special roles or view the Therapy Support Suite version).

Therapy Support Suité

®r ...

I User roles B

Card reader
User profile
About

Log out

Exit from application
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Navigation Bar

This menu contains sub-sections related to the general area selected in the section menu (the screenshot below refers
to the Patient menu).

¥ Open patient list

Basic data
Patient summary

Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda
HD
Vascular access
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data
Laboratory test schedule
Medical Data
Clinical diary
Allergies
Vaccinations
Family medical history
Germ situation
Transfusion list
Comorbidity
Specialist examination
Diagnostic test
Self-sufficency
Outpatient clinic visit
Patient medical history
Amputations
Clinical case
PD
PD access
PD prescription

PD treatment scheduler
Review

Home visit

PD treatments
Peritonitis

Tunnel exit site
Adequacy and nutrition

Darit, lanuilibeais tact
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The Patient menu allows patients to be changed quickly with the aid of the "Patient List" window. This window can be

¥ Open patient list
opened by clicking the button or pressing F3 on the keyboard. Display of the patient's

photograph is disabled by default.

It can be activated in the “Clinic Manager” role, by clicking on “Configuration parameters” and setting the “Hide
patient picture” field to “No”.

A (lose patient list

|Act'ive patients (9) El
| Search o\l
-
Aitken Lambert, David lof
15/08/1952 39807 E
Brennan, Nicholas O7I
28/10/1962 399489
Freeman , Mason O’I
19/07/1936 3478
Hartley , Sarah Q
21/05/1957 93710
Metcalfe , Jonathan O7I
04/11/1940 16821
Middleton , Mary Q
09/01/1935 63416
Morton , Katherine Q
06/08/1925 47825
Saunders , Benjamin O7I
20/08/1957 72382
Thompson , Josie Q
23/10/1950 166334
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Summary

This area displays details of the selection made in the Top/Navigation Bar. For example, if a patient is selected from
the Patient List, his or her Summary page will be displayed by default in this section.

Therapy Support Suite

Default Clinic ¥
¥ Open patient list ¥ || Aitken Lambert, David [39807] |+
Basic data Aitken Lambert, David Born 15/08/1952 (67y) Gender" Cod. 39807 Status Active/Hemodialysis [~ B
Patient summary :
Summary
Treatment overview =
Administrative data Last forty treatments [#] Active leading prescription [
Medical data % 20Nov2010 | 18Nov2010 | 16Nov2010 | 13Nov2010 | 11Nov2010 Prescription name Test 1
Hoshitalisatone, Pre-dialysis weight ke 66.80 |68.20 |67.40 | 68.30 Creation date 20 Jan 2016 11:30
Patient status N T T T T 1 1
Post-dialysis weight ke |sa10 65.20 | 65.20 |65.20 65.40
Medical prescription L s ! ! Vascular access =
Patient agenda Dry body weight k652 65.2 652 652 | 65.2 PR, | 00
HD eight gain ke 160 |3.00 200 190
T T Type and position Fistulg
Vascularaccess eight gain percent % 235 |44s 293 278 " srochiol medil-
Treatment prescription - + ! | LO1m B10Ci0] MEG D!
—_— UF volume m | 2480 1500 3300 2492 3300 5
Treatment schedule plan Pre-systolic/Diastolic pressure 142/74 167/76 173/80 162/83 | 156/82
" ol - . T Status Functioning
Pharmacological prescription Post-systolic/Diastolic pressure 136/66 140/73 134/81 145/80 147/78
Mesmges Pre-gialysis heart rate bpm |74 68 7 7 70 Active regular therapy
Treatments : e
Drug / Active ingredient | Dot d fi
“ Post-dialysis heart rate bom | 66 7 8 88 77 s v Actree ogresdent| Dasage il fierpaenicy
SULVEY; 1 Fascox 12-0-32-0mg Mo We
Laboratories (Critical RBV % 83 ]
T T
Laboratory test Min RBYV % 98.9
Laboratory data + 1 + i i Active dialysis related therapy
Effective K 143
Laboratory test schedule Y ‘ I | | Drug / Active ingredient | Dosage and frequency
Medical Data Total substitution volume L 170 371 |282 |354 335 Fepil o ANt ear
Clinical diary [— 1 W 1 Mo: 12 Tu: 12 We: 1(
Allergies Mitopep W 2 Mo: 10 Tu: 12 We: 1]
Y See more...
Vaccinations A [ ——
= —
Family medical history Last twenty lab tests
Germ situation & Last 19 Oct 2010 00:00 21 Sep 2010 00:00 Messages [+
Transfusion list
5 Dialysis dose Daugirdas DPVV Ke/V 147 147 137 | [status | Message
Comorbidity — : 1 1 T i Active  Check blood pressure at dialysis end”
Specialist examination At dee et U B il 136 ‘ Acive,  Newd Putassam ot dialysss end
Diagnostic test Haemoglobin g/dl 132 132 17 ‘
Self-sufficency Sodium mEq/l | 140.00 140.00 | 145.00 | »
Outpatient clinic visit 5 £l [720 — T70s C [+
otassium mi 2 2 8
Patient medical history | | | Code Name
Amputations Bicarbonate ik | ‘ No data
Clinical case [Total protein g/dl |65 ‘ z T
bo ! ! | Residual diuresis
Total calcium me/dl (98 98 94 | e
PD access | % Labtestdate =
—— Phosphate |me/al |65 |65 50 \
PD treatment scheduler P el 4 ‘ ‘ No data |
Review Inbumin 2/dl \ Hospitalisations [+
Homevisl: b tenciive proeen Imeghl 560 ‘ & | Start date of hospitalisation | End date of hospitalisz
PD treatments = - bl S ‘ T ‘
o data
Peritonitis ALT (GPT) L |1a 18 ‘ ‘ ‘
Tunnel exit site Ferritin vefl 1155 | Patient allergies [+
Adequacy and nutrition B 5 1= = 59 Date  Allerg.. Allergyty.. Details
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3.3 WINDOW CONTROL ELEMENTS

The Title bar is in the top of the screen and shows the name of the application on the left, with the following icons on
the right:

The "Minimise" button ! minimises the program. This does not close Therapy Manager Support Suite but shifts
it to the task bar where it can be clicked to call it up again. No entries can be made in windows which have been
minimised. However, the processing of tasks continues in the background.

The "Restore" button allows Therapy Support Suite to be used in a reduced view. If Therapy Support Suite is
restored with a smaller window, re-click the “Restore” button to return to the full-size window.

Click the "Close" button to m exit Therapy Support Suite.
Scroll bar

Click the scroll bar to move the contents of windows or fields up or down as required. If your mouse features a mouse
wheel, this is a convenient way of moving the window up and down. If the window or field is displayed in its entirety,
the scroll bars are invisible.

Cursor

The cursor (mouse pointer) only appears if a mouse is installed. If the mouse is moved, the position of the mouse
pointer changes on the screen. If the computer is just executing a command, the mouse pointer changes its
appearance into a wait cursor.

Button

Clicking a button will directly initiate the corresponding function (e.g. create/ save/ delete information).
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3.4 TABS

Window tabs

In Therapy Support Suite several tabs can be open at once. You can switch between them by navigating through the
window tabs. The tabs can be closed using the close icon, with the exception of the last tab which always remains
visible with the close icon deactivated.

¥ | Aitken Lambert, David [39807] X Messages and tasks +
/A Aitken Lambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis [ 2] @
Treatment prescription

Active prescriptions ‘ Disabled || Full list

Tab

Some sections are divided into sub-areas. In such cases you can navigate through them by clicking your tab of choice.
For example, see the second selection in the screenshot below:

v | Aitken Lambert, David {[39807] X | Clinic Home Page Messages and tasks I'l-

A\ AitkenLambert, David Born 15/08/1952 (67y) Gender(f' Cod. 39807 Status Active/Hemodialysis [27] B

Treatments e
Treatment date | 24/09/2019 08:13 %] Treatment doctor lgg X IE” |
Responsible user I R £ B’ Second responsible | 5 E € Bl
Prescription name lDefauIt Prescription 24 x E” Unique ID 790
| Generaiseta | Consumaties used |3 nccosgulant agen | Treatment nformation | Xp | Diayssdevicesetings £ Assistonce || Detied inormaton || Mecica senices |
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3.5 BUTTONS WITHIN THE APPLICATION

Chapter 3: General program operation

Therapy Support Suite features buttons for functions that are required frequently. Clicking on these buttons allows

you to directly open tabs or execute commands.

¥ Open patient list

Opens the Patient List

A (lose patient list

Closes the Patient List (or press F3)

Returns to the previous item in a series of data (e.g.
Laboratory tests)

Moves on to the next of a series of data (e.g. Laboratory
tests)

Returns to the initial view of the section (e.g. when you are in
a specific laboratory test, clicking this button returns you to
the complete list of Laboratory tests)

Creates a new empty window tab.

Closes the relative window tab

A

Risks Allergies

2010 Active ingredient {Nunpan)

2009 Food

/A Aitken Lambert, David Born 15/08/1952 (65y) Gendercf® Cod. 39807 Status Active/Hemod

Date Allergy type Allergy type specification| Details

Milk

Click this button in the patient header bar to open the
“Patient Risks” window (this button is only displayed for
patients with risks)

Minimises patient details (only the patient's name will be
shown, with no additional information)

Maximises patient details (additional info is shown).

Displays the data in the window in table mode

Displays the data in the window in chart mode
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Chapter 3: General program operation

Displays the calendar and selects a specific date

Creates a new item in the current section (e.g. Dialysis
treatment, Laboratory test)

Deletes an item from a collection (this button can only be
used by users who have the necessary permissions)

Opens a pop-up that links to another section, (e.g. to open
Consumables List/Vascular Accesses from the HD Prescription
section). The user must select an item or press the Cancel
button to close the pop-up

Exits the current section without saving pending changes

Saves the pending changes made to a section. If this button is
‘grey shaded’ saving is not possible. This occurs when a
mandatory field is empty or incorrect or when there are no
pending changes

Enables the user to make a copy of the current section (e.g.
to duplicate the dialysis prescription).

Opens and prints reports related to the current section.

T

Exports the current view to Excel (e.g. lab tests, HD
Treatments). Once the export is complete, the new file will be
automatically opened by the default program for the
extension .xlsx (for example: Microsoft Excel, Open Office,
etc)

:
]

Opens a window and prepares for creation of a new element
(e.g. Pharmacological therapy)

I

Opens a pop-up where it is possible to suspend an Active
drug.

Terminate... Terminates an Active drug.
Reactivate. Opens a pop-up where it is possible to reactivate a
Suspended drug.
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Chapter 3: General program operation

Opens a pop-up where it is possible to modify the suspension
date or cancel the suspension of an active drug for which a
future suspension has been inserted.

Cancels the suspension of a drug before the suspension start
date is reached.

Creates a pharmacological prescription identical to the one
which has just ended, except for the start and end dates.

Opens the pop-up for preparation of the Italian NHS red
prescription form.

Used for planning the treatment schedule.

Used to optimise the planning of the treatment schedule.

Used to remove all the treatment schedules with a single
click.

Used to switch clinics if TSS is configured for more than one
clinic.

g
R

donor data...

Used to access the donor data creation window directly from
the administrative data

Used to export inactive patients.

Used to create a new transplant waiting list movement

Used to create a new transplant

Used to view a transplant already created

Used to record a failure for a transplant already performed
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Used to create a new entity (for example medical orders or
scheduled Laboratory tests)

Used to perform an outpatient clinic visit

Used to mark a scheduled visit as a no-show

Used to confirm the creation of an off-line patient transfer.

ata..

Used to start importing the data of an off-line patient
transfer

H | E
[= 0

Used to import the data of an off-line patient transfer

Used to confirm the data imported by means of an off-line
patient transfer

View import data...

Used to review the data imported by means of an off-line
patient transfer

:
]

Used to display Laboratory tests

Used to close multiple treatments, both PD or HD

Used to close individual treatments/consultation visits

Used to re-open individual treatments/consultation visits
previously closed

Create treatments from scheduling

Used to create treatments for peritoneal dialysis patients
directly from the clinic schedule

Delete real treatments

Used to delete treatments for peritoneal dialysis patients
directly from the clinic schedule

IIlME

|

Allows the creation of a new message to be sent to one or
more recipients

3

N
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Allows the creation of a new task to be assigned to one or
more recipients

Allows a message/task to be sent once the recipients and
subject have been entered

Updates the list of messages/tasks displayed in the relevant

*‘
table
[ ve Allows the current user to book a task for him or herself
Add comment Adds a new comment to a task

Allows the current user to remove a booked task

Closes a task with "Refused" status

Closes a task with "Completed" status

Moves the selected messages/tasks to the corresponding
section of the archive

Allows a pop-up to open that shows the second missing
approvals for a HD treatment if the option has been enabled.

Indicates the presence of a "Message" type element

Indicates the presence of a "Scheduled Message" type
element

Indicates the presence of a "Task" type element

Indicates the need for the recipient to confirm/refuse a
message

Indicates the presence of one or more files attached to the
message/activity
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Indicates the presence of one or more elements linked to the
message/activity

Indicates that a task is booked by a user connected to TSS

Indicates that a task has been booked by others

Allows the medical data log to be viewed

.’ Therapy to be administered at home

‘—_:' Therapy to be administered during dialysis

‘—.' Therapy to be administered as needed

E] Suspended therapy

» Indicates that a medical order is valid for unscheduled
treatments

Copies the PD solution (or volumes or standby time) to the
next cycle

Copies the PD solution (or volumes or standby time) to
subsequent cycles of the same base cycle

Copies the PD solution (or volumes or standby time) to the
cycle corresponding to subsequent base cycles

Copies the values of all cycles of a base cycle into the
subsequent base cycles (only available on the first cycle of
each base cycle)

[H] Indicates that the patient is hospitalised

Magnifies an image or graph to be
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Displays the data of a treatment already performed (viewable
in the clinic scheduler)

W

Displays the data of a treatment scheduled for the future
(viewable in the clinic scheduler by resource)

<

Displays the conflicts between treatments (viewable in the
clinic scheduler by resource in weekly view)

!-

Displays the drugs for a scheduled treatment (viewable in the

®

clinic scheduler)

Displays the scheduled laboratory tests for a scheduled

[

treatment (viewable in the clinic scheduler)

Displays the medical orders for a scheduled treatment (visible

([

from the clinic scheduler)

@1 Selects an image and attaches it to the correlated entity
@l Pastes an image in the Windows clipboard
@1 Refreshes the current section (e.g. Clinic Scheduler).

Roll the cursor over this button to see the preview of the

O

linked image

? Selects the columns to be displayed and their order. Available
in all sections.

— Roll the cursor over this button to view the interaction of the
drug chosen for administration with the drugs already
administered

Roll the cursor over this button to see whether the drug's
active ingredient has already been prescribed.

N Roll the cursor over this button to see whether the patient is
allergic to the active ingredient.
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Chapter 3: General program operation

Clears the contents of a field (if applicable).

Shows the identity of the user who has modified a field (only
visible in the Euro transplant data section)

Shows the date of the last modification, the expiry date and
the user who has modified a field (only visible in the Euro
transplant data section)

X

Used to exclude a test from a prescription printout, starting
from the scheduled tests by clinic

2

Used to include a test on a prescription printout, starting
from the scheduled tests by clinic

With the “Designer” role enabled, users can customize the
content of the pull-down fields

| Drag and drop to add new item

With the “Designer” role enabled, a new value can be created
inside a pull-down field.
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3.6 INFORMATIVE SYMBOLS USED IN THE APPLICATION

Therapy Support Suite uses a number of icon and dialogue window conventions

Date of birtn 3 | 24/10/2019 @I Red cross icon: the information entered is not valid

Firstname E3 ' | Purple asterisk icon: this field is mandatory. In order

to save the section valid data must be entered

Mox Uerete @ mifh (100-4000) Blue icon: the lowest error level in Therapy Support
Suite.
It simply alerts the user that something is worth
checking
Dry body weight [ |300 Ke (10-299.9) Some fields indicate a specific unit of measure and

range of data validity. If out-of-range data are
entered, a yellow exclamation mark icon warns of a
possible error

A red dialogue box warns of a blocking error

User authentication failed: -10

DI | An orange dilogue bo contains 3 warning.

Do you want to save the changes you made to Treatment prescription - Test 1, 1'?

[ ves ] o] concel ] |

Tody " W Patent s hosptaled VacationﬂemporawmovememﬂRealtreatment |E1 Messages‘){)rug An orange line shows that the patient is hospitalised.
Visible in the clinic schedule and in the patient
agenda
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Note

When the cursor is moved over any of the information symbols, a message
containing the relative information appears.

Note

If a section contains an invalid value information symbol, a number in the tab at
the top indicates the number of errors. Drag the mouse over the error icon to
show all the descriptions of the invalid data errors.

See example below.

A Aitken Lambert, David Born 15/08/1952 (67y) Gender Cod. 39807 Status Active/Hemodialysis ‘[z]@

Treatment prescription m ‘7‘ m

There are 3 errors
| Prescription enabled: The leading prescription must be enabled [100600] ~
3 ) Prescription name |Tes( 3 ‘
Treatment frequency: The value range is 1 to 7, you inserted 12 Days/Week [133]
‘aaa|Kg' is not a valid value for this type of field (Numeric) [1005] x [-]
EdGeneral data || C | Anti agent || Dialysis device settings || Comments
General information
Leading prescription [ves E‘ Prescription enabled 3 | Disabled E[l
vaiigfrom | 20/01/2016 = Validto | 24/09/2019 )
Prescription version 1 Unique ID 43
Basic information
Treatment type |2 Cronic E]] Treatment category |1 HD - High Flux E|
Treatmentduration | 0400 | Treatment frequency €3 |12 | Daysweex 1-7)
T sonaesaaweie 0 [0 ] e 0-300
Dry body weight 65.2 Kg (10-299.9) Vascular access selection Fistula.
Upper orm brochiol medial - tefe % [+~
Last available BCM measurement Last available normohydration weight
(date) (BCM)
Long term target weight Target TAFO (Time Averaged Fluid I:I L({4-5)
Overload)
Device preparation duration hhemm Device cleaning duration ] poT— |
Allergy list
? ‘ Date Allergy type Allergy type specification Details
2010 Active ingredient (Nunpan)
2009 Food Milk
2 records found

The tab shows the icon related to the most important error.
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3.7 INPUT FIELDS AND HOW TO USE THEM

Chapter 3: General program operation

Therapy Support Suite provides the same types of input fields for data entry throughout the program. The way they
are used depends on the type of data they are intended to contain. The table below provides an overview of the main
characteristics of the different types of field.

field

Administration route

{ Tizeb - SOpieces 1mg Tablets 5SO0pieces 1Img

Numeric field Dilution factor 1/mi Numbers are typed on the keyboard.
(The value range permitted is generally
specified)

Text field Birth name | | Direct entry of free text from the
keyboard.

Link prompt text Medicinal product -l | Used to select an item from a list. The

list can be filtered by inserting part of
the search text.

Comment field

Clinical comment

7]
(1]

Direct entry via the keyboard of free
text distributed on multiple rows with
the possibility to use text formatting

functions by clicking the D button.

Date field

Date of birth

Gender

Patient regional autonomic number
Patient monitor ID (key code)
Admission positional status

Reason for patient admission

First dialysis in centre

First contact with clinic

15/08/1952 H

Mon Tue Wed Thu Fri Sat Sun

Dates can be entered either via the
keyboard or via the calendar tool.

To open the calendar, click the relative
button. To close the calendar click the
relative button or click the date you
wish to select. The current date is
highlighted.
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Select from a
“drop-down list” or
make a
“drop-down”
Selection

Admission dialysis status [Hemoaiawsis E]

Admission date

Ambulatory
Patient RRT initiation date | falysi

Hemodialysis (ICU)
Hemodialysis (Acute)
Home Hemodialysis
Peritoneal dialysis

Dialytic age
Current hospital

Residence address
Pre-dialysis
Street ¥
Transplant follow-up
Postcode Not available

Domicile address Donor candidate

| Donor

Drop-down lists allow the user to select
items from a list.

Click the field arrow to open the list.
Click the field arrow or select a value
from the list to close it.

User-defined list

Hospital X

Hospal mame cinic code Tiwe oy 755 Conic

Show Detals  Hospital One - Defausk Cinic Hospits One Gty Yes

Hospita Three

o0
o0
[
Show Detats Ospitl Fve - Suteite Clnic =
oo

Show Details: - Ospral Four

Clicking the D button opens a user-
defined list. Users with specific roles in
the clinic are able to create or modify
these customised lists.

Click an item to select a value and exit
from the list (or double click the
selection)

Multi-value field

own

011011999

¥

Anatomicat posion (gheco) | Note

This field can be composed of multiple
rows (values). To add a new row, click

the button. To delete a row, click
the button. *I Fill each row with the
values required.

Disease field

Disease detail X

o

i (a20828)
s (30:829)

s (a70472)
i (a75479)
80-485)
50-495)
s (800:309)
s (B15319)
i (B20:82¢)

s (B25834)

Disease fields are found in all sections
where a disease has to be recorded (e.g.
Renal disease or other disease). Click

the D button to open the disease
“Editor”. Then there are three ways to
search for the comorbidity (one for each
tab: search, search by renal diseases,
search by code).

Enter the description of the disease;

Enter the name of the renal disease;
enter the disease catalogue code;

Click the disease to complete the field
correctly
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Drug field

Medicinal product

Drug fields are present in the sections
where information about drugs is to be
entered (e.g. anticoagulant section).

Click the [:‘ button to open the
relevant pop-up. Here there are several
options for choosing a drug:

All drugs used;
All drugs in the clinic;

All drugs in the Farmadati DB

Drug field search during administration
of a new drug therapy.

Search field

Clicking on the field or pressing
“CTRL+F” buttons positions the cursor
inside the field. The user can now type
text or numbers to search inside the
selected tab.

Selectable field

Jan | Feb Mar

Click the field and it will automatically
be selected and highlighted. Used
within the monthly scheduling rules

Radio button field

HBs Ag

Negative Positive Unknown

Click the field to select one of the
options available

Multiple selection
field

Available modules

[] sem

] BTM
[]svm

[C] Low Volume
[[] Mixed

ocm

[] Single-Needie

Multiple selection field. Can only be
created from the medical history
section

Field that changes
colour
automatically

Result Negative

Result Positive

It changes to green to indicate a
favourable outcome or to red for an
unfavourable outcome (currently only
visible in the transplant and transplant
waiting-list sections).
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Chapter 4: Search field

4 SEARCH FIELD

It is possible to search for elements of menus, messages, patients, entity and data fields using the search box in the

top right hand corner.
4.1 START A SEARCH

To start a search, click inside the search box or simply press “CTRL+F” on the keyboard. The text search is only carried
out within the current section (if you are in the Patient section, the system only looks for the requested text in that
section).

(] semouer | pusrss[[osiiie] v | reporsne | b T E—

To search in the “Dialysis unit” section, click on that section with the cursor.

. Therapy Support Suite - @ X

/JEEEEEET 20 BEEETE ¥ e

To start to get results, it is necessary to type at least two characters in the search field. As the user gradually types in
more characters the research is updated, gradually excluding results which no longer correspond to the requested
search.

I Status % I

78 Matches found

@ Patient - Admission dialysis status

% Patient - Admission positional status
% Patient - Dialysis status

% Patient - Positional status

g Patient - Transport status

% Patient - Marital status

% Medical data - Last transplantation status

\/=2=| Patient status - Patient status type

Patient status - New dialysis status

] Patient status - New positional status
Patient status - Description of patient status
Vascular access - Status

Vascular access - Status

= Pharmacological prescription - Status

The list of results can be hidden by clicking on any part of the screen outside the list. To see the results again, start
typing again or press “Send” after clicking on the search box.

It is possible to remove the typing by clicking on the button on the far right of the search box. The text and the search
results are then deleted.

42 Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21


../IMG/19_006.jpg
../IMG/19_011.jpg
../IMG/19_008.jpg

Chapter 4: Search field

4.2 INTERPRETING THE RESULTS

The results obtained are viewed in the search box. At the top of the list a number appears to show the number of
references found. Every element of the list is composed of:

= |con: this defines the type of entity found:

. — The search text is part of the name of a patient;

. <l The search text is part of a line in the navigation menu;

. = The search text is part of the name of an entity field;

. = The search text is part of an email message;

. ~ The search text is part of the object of a task or its identifier;

. =%l The search text is part of a data item that can have different values;

=  Text: displays the search text inside the path to reach it. The search text appears in bold and is azure in colour.

See a search example below.

~ FRESENIUS [
x
Y MEDICAL CARE | Status
= 78 Matches found X
Irvey - Single treatm: External reports Co|
Patient status

39807 Status Active/Hemodialysis [27 [¥)
| Patient - Admission dialysis status

Patient - Admission positional status
Patient - Dialysis status
= Patient - Positional status

=~ Patient - Transport status

= Patient - Marital status

= Medical data - Last transplantation status

1 Rows found =z=| Patient status - Patient status type
Event date Patient status type = 2| Patient status - New dialysis status
12 Apr 2010 00:00 Incoming - New patient admission
| Patient status - New positional status
Patient status - Description of patient status
2| Vascular access - Status
] Vascular access - Status
=== Pharmacological prescription - Status
I Messages - Status
=| Treatments - Status

F Treatments - Status

| Treatments - Status
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Chapter 4: Search field

If you click on the highlighted line the following screen appears, highlighting the search text.

Default Clinic ¥

v Altken Lambert, David [.. X | Manage patient groups
Aitken Lambert, David Born 15/08/1952 (67y) Gendercf' Cod. 39807 Status Active/Hemodialysis ‘@ 1 @

| Patient status

Y MEDICAL CARE [status X

HD survey - Single treatm¢

r
78 Matches found

lc
- Patient status

% Patient - Admission dialysis status

External reports

Event date
Hospital
Patient status type

Unigue ID

12 Apr 2010 00:00

Hospital One - Defauit Clinic

Incoming - New patient admission

4

E Patient - Admission positional status
E Patient - Dialysis status

% Patient - Positional status

New dialysis statu:

New positional statu:
E Patient - Transport status

% Patient - Marital status

% Medical data - Last transplantation status

1 Rows found

Event date Patient status type
12 Apr 201000:00 Incoming - New patient admission

Laboratory test - Status Date

Laboratory test - Lab test Status

Laboratory data - HCV status (RIBA or Western Blot)
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5 PERSONALISING THE VIEW

It is possible to personalise the view of Therapy Support Suite. Two main types of personalisation are possible: pivot

view and standard view.

5.1 CUSTOMISATION OF A PIVOT VIEW

In the case of pivot views (for example the “Patient summary page”, “Treatment overview”, etc.), by clicking on the

customise button it is possible to define which fields we want to see. All are ticked by default, and therefore visible. By

removing the tick the field becomes invisible and disappears from the pivot view. It only becomes visible again by

ticking the appropriate box.

Customise view X

Pre-dialysis weight

K

Post-dialysis weight

&

Dry body weight

K

Weight gain

Weight gain percent

3

UF volume

IR

Pre-systolic/Diastolic pressure

K

Post-systolic/Diastolic pressure

Ky

Pre-dialysis heart rate

Post-dialysis heart rate

® O

Critical RBV

3

Min RBV

K

Effective Kt/V

Total substitution volume

3

A\ Aitken Lambert, David

Save

Cancel Restore view

Born 15/08/1952 (67y) Gender(® Cod. 39807 Status Active/Hemodialysis [2 | B

Summary
Last forty treatments

| 20 Nov 2010 | 18 Nov 2010 | 16 Nov 2010 | 13 Nov 2010 | 11 Nov 2010
Pre-dialysis weight Ke | 66.80 |68.20 |67.40 68.30
|Post-dialysis weight Kg 84.10 65.20 65.20 65.20 65.40
Dry body weight Ke 652 652 [65.2 |65.2 65.2
Weight gain ke 160 3.00 [2.00 1.90
fWeight gain percent .% 235 : 445 | 293 278
:UF volume . ml » 2480 1900 . 3300 2452 3300
|Pre-systolic/Diastolic pressure | 142/74 167/76 173/80 [ 162/83 | 156/82
j,Post-systolic/DiastoIic pressure e 136/66 140/73 134/81 [ 146/80 147/78
Pre-gialysis heart rate bpm | 74 | 68 |77 71 70
(Critical RBV % 83
‘;Min RBV 98.9
Effective Kt/V e ‘
:.Total substitution volume L - 17.0 371 282 354 335

Within the personalisation it is also possible to change the order of the data viewed, by keeping the mouse clicked on

a field and dragging it to the new position.
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5.2 CUSTOMISATION OF A STANDARD VIEW

For the standard views, by clicking on the appropriate button it is possible to define which fields we want to see (by
using the flag to the left of the field name), and in which order we want to see them (again by dragging), but unlike
the Pivot views it is also possible to define the order (e.g. descending, ascending) in which we want to see them.

Therapy Support Suite

‘ ¥ Open patient list ‘

Basic data
Patient summary
Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda
HD
Vascular access.
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data
Laboratory test schedule
Medical Data
Clinical diary
Allergies
Vaccinations
Family medical history
Germ situation
Transfusion list
Comorbidity
Specialist examination
Diagnostic test
Self-sufficency
Outpatient clinic visit
Patient medical history
Amputations
Clinical case
PD
PD access
PD prescription
PD treatment scheduler
Review
Home visit
PD treatments
Peritonitis
Tunnel exit site
Adequacy and nutrition

Raritazaal tact

Vascular access

5P | Creation date

2 records found

3]

Creation date

<

Vascular access type

3]

Anatomical position

Status

K&

Closure date

S

Date of first use

~ | Thompson,, Josie [166334] X | Manage patient groups

Al | Active || Notactive || List of events

Vascular access type
02 Apr 2010 Fistula

26 Aug 2009 Fistula

-_ FRESENIUS
¥  MEDICAL CARE
HD survey - Single treatment query

External reports Configuration parameters =t

A Thompson , Josie Bom 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ [#]

[ ew Joomcen | poc |

Anatomical position Status Closure date Date of first use
Upper arm brachial medial - Left Functioning 03 Apr 2010
Upper arm brachial medial - Left Functioning 26 Aug 2009

Customise view x

Descending =]
lNone ]
= B
lAs:endmg E;
‘None =]
o g

Save Cancel  Restore view
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Chapter 6: User management

6 USER MANAGEMENT

User creation and management are administered directly by the Fresenius Interface Server.

For further information, see the documentation on Fresenius Therapy Monitor.
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7 SUITE MENU

7.1 SUITE MENU USER MANAGEMENT

7.1.1 ACTIVATION OF ROLES

A role can be activated via the Suite menu. Click on the Suite menu, move the mouse cursor to User Roles and click on

v
the desired role to activate or deactivate it. When a role is active, the symbol appears to the left of its
description.

Therapy Support Suite

User roles » Translator
E Card reader Administrator
User profile Customization Manager
About Developer
Log out Global Manager
Exit from application Designer
B i Users Activity Viewer
Patient status ;
Security Manager
Medical prescription o
Patient asenda v Clinic Ma"age[\

Note

For a role to be displayed in the Suite menu, it has to be activated through
the Fresenius Medical Care User Management application.

7.1.1.1 DESCRIPTION OF ROLES

Role Permissions enabled Feedback on Therapy Support Suite References
Administrator Enables the Therapy Support | Batch Commands Windows entry in
Suite User Management Suite menu.

session and the Batch
Commands Window section.

Clinic Manager Access to Menu Entities. “Clinic Master Data” main section
Clinic configuration and available.

personalisation of the clinic’s
list of elements.
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Chapter 7: Suite Menu

Security Manager Enables you to see all logging | “Logging” main section available. Logging Menu
information. “See Deleted Entities” button
available on each Therapy Support
Suite view. “Open entity log” button
available on each Therapy Support
Suite entity form.

Developer Shows the system name of The field name appears under the
each Therapy Support Suite description label.
field.

User Activity Viewer | Gives the user access to the “User activity” becomes visible in Suite menu
User Activity window the suite menu.

7.1.2 USER PROFILE

This section allows you to change your user preferences:

= The section of Therapy Support Suite shown after the login

Name - Surname
User name
Password sesscescscee E]
Email
Language
Starting Section IParient B
oK Cancel

As shown in the following image, by clicking on the three dots next to the field “Password”, it is possible to change the

password:

Name - Surname

User name

Password luuuu.u. E

Email
Language

Starting Section ‘ Patient

Change password

Please type the current password and the new one

Old password  E3 ‘ ‘

New password E3 l l

Confirm new password E3 ‘ ‘
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7.2 PATIENT CARD READER

This section allows you to prepare a Patient card for integration with other components of TDMS. In other words, it
allows management of the patient card to be used as the identifier of the patient in the TDMS components.

50

The card reader can be activated via the Suite menu. Click on Suite menu, move the cursor to card reader and
click.

The header informs you about the status of the card reader with 2 LED indicator (whether the card reader is
connected or not, chipcard detected or not) that can be green or red depending on the positive or negative
status and the button “Show driver details” that will open a pop up where are shown the installed driver. In
the header there is also the Card Type field that informs you which type of card is inserted (this can be a Patient

card, a BCM card, a Patient card with BCM extension, an empty card or an invalid card if the card is not
recognised by the system).

Card reader X

Driver Status
OMNIKEY  Driver not installed
SCR Driver not installed

UniCard  Driver installed

The Patient card section displays confidential patient data contained in the chip card, listing the last recorded
dialysis treatment for the patient at the bottom. The rows of this section show the most important data of
every single treatment. By clicking on a row the system opens up the treatment details.

The BCM section displays the confidential BCM patient data contained in the chip card, listing the last recorded
BCM measurements at the bottom. The rows of this section show the most important data of every single
measurement. By clicking on a row the system opens up the measurement details.

Card reader X

CardType  No card inserted ® Readeris connected @ Chip card detected Show driver details

4 [:] PatientCard
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The Card Reader window provides a set of buttons that let you interact and execute actions on the card:

= Create. You can create a new Patient card with BCM extension selecting the patient from the clinic’s patient
list.

=  Create BCM chipcard. You can create a new patient card only for BCM selecting the patient from the clinic’s
patient list.

= Import. You can import different information into Therapy Support Suite from the card:

e HD treatments
e BCM measurements

=  Update. You can update certain information stored in the chipcard by taking them from Therapy Support Suite.
= Delete. You can delete:

e the entire chipcard

e the BCM measurements
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8.1 MESSAGING SYSTEM

8.1.1 USER INBOX

The Therapy Support Suite messaging system allows you to send/receive messages and tasks (activities) to/from clinic
staff. The User tab button displays information about unread messages.

Q Therapy Support Suite
B : =" FRESENIUS
demeet S| paverss | Deautecinic v | eporting_| A

User inbox 3 =
lnbox ¥ || Aitken Lambert, David [39807] Messages and tasks x|+
n
Sent items Inbox messages
Scheduled items @ [ Type Acknowledge | Attachments | Linked entities | Sender Date
Archive :
[] |showDetailsy [ demouser 24 Sep 20

Archive inbox
~ 1 record found
Archive sent

Aerbivand cohadolad

When a new message arrives for the user connected to the system, the user tab button will flash alternately green
and azure and the message count will increase. This number is given by the sum of the Unread messages with the
tasks in a Received status and Reserved by me.

To open a message or task, click on the Show details button.
The User inbox section contains six menu entries:

= |Inbox: all unread messages received by the user;
=  Sent messages: list of messages that have been sent by the user;
= Scheduled messages: messages that have been scheduled for future delivery.

= Archived inbox: all important messages that the user saved (by clicking on “Archive” button). Archived
messages are marked with a floppy disk icon;

= Archived sent: all important messages that the user saved (by clicking on “Archive” button). Archived messages
are marked with a floppy disk icon;

= Archived scheduled: all important messages that the user saved (by clicking on “Archive” button). Archived
messages are marked with a floppy disk icon;

Q Therapy Support Suite
< == FRESENIUS
PAEEEEEI  rivevs | ochuncine v | Reporting | e

User inbox 3 =
e ¥ || Aitken Lambert, David [39807] Messages and tasks x|+
noox
Sent items Inbox messages
Scheduled items [ Type Acknowledge | Attachments | Linked entities | Sender Date
Archive =
[ |snowDetaiss [ demouser 245ep 20

Archive inbox
~ 1 record found
Archive sent

Aembiiind cobadidad

TSS messaging is divided into two different modes: messages and tasks. .
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Chapter 8: User

8.2 MESSAGES

8.2.1 CREATE A NEW MESSAGE

. New message... . - . . .
To create a new message, click the button in the email inbox section. To populate the list of recipients

you can type their name in the Recipients box or select them from the pop-up window by clicking on the [EJ button:

Inbox messages

G| Type  |Acknowledge | Amtachments | Linked entities | Sender Date | Subject
Message
Sender
demouser
Recipients
Needs acknowledgement [] Create as Task []
Is scheduled
e ]
Subject
Linked data
Attachments
Message
Inbox tasks
@ Twe (A

] [ 5

Send

Cancel

atus | Comment.

= Recipients: In this custom list there are different ways to identify the recipient of the message;

= Users: This tab lists all users. You may select more than one recipient;

User || Patient ‘Patientgroup; User groups

[] select all recipients

[:| demouser (demouser)

Fresenius Medical Care
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Chapter 8: User

=  Patient: This tab lists all patients. Users may select one or more patients to target this message with. In this
case all users that go into the Patient Inbox section will see this message;

User || patient || Patientgroup || User groups

[T] Select all recipients

[] Aitken Lambert, David [38807]
[] Brennan, Nicholas [399489]
["] Freeman , Mason [3478]

[] Hartley, Sarah [93710]

[C] Metcalfe , Jonathan [16821]
[T] Middieton , Mary [63416]
[T] Mocre , Eleanor [39841]

[] Morton, Katherine [47829]
[] Newman, Noah [137560]
[] Saunders , Benjamin [72362]
[] Thompson, Josie [166334]

= Patient group: This tab lists the patient groups. The user can select one or more patient groups. The message
will be displayed in all Inbox sections related to patients belonging to the selected patient groups;

= Group of FIS patients: This tab lists the groups of patients created by FIS. The user can select one or more
patient groups. The message will be displayed in all Inbox sections related to patients belonging to the selected
patient groups;

= Sender: Read-only field, filled in automatically with the name of the logged-on user;

=  Acknowledgement needed: Allows you to specify if a receipt is required from each receiver who reads the
message;

= (Create as task: Allows automatic movement to the task mode.

= |s scheduled: Enabled only if this is a new message. Custom list that allows you to schedule the message with
the following options:

= Define daily message scheduling:

Schedulation

validity from | 24/09/2019 H

Valicity to] 24/10/2019

Sending time |09 :00

Recurrence type {Day
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= Define weekly message scheduling:

Schedulation

validity from | 24/09/2019 =
Valiaity to| 24/10/2019 @]
Sending time |09 :00 I
Recurrence type |Week E|

every week(s)

Sunday
Monday
Tuesday
Wednsday
Thursday
Friday
Saturday

0O000RO

=  Define monthly message scheduling:

Schedulation

validity from | 24/09/2019 =2

Valiity to| 24/10/2019

Sending time[OQ-OO

L

Recurrence type !Momh

every onth (s}

Day of month 114

= Subject: Text field containing the title of the message;

= Linked Data: In this custom list you can add to the message entity belonging to a certain patient. By clicking on

the button, a pop-up will appear asking you to select a patient and a specific patient’s data (prescription,
treatment, vascular access, etc.) or entities belonging to the configuration sections (if the user has permissions
to view them) or the Dialysis Clinic.

=  Attachments: In this field you can select multiple files stored on your computer and attach them to the

message,;

= Message: Text field where you can insert the body of the message.

Fresenius Medical Care
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8.2.2 PRINT A MESSAGE

A message can be printed by opening it with a double-click and clicking on the Printbutton in the pop-up window that

shows the details of the message.

8.2.3 PATIENT INBOX

In the patient top bar there is an envelope button. When you send messages with a certain related patient, this
button shows that someone sent information about the selected patient. By clicking on the envelope button, the
Inbox section is automatically opened and the sent message (in the example “sent by Test User”) is shown. When the
message has been read the mark on the envelope disappears.

/A Aitken Lambert, David

Born 15/08/1952 (67y) Gendery' Cod. 39807 Status Active/Hemodialysis | [ 2]

Inside the previous view, by clicking on the button, the message form appears. The only difference is
that the Refer to field is automatically filled in with the relevant patient name. This is a read-only field.

Sender
demouser
Recipients
Needs acknowledgement [_| Create as Task [ Referto Aitken Lambert David
Is scheduled

No [
Subject
Linked data
Attachments

Message

Send Cancel
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8.3 TASKS

Tasks are messages that must comply with a predefined flow of states and that only users (or user groups) and not
patients are intended as recipients. Inside the user tab you can find the tasks received in the area at the bottom of the

main window.

The progress flow of the states, after the creation of the task, is as follows. The initial state is Received. As long as this
is the status, the user who generated the task can make changes by opening the task, changing it and clicking on
Refresh.

When one of the recipients decides to take charge of the task, , he or she can do that by opening the task and clicking
on the Reserve button, which gives the task a Reserved status. For all other recipients the status of the task becomes
Reserved by others. Hereinafter, these recipients will not be able to operate on the activity unless they add
comments to it.

The user who has reserved the task for him/herself, will have to analyse the content and work on it. At the end of the
entire activity, based on its outcome, the task can be brought to the Completed state, if everything foreseen for that
activity has been completed. If the task is incoherent, it can be refused using the Refuse option. The activity
reservation can also be removed using the Remove booking button.

Each time the task progresses, the system will propose a possibility to the user to insert a comment to give a reason
for a change of state. A comment is required to move a task to the Refused and Completed states as well as to Remove
booking.

It is still possible for a task recipient to add a comment to it. The last comment entered can be updated, but only by
the user who entered that comment.

All tasks to which a new comment has been added and that have not yet been read by the user will also appear in bold
in the user inbox.

The Completed or Refused tasks can be archived by clicking the appropriate button.

8.3.1 CREATE A NEW TASK

e >

OO
To create a new task, click on the " “ button in the tasks received area. The fields to be filled in are the
same as those described for messages with the following differences:

= The list of recipients can only include users and/or user groups
= The Create as task field is automatically selected
=  The ability to schedule a task's transmission is inhibited.

Using the same procedure as used for messages, the contents of a task can also be printed.
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8.3.2 TASK SECTION FOR THE SELECTED PATIENT

In the patient upper menu bar there is a folder button. When a task is sent with a certain related patient (or a specific
patient entity) attached, this icon is displayed with an orange background. The number indicates how many tasks (not
completed or rejected) there are for the patient or for one of its entities.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender(f’ Cod. 39807 Status Active/He

Clicking on the icon will open a pop-up that will list the tasks with their object and their status. If the task has been
previously booked by the user connected to the system he or she can easily complete it by clicking on the complete
button. Selecting a task in the list will open it in detail.

| # 1

deiouser
Create task linked with this entity

When navigation in patient entities is open in a summary entity, such as, for example, the summary page, or one of
the lists that allows a patient entity to be selected, the task counter will display all tasks (not completed or rejected)
that are listed for the patient or for one of its entities.

Instead, when navigation is open for a particular entity (e.g. allergy to a particular food) the indicator refers to that
specific entity. In this case the user can also create a new task by directly attaching it to the open entity by clicking the
Create a task related to this entity button from the task pop-up.

The same button is enabled in the pop-up, in the patient summary page and in the treatment overview page.
Activating this will create a new task with just the patient attached.
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9 PATIENTS

9.1 SELECTING A PATIENT

To select a patient simply click the Patients tab in the Sections menu. The patient list appears automatically. There are

several ways to select a patient:

= Use the scroll bar to search through the full patient list;

=  Enter part of the patient’s name in the search bar. The patient list is updated in real time according to the
letters entered in the search bar.

. Therapy Support Suite
O .

A (lose patient list

|Active patients (9) E”
E x|
Metcalfe , Jonathan 07I
04/11/1940 16821 E.

=  Select one of the patient groups (some of them are pre-entered).

Therapy Support Suite

A (lose patient list

IActive patients (9) lz”
Active patients (9)
Patients by status (9)
Diabetic patients (0) |
Patients with haemoglobin <11 (3) |
Inactive patients (2)
Patients disabled after merge (0)
Patients by bed (5)
Patients by shift (5)
By Machine {0)

19/07/1936 3478 r

Hartley, Sarah Q
21/05/1957 93710

Metcalfe , Jonathan d
04/11/1940 16821

Middleton , Mary Q
09/01/1935 63416
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When the zone relating to a specific patient is clicked it turns ‘dark grey’ and information related to the patient is
loaded onto the screen. Double clicking on that area automatically collapses the patient list and the patient menu is
displayed on the navigation bar.

The following screenshot shows the patients menu, which appears after selecting a patient and collapsing the patient
list.

¥ Open patient list

Basic data
Patient summary
Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda
HD
Vascular access
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data
Laboratory test schedule
Medical Data
Clinical diary
Allergies
Vaccinations
Family medical history
Germ situation
Transfusion list
Comorbidity
Specialist examination
Diagnostic test
Self-sufficency
Outpatient clinic visit
Patient medical history
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9.2 BASIC DATA

9.2.1 PATIENT SUMMARY

This section is the patient’s Home Page. This section lists all the main information about the patient’s dialysis history.
The screenshots below display the default summaries with standard configurations. Users can also customise patient
summaries in the "configuration parameters" of the “Master Data” (Clinic Manager) section.

The HD patient dashboard shows:

= HD Treatment History: this screen contains the patient's last forty treatments, allowing the user to navigate
easily through the details of each treatment, or simply to examine the trend of some key values via the chart
view.

Last forty treatments |+

UF-Volume || TAS - TAD Pre Dialysis || OCM Kt/V | | Dry Body Weight - Post Weight

1]
2k UF-Volume

375k
35k
325k
3k
275k
25k
225k
2k

175k

15k
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=  Laboratory test history: this screen displays the patient’s last twenty laboratory tests, allowing the user to

navigate through them or examine the trend of some key values via the chart view.

Last twenty lab tests [+]
? Last 19 Oct 2010 00:00 21 Sep 2010 00:00 =]
Dialysis dose Daugirdas DPVV Kt/V . 147 . 147 ‘ 137
:Dialysis dose equil. Kt/V . 147 A 147 1.36
vHaemogIobin g/dl ‘ 13.2 A 13.2 117
.Sodium mEq/| . 140.00 140.00 145.00
lpotassium mEq/l 1 7.20 7.20 7.03
bBicarbonate ‘ mEq/I .
Total protein g/dl 6.5
[otal calcium mg/di | 9.8 9.8 g4
vPhosphate ‘me/di |65 65 5.0
.PTHi 'ng/I ' 64 A ‘
.Albumin g/dl .
.C-reactive protein mg/l . 5.60
AT (GPT) oL 1a 14
[Ferritin 'ug/l 1155
Last twenty lab tests [+]
' Haemoglobin || Calcium and Phosphate | | C Reactive Protein | [ PTHi | [ Ferritin | =]
|
e Haemoglobin ;
14
135
13
125
12
11.5
1
10.5
10
39 i i >
| L | I | I [
2 LR R O 2 2% % %
2 % & © v 3 3 ® ° 3 %

=  Active prescription: Review or edit the Active Prescription HD.
= Vascular access: Allows the review or change of the active Vascular Access.
= Active home medication: The user can view, modify or add new drugs prescribed to be taken at home.

= Active dialysis related therapy: Allows the view, change or addition of new drugs prescribed for the Dialysis
Treatment.

= Medical orders: Allows all the patient's current medical orders, i.e. those with "active", "suspended" and
"scheduled" status, to be checked and edited. New medical orders can also be added to the patient.
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= Comorbidities: Shows all comorbidities affecting the patient, allowing the user to change them or add new
ones.

=  Residual diuresis: A quick view of the patient's residual renal function based on laboratory test results. The
user can modify the laboratory tests or add new ones.

= Hospitalisations: A quick view of the patient’s hospitalisations.

=  Patient allergies: Allows patient allergies to be viewed and managed.

Patient allergies |+]
BF|Date | Allerg.. | Allergytyp... |Details
’ No data
Active leading prescription E]

Prescription name Default Prescription
Creation date 30 Jun 2016 15:41

Vascular access E]

Creation date 13 Aug 2010

Type and position Fistula

Upper arm brachial medial -

Left
O

Status Functioning

Active regular therapy
P | Drug / Active ingredient | Dosage and frequency
No data
Active dialysis related therapy
? ; Drug / Active ingredient | Dosage and frequency
Adolaf 12ml Al treatment
Fascox Tu: 45 Th: 45 So: 45 mg
Messages
F Status Message i
No data
Comorbidity
&P | Code Name
Cc43.0 Malignant melanoma of lip
C43.0 Malignant melanoma of lip
Residual diuresis
2 | Lab test date Ll
| mi
No data
Hospitalisations
? ‘ Start date of hospitalisation | End date of hospitalisatic
No data
Patient allergies

GP|Date | Allerg... |Allergy typ... | Details
24Fe.. Activ.. (Nunpan)
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The PD patient dashboard shows:

= Adequacy and Nutrition: Navigable list of the patient’s adequacy and nutrition information.

Adequacy and nutrition [+]
&P/ 15 Nov 2017...

Body mass index Kg/m? 2461
bReal weight ‘ Kg . 63.0
Ideal weight ‘ Kg A 57.6
Lean body mass Kg 7 42
feehan real - V 1.08
[Teehan ideal . . 118
Renal GFR mi/min 6.76

Weekly creatinine clearance | L/w/1.73m?| 50.0

wKT/Vr 172

= Peritoneal Equilibration Test: Navigable list of the patient’s peritoneal equilibration test information.

Peritoneal equilibration test [+]
5| 15 Nov 2017

D/DO glucose mg/dl | 0.30
vD/P creatinine mg/dl v 0.70
>D/P Na mEq/| A 0.92
vDelta Na FrS.-T1 mEg/| V 16.00
iDelta Na T0-T1 mEq/| A 8.00

= Last 20 laboratory tests: The patient's last twenty laboratory tests, and trend of certain key values via the chart

view.

Last twenty lab tests [+]
? Last 04 Nov 2010 09:54 19 Oct 2010 00:00

Dialysis dose Daugirdas DPVV Kt/V ‘ . @

.Dialysis dose equil. Kt/V

Haemoglobin g/dl ‘ 111 ‘ 1.1

.Sodium mEq/| . 143.00 . . 143.00

iPmassium mEq/| . 487 . - 487

Bicarbonate mEq/ .

Total protein g/dl 6.0

Total calcium mg/di |81 9.1

DhAcnhata mal/dl l2acg . 2
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= Last PD Prescription: The last PD Prescription can be viewed and edited.
Active leading prescription [see
Creation date 02 Nov 2017 15:08
Prescription Name CAPD prescription

PD modality CAPD -INCR

= PD Access: The active PD Access can be viewed and edited.
PD access [=r
Catheter type Curved swan-neck
Creation date 12 Apr 2010

Anatomical position Above the umbilical line

= Active home therapy: The user can view, modify or add new drugs prescribed to be taken at home.

Active regular therapy w
? Drug / Active ingredient | Dosage and frequency

Zaminreum 1 Every 1Days

=  Comorbidities: All comorbidities related to the patient, allowing the user to modify them or insert new ones.

Comorbidity +|
&  Code Name

=  Residual diuresis: Quick view of the patient’s residual renal function based on laboratory test results. The user
can modify the laboratory test or add new ones.

Residual diuresis L‘t‘!

Amount
mi

11 Aug 2010 00:00 1000.00

? Lab test date

= Hospitalisations: A quick overview of the patient’s hospitalisations.

Hospitalisations |+]
? Start date of hospitalisation | End date of hospitalisati(

=  Patient allergies: Allows review and editing of the patient’s allergies.

Patient allergies [+]
& | Date Allerg... |Allergy typ... | Details
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The Transplanted patient summary shows:

=  Transplant summary: this is a summary of the transplants by organ. This section is the same of the one available
in the Transplant menu.

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up ‘{:]‘@

Summary
Transplant hists
Kidney Kidney (Second) Pancreas Heart Liver ? ‘: =¥ I 5
T ate ent type | Organs
Status Functioning 25Feb201511:33 Transplant Kidney
Survival time 4 years 3 months
Waiting list Excluded for Excluded for T it i Active regular therapy
status transplant transplant | ? ‘ Drug / Active ingredient | Dosage and frequency
Donor Johnston Emma Baxada 6 mg Every 1Days
 Transplant "1 Fascox 78-0-8-0mg Mo We Fr§
jinimber; Mitopep 5 mg/mi Every 1 Days
; |
BN
Add failure...
! ive therapy
A
S v Drug / Active ingredient | Dosage and frequency
Last consultation visits E] [ ¥ ‘
T T |
? ‘ Visit type | Visit date | Status | Reason name [ No data !
Programmed visit 19 Nov201012:00 Open Lithiasis Documented Comorbidity
1 record found ? } Code Name
‘ No data ‘
Residual diuresis
Ar it
F ‘ Lab test date L
mi
‘ No data ‘
Hospitalisations
? ‘ Start date of hospitalisation End date of hospitalisatic
‘ No data ‘
Patient allergies
Z ? ‘ Date | Allerg.. |Allergytyp... | Details
Last twenty lab tests 24Fe.. Anim...
? Last | 19 Oct 2010 00:00 21 Sep 2010 00:00 23Fe.. Food
Dialysis dose Daugirdas DPVV Kt/V 1.03 1.03 112
Dialysis dose equil. Kt/V 1.01 1.01 110
Haemoglobin g/d |124 124 129
Sodium mEqg/l | 139.00 135.00 | 141.00
Potassium mEq/l |4.88 488 4.65
|Bicarbonate mEq/l |
Total protein g/dl |70
Total calcium mg/dl |93 93 |95
Phosphate mg/dl | 4.6 46 47
PTHi ng/l 101
[ T

= Qutpatient clinic visit history: here the last ten outpatient clinic visits are listed with the option to edit or just
see some basic data.

Last outpatient clinic visits

| ? i Visit type Visit date
Programmed visit 19 Nov 2010 12:00 Open Lithiasis Documented

.1 record found

: Status Reason name

|+]
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=  Laboratory test history: this screen displays the patient’s last twenty laboratory tests, allowing the user to
navigate through them or examine the trend of some key values via the chart view.

Last twenty lab tests [+]
? Last 19 Oct 2010 00:00 21 Sep 2010 00:00 =]
Dialysis dose Daugirdas DPVV Kt/V . 147 . 147 . 137
'Dialysis dose equil. Kt/V ‘ 147 . 147 136
vHaemoglobin g/dl ‘ 13.2 ‘ 13.2 117
.Sodium mEq/| ' 140.00 ' 140.00 145.00
:Potassium mEgq/| . 7.20 . 7.20 7.03
vBicarbonate mEq/I . ‘
Total protein g/dl 6.5
[Total calcium mg/dl | 9.8 ‘ 9.8 94
vPhosphate mg/di ‘ 6.5 ‘ 6.5 5.0
pTHi ng/l ' 64 ‘ '
bAIbumin g/dl .
vC-reactive protein mg/l | 5.60
AT (GPT) L |1a 14
bFem'tin FHE/I . 1155
Last twenty Iab tests [+]
'Wi Calcium and Phosphate | | C Reactive Protein | [ PTHi | [ Ferritin |
w2 Haemoglobin ‘
14
135
13
125
12
11.5
11
10.5
10
3 <« i il »
T rrrrTrTrr 11T 17T T1P 1T 17 11T 17T/
% 2 0% 2 % % 2 A % % B
L% 8 % % % % % % % %
® 8 B b b b % b ° B o

= Transplant history: Allows review and editing of all events related to the patient’s transplants.
= Active home medication: The user can view, modify or add new drugs prescribed to be taken at home.
=  Immunosuppressive therapy: The user can view, modify or add new immunosuppressive drugs.

=  Comorbidities: Shows all comorbidities affecting the patient, allowing the user to change them or add new
ones.

=  Residual diuresis: Quick view of the patient’s residual renal function based on his lab results. The user can
modify the laboratory tests or add new ones.

=  Hospitalisations: A quick view of the patient’s hospitalisations.
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= Patient allergies: Allows review and editing of the patient’s allergies.

Transplant history
& ; Date Event type | Organs
25 Feb 201511:33 Transplant Kidney

Active regular therapy
? \ Drug / Active ingredient | Dosage and frequency
Baxada 6 mg Every 1 Days
Fascox 78-0-8-0mg Mo We Fr§
Mitopep 5 mg/mi Every 1 Days
l ]
Immunosuppressive therapy
& i Drug / Active ingredient | Dosage and frequency
No data
Comorbidity
& | Code Name
‘ No data ‘
Residual diuresis
Al t
& ‘ Lab test date ou
el | m L |
‘ No data ‘
Hospitalisations
? ‘ Start date of hospitalisation | End date of hospitalisatic
‘ No data ‘
Patient allergies
& |Date | Allerg.. | Allergytyp... | Details
24Fe.. Anim..
23 Fe.. Food

The outpatient dashboard shows:

= (Clinical diary: The Clinical diary section contains information about the clinical history of the patient. The view
is very similar, though more compact, than what can be found in the Patient Clinical Diary menu item.

Clinical diary [+]

| ¥ Nurse HD comment 15 J

i® 2010 15 |

l Date Diary
03 Dec 201009:54  Nurse Comment for the treatment Made on Dec 3 2010 9:54AM.
20 Nov 2010 15:46

17 Nov 2010 00:00  Nurse Comment for the treatment Made on Nov 17 2010 12:00AM.
15 Nov 2010 00:00  Nurse Comment for the treatment Made on Nov 15 2010 12:00AM.
12 Nov 201000:00  Nurse Comment for the treatment Made on Nov 12 2010 12:00AM.
10 Nov 2010 00:00  Nurse Comment for the treatment Made on Nov 10 2010 i2:00AM.
08 Nov 2010 00:00  Nurse Comment for the treatment Made on Nov 8 2010 12:00AM.
05 Nov 2010 00:00  Nurse Comment for the treatment Made on Nov 5 2010 12:00AM.

.AAaA AR AN B e A Fe At e A A A R A S M. AAAAAAn AR ~=

15 record;;t;dhd
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= Qutpatient clinic visit history: here the last ten outpatient clinic visits are listed with the option to edit or just

see some basic data.

Last outpatient clinic visits
|# t Visit type : Visit date | Status Reason name
‘. Programmed visit 19 Nov 2010 12:00 Open Lithiasis Documented

1 record found

kd

= Laboratory test history: this screen displays the patient’s last twenty laboratory tests, allowing the user to
navigate through them or examine the trend of some key values via the chart view.

Last twenty lab tests
‘ & Last 19 Oct 2010 00:00 21 Sep 2010 00:00
Dialysis dose Daugirdas DPVV Kt/V 147 147 137 1
Dialysis dose equil. Kt/V 147 147 136
Haemoglobin g/dl 132 13.2 117
Sodium 'mEq/l | 140.00 140.00 145.00
Potassium ‘mEa/l |7.20 7.20 7.03
Bicarbonate | mEq/l
Total protein g/dl 65
Total calcium ‘mg/di |98 9.8 9.4
Phosphate ‘mg/di |65 6.5 5.0
PTHi ng/l |64
‘Albumin g/dl
C-reactive protein ‘ mg/l | 560
ALT (GPT) UL |14 14
Ferritin ‘ug/l | 1155
[T = - —
Last twenty lab tests
Haemoglobin || Calcium and Phosphate | | C Reactive Protein | [ PTHi | [ Ferritin |
¥ Haemoglobin
14
135
13
125
12
115
11
105
10
sy | | »
r r 11111 1 11 1T 1T 1T T1TT1 T 10101717
2 2R %2 % v 2 2 v % w9
%% & % ¥ %5 %5 3¢ % %
%2 %2 B ° 2 3 » v ° B o

Bm+
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= Active home medication: The user can view, modify or add new drugs prescribed to be taken at home.

=  Comorbidities: Shows all comorbidities affecting the patient, allowing the user to change them or add new
ones.

= Residual diuresis: Quick view of the patient’s residual renal function based on his lab results. The user can
modify the laboratory tests or add new ones.

=  Hospitalisations: A quick view of the patient’s hospitalisations.

=  Patient allergies: Allows review and editing of the patient’s allergies.

Active regular therapy [+]

? Drug / Active ingredient Dosage and frequency
Mo We Th Sa Su

Fepili 43-0-54-0ml
Comorbidity E
& | Code Name
Residual diuresis ;E
&P | Lab test date Amm’mt
mi
Hospitalisations E]

? Start date of hospitalisation | End date of hospitalisatic

Patient allergies +]
? Date Allerg... Allergy typ... | Details

10N.. Activ.. (Eriramuf)

OBA.. Actv.. (lraderac)

The left-hand side of both screens can be customised with a custom query; this allows the user to enter a query to be
displayed instead of: HD Treatment History, Laboratory Test History, PD dialysis dose, and PD fast peritoneal test. To
this, the user must create a query using the query builder. The query must meet the following requirements:

= The query’s main entity will be a patient entity but not the patient's administrative data;

=  The query must not contain parameters. This means no items must be put in the “Drag and drop field to create
a parameter” section;

=  The query will be published as a view;

Query Builder is only available if the “Analysis and Reportt” writing module is active.

Once the query has been created it should be linked inside the related group of the Configuration Parameter entity in
the Master Data (Clinic Manager) menu.
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9.2.2 TREATMENT OVERVIEW

This section shows the principal data from the patient’s last three treatments. All the other treatments can be viewed

by clicking the arrow button.

Treatment Overview

A AitkenLambert, David 5o 15/08/1952 (67)) Gender ' Cod. 39807 Stotus Active/Hemodialysis (11 [£)

=1 00

Treatment date 20 Nov 2010 14:58

Treatment date 18 Nov 2010 00:00

Treatment date 16 Nov 2010 00:00

Additional Manual
Total manual
Anticoagulant Auto
Total auto

Vascular access Fistula
selection

O

Arterial neadle

Venous needle

Upper arm brachial medial - Left

Additional Manual
Total manual 1000,00 IU
Anticoagulant Auto Adipnaf - 10pieces 120ml vials
Total auto 4500,00 IU

Vascular access Fistuia

selection i i
Upper arm brachial medial - Left

O

DIALYSEKANUELE ART. 17GA
1,5X15MM A711G 1ST STCK.

Arterial needie

Venous needle

Device Device FMC5008 FMC5008001 Device FMC5008 FMC5008001
Drybody Weight |Weight UFtotal Effective Filter Dry body Weight |Weight UF total [Effective Filter Drybody Weight Weight UFtotal [Effective Filter
weight  pre post treatment weight pre jpost {treatment weight  pre post treatment
time | time | time
{hours 652 6680 6520 1900 FX1000 | 652 6820 6520 3300 \ FX 1000
65.2 84.10 2480 23 FX 1000 1
minutes | & 07:08 | 08:39 ¥lo 08:23 |
/| 1438 | 15:09 Actual body temperature |°c Actual body temperature c
o T T
facralbodytemperaturs) > Intra-dialytic heart rate 68 |69 Intra-dialytic heart rate 77 |78
Intra-dialytic heart rate 74 |66 180/ 190/
Arterial/Venous pressure 225 Arterial/Venous pressure 215
\Arterial/Venous pressure
Systolic/Diastolic pressure ;gsl Systolic/Diastolic pressure ;:2/
Systolic/Diastolic pressure
TMP pressure | mmHg 255..| | [TMP pressure mmHg 131..
[PEEEEnE [ Actual net UF volume {acc.) {m |00 |601.0 | | Actual net UF volume (acc.) {mi |00 |sa40
actalnet U volume (acr) |m 00 298 | | lDE/HF rate FMC | mi/min 160.0 | | HDF/HF rate FMC | mi/min 1240
DR e TC alfim 8lood flow rate | mi/min 3000 | | Blood flow rate | mi/min | 300.0
Blood flow rate mi/min Body temperature change 56 IBody temperature change 2
Body temperature change °c 5 records found === | 5records found [o— |
16 records found - Dialysate bibag AC-F 313/2 Dialysate bibag AC-F 313/2
Dialisale« (ACFS13)2 Anticoagulant Manual Tizeb - 50pieces 1mg Tablets Anticoagulant Manual Tizeb - 50pieces 1Img Tablets
Anticoagulant Manual

Additional Manual
Total manual 1000,00 iU
Anticoagulant Auto Adipnaf - 10pieces 120ml vials
Total auto 4500,00 IU

Vascular access Fistuig

selection i "
Upper arm brachial mediol - Left

O

Arterial needle DIALYSEKANUELE ART. 17GA
1,5X15MM A711G 15T STCK.

Venous needle
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9.2.3 ADMINISTRATIVE DATA

This section contains the patient's administrative data, such as name, address, date of birth, etc. For more information
about how to edit the individual fields and field types.

As an alternative to the mouse, press the Tab key to move from one field to the next. To move back, press the Shift
key and the Tab key simultaneously.

After editing this section the Save and Cancel buttons will be activated. Click Save to store the data in the database.
To discard the changes click Cancel.

Warning

Patients with the Gender field marked “Unknown” will be sent to
Therapy Monitor but it will not make them selectable as treatable
patients.

By default, the patient's picture is not visible in this section. However, it can be displayed by setting the “Hide patient
picture” field to “No” in Master Data, under the “Configuration parameters” item.

/A Aitken Lambert, David Born 15/08/1952 (67y) Genderd® Cod. 39807 Status Active/Hemodialysis [2]

Administrative data

Title

Last name

First name

Aitken Second last name

David

Lambert

Birth name Date of birth 15 Aug 1952
Nationality Gender Male
Patient number 11 Patient regional autonomic number
Patient code 39807 Patient monitor ID (key code) 41
Admission dialysis status Hemodialysis Admission positional status Active
Admission date 12 Apr 2010 00:00 Reason for patient admission New ESRD patient
Patient RRT initiation date First dialysis in centre 06 May 2010

Dialytic age

Current hospital

First contact with clinic

Patient exoneration codes

Patient code: This is an ID which is automatically assigned by Therapy Support Suite during patient admission and
cannot be changed. This ID is the unique identifier of the patient inside Therapy Support Suite.

Patient monitor ID (key code):: This is the ID that identifies the patient's connection between Therapy Support Suite
and Therapy Monitor/Patient On Line. This code cannot be changed. It is assigned if one of the following events
occurs:

=  The patient is admitted with an "Active" Admission status and a Clinic admission procedure compatible with
the patient's need to undergo treatment, namely: "Hemodialysis", "Hemodialysis (Intensive Care)",
"Hemodialysis (Acute)", "Home HD" or "Peritoneal Dialysis".

= A New dialysis status that compatible with the patient's need to undergo treatment, namely: "Hemodialysis",
"Hemodialysis (Intensive Care)", "Hemodialysis (Acute)", "Home HD" or "Peritoneal Dialysis". The destination
hospital, for the new status, should coincide with what has been provided for in one of the Therapy Support
Suite clinics.

= A Patient Tab is to be created for a patient without a Patient monitor ID (key code).

= A Hemodialysis prescription is saved regardless of the patient's dialysis status.
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9.2.4 MEDICAL DATA

The Medical Data section contains the patient's basic medical data, such as height, blood group and renal diagnosis.
For more information about how to edit the fields and field types.

As an alternative to the mouse, press the TAB key to move from one field to the next. To move back, press the Shift
key and the Tab key simultaneously.

After editing this section, the Save and Cancel buttons will be activated. Click Save to store the data in the database.
To discard the changes click Cancel.

A Aitken Lambert, David Born 15/08/1952 (67y) Genderf' Cod. 39807 Status Active/Hemodialysis ‘@i Q

Medicldata T T

Patient height 185 cm Patient weight 85.00 Kg

Body mass index 24.84 Kg/m* Body surface area 210 m*
‘Wrist circumference Blood group 0
Rh factor neg Alcohol consumption Does not drink alcohol
Tobacco consumption Current smoker Patient mobility walks unaided
Last transplantation status EDTA number
Renal diagnosis

Renal diagnosis
Renal diagnosis date Biopsy proven
Medical Data History (Last 5)

?‘Da(e User | Source Pauenc:"helgm‘Panentwelght‘ﬂodvmass e Bodysurfzce area Wnstcnrg:nference Blood group | Rh factor | Alcohol consumption Tobaccoconsump\:ioni

Ka Kg/m* m
No data ‘
Amputation history - . I . . - - E
| | [ | Weight | Weight ion | Height i
?“ Date of amputation [ Is traumatic injury ? | Left arm position | Right arm position | Left leg position | Right leg position [ :‘: A afte;g =i a!te:m fiod
No data
Patient comments
Basic information comment
History information

Source

If the user modifies the height, weight, blood type or Rh factor and if donor data are available for the patient or if
there is a value in the waiting list field, the system will ask the user if these data are also to be updated for these

sections.

™\

I Waming: 150022

Do you also want to update weight, height, blood group and Rh factor for the donor data?

| v ] Mo
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9.2.4.1 MEDICAL DATA (HISTORY)

Modifying any field in the Medical data section and saving will create a log of the values before saving. At the top of

this section, the symbol is displayed, which, if pressed, will show when and by which user the last change was
made.

Medical data
Last update date 24 Sep 2019 13:41
Modified by demouser

Wrist circumference

Medical data will also be updated following the modification of or addition to the following fields in the following
entities:

=  Medical data: any changes made to the fields of this entity.
=  Amputations.
= Donor data: all fields in the medical data section.
= Qutpatient examination: weight and height of the anthropometric data section.
= Adequacy or nutrition: (if the PD plugin is enabled) weight, height or wrist circumference.
=  POL QA test: (if the PD and POL plugin is enabled) weight and height.
Changes made to the Medical Data can be seen in two sections:
= inthe table Medical data history (Last 5), which shows the last 5 changes made.

Medical Data History (Last 5)

Patient height | Patient weight | Body mass index | Body surface area | Wrist circumference

? Date User Source Blood group | Rh factor | Alcohol ¢

m Kg Kg/m* m? cm
16 May 2015 14:37 demouser Qutpatient clinic visit 195 83.00 2183 211 B neg Drinks !
20 Apr 2011 15:08 Medical data 195 85.00 2235 214 B neg Drinks a

2 records found
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= by clicking on the ch =)
been made will be displayed.

Medical data (History)

button, the complete list of all the times that a change in the medical data has

A\ Metcalfe , Jonathan  8orm 04/11/1940 (78y) Gender ' Cod. 16821 Status Active/Hemadialysis ©
Mo e s e i |
Pati height | Patie ight it Wi i
& Date User Source atient height | Patient weight Body mass index | Body surface area | Wrist circumference | gy o, | ain factor | Alcohol consumption | Tobacco consumption | Patient mobility
m Xg Ka/m m om

245ep201913:41 demouser Amputations 194 8200 228 225 8 neg  Drinks alconol Non-smoker walks unaided
16May 2019 14:37 demouser Outpatient clinic visit 195 83.00 2183 211 B neg Drinks alconol Non-smoker walks unaided
20 Apr 2011 15:08 Medical data 195 85.00 2235 214 B neg  Drinks aiconol Non-smoker walks unsided

3 records found

n both sections you can see when the change was made, by which user and also in what entity.

9.2.4.2 AMPUTATION HISTORY

This medical data section shows all amputations undergone by the selected patient.

Amputation history
? | Date of amputation | Is traumatic injury ? | Left arm position

24 S5ep 2019 13:41  Yes Arm below elbow Hand

[ I

Right arm position | Left leg position | Right leg position

Weight | Weight after amputation | Height after amputation | B¢
Kag Ka cm
Leg below knee Foot

82.00 194 2

i record found

9.2.5 HOSPITALISATIONS

.

The patient's hospitalisations can be entered in this section. Simply record the start and end date and the hospital
where the patient has been hospitalised. It is also possible to specify the reason for admission. After saving the
hospitalisation, the relative transfers are automatically created in the Patient Status section. It is also possible to

create hospitalisations which last one day only.

Start date of hospitalisation “24/‘09/2019 00:00 @l End date of hospitalisation | dd/mm/yyyy hh:mm @l
Days 0 Hospital ' Hospital Two X E]I
Hospital department | E| Patient remains treatable D
Hospitalisation
Reason Comment
I+
Hospital system external Id Attachment
=
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When a patient is hospitalised in a non-TSS clinig, it is possible to specify whether or not the patient remains
"treatable".

Patient remains treatable D

A hospitalised patient who is "treatable", meaning that the relative field is set as true, will still be applied in the "Clinic
Scheduler" and his status will not be changed to "Not Active".

”ou

It is possible to create hospitalisations “in the same clinic”, “in other TSS clinics” and “in external/non TSS clinics”.

= Inthe same clinic: the patient's status does not change and the user can choose the ward to which the patient
will be moved. The hospitalisation can be deleted using the “Delete” button (if the user has the necessary user
rights).

= In other TSS clinics: this type of hospitalisation can be created by selecting a TSS clinic as the “Ward”. When a
hospitalisation is saved, the patient's status will depend on the event start day. If the hospitalisation is planned
for the future, the patient's status will not change. If instead it starts at the time it is saved (or before) the
movement is automatically accepted and the patient will have the status of "hospitalisation -in transit." If the
hospitalisation is planned for the future, the clinic that created it can delete it with the "Delete" button (if the
user has the necessary permissions) or cancel it in the Clinic Name section of the "Patient Transfers" menu
item.

Default Clinic

Patient transfers
Draft transfers | Complete transfers

? Patient name Transfer reason Status | Start date End date | Hospital name TSS clinic | TSS clinic name | Transfer direction
Middleton , Mary Temporary transfer Draft 24 Feb 2017 09:36 Ospital Five - Satellite Clinic  Yes Satellite Clinic  Qutgoing
1 record found

Patient transfers @ m

Patient to transfer Middieton Mary Transfer reason Temporary transfer
Start date 24 Feb 2017 09:36 End date
Centre type TSS Centre Destination clinic Satellite Clinic
Start clinic Defoult Clinic Transfer direction Outgoing
Status Draft
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Once the hospitalisation has been accepted, the patient will appear in the list of active patients at the destination

clinic. At this point the hospitalisation can no longer be cancelled. It is possible to send the patient back to his clinic of

origin by clicking on the “Return to start clinic” button in the clinic name section of the "Patient Transfers" menu item.

Satellite Clinic

Patient transfers

RN+ ]ewoncce| e |

Draft transfers ‘ Complete transfers

? *: Patient name Transfer reason

, Josie
2 records found

Status | Start date

Middleton , Mary Temporary transfer Draft 24 Feb 2017 09:36

transfer Active 31 May 2019 00:00

End date  Hospital name TSS clinic | TSS clinic name | Transfer direction
Ospital Five - Satellite Clinic  Yes Satellite Clinic  Incoming
Ospital Five - Satellite Clinic  Yes Satellite Clinic  Incoming

Patient transfers

ot sorcime |_eore J<)

Patient name
Start date
Centre type
Start clinic

Status

Thompson , Josie
31 May 2019 00:00
TSS Centre

Defoult Clinic

Active

Transfer reason

End date

Destination clinic

Transfer direction

Hospitalisation transfer

Sateliite Clinic

Incoming

Fresenius Medical Care
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Now the patient is no longer present in the destination clinic and has returned to “Active” status in his clinic of origin.

= In external/non-TSS clinics: it is possible to create this kind of hospitalisation by selecting a non TSS clinic as
“Ward”. As it is not possible to see the destination clinic, it is assumed that all hospitalisations are accepted
automatically (except those created with a start date in the future). The clinic that created the hospitalisation
cannot cancel it (unless the start date is in the future) but can send the patient back to his original clinic by
clicking on the “Return to originating clinic” button in the clinic name section of the "Patient Transfers" menu

option.
Default Clinic
Patient transfers Export Excel
Draft transfers | Complete transfers
? Patient name Transfer reason Status | Start date End date | Hospital name TSS clinic | TSS clinic name | Transfer direction
Brennan, Nicholas Hospitalisation transfer Active 31 May 2015 00:00 Hospital Three Yes Default Clinic  Outgoing
Middleton , Mary  Temporary transfer Draft 24 Feb 2017 09:36 Ospital Five - Satellite Clinic  Yes Satellite Clinic  Outgoing
2 records found
Patient transfers e
Patient to transfer Brennan Nicholas Transfer reason Hospitalisation transfer
Start date 31 May 2019 00:00 End date
Centre type Hospital Destination hospital Hospital Three
Start clinic Defoult Clinic Transfer direction Outgoing
Status Active

If the end hospitalisation date has been entered, the "Date of return to the originating clinic" will be displayed in the

patient data summary bar.

Born 28/10/1962 (56y) Gender ¢y’ Cod. 399489 Status Transit - temporary/Hemodialysis Return to start clinic 08/06/2019 [ ]

Each time a hospitalisation is created, a task is automatically generated, which is associated with this type of event, only
if the authenticated user is enabled to receive notifications. To do this, the user must be selected among the
“Notification Users” or belong to a group selected among the “Notification Groups” in the “Configuration Parameters”
in the Master Data section under “Movement Notifications” (see section 4.1.1 of the Service Manual).
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The tasks generated by the "Hospitalisation" event will be visible to the user according to these rules:
= internal hospitalisation, task not generated;
= hospitalisation to TSS clinic, tasks generated for enabled users in the departure clinic and destination clinic;
= hospitalisation to non-TSS clinic, tasks generated for enabled users in the departure clinic;

If a clinic does not have users or user groups enabled to receive movement notifications, this type of event will never
generate the creation of a task for any user.

A patient who has an active/ ongoing hospitalisation will have an "H" symbol displayed in the top summary menu bar.
This symbol will be displayed from the day the hospitalisation starts until midnight of the day the hospitalisation ends.

In the case of hospitalisation, on the other hand, the presence or absence of the symbol will depend on the logic set in
the configuration parameters in the section “logical configuration of the selection of clinical cases (hospitalisations)”
(see section 4.1.1 of the Service Manual). If the hospitalisation does not consider an exact time for its closure, the symbol
will be displayed until midnight of the day the hospitalisation ends. If, however, the exact time for the closure of the
hospitalisation is set, the image will disappear as soon as the hospitalisation is "closed".

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up IE 1 @

9.2.6 PATIENT STATUS

Movements (changes in status or position) relating to patients can be entered in this section. Movements describe
changes in the patient's status; for example, entering and accepting a movement in a clinic other than the current one
will change the patient's status to “Not Active”.

This section is divided into two Tabs: “Patient status” and “Patient change status”

Patient status
Patient status | Patient change status

where essentially the second tab shows the structure and the logic described below and related to the “Patient
status” tab, relating only to status changes and there are no position changes, to permit a more immediate and
exclusive display of these records.

The dialysis statuses available are: Ambulatory, Hemodialysis, Hemodialysis ICU, Hemodialysis Acute, Peritoneal
Dialysis, Pre-Dialysis, Transplant follow-up, Lost contact, Treatment stopped, Deceased, Donor candidate and Donor.

New dialysis status  £3 ’ E‘

[

Ambulatory

New positional status Hemodialysis

Hemodialysis (ICU)
Hemodialysis (Acute)
Home Hemodialysis
Peritoneal dialysis
Pre-dialysis
Transplant follow-up
Lost in follow-up
Treatment stopped
Deceased

Donor candidate
Donor
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The mandatory fields during creation of a movement are Event Date, New Dialysis Status and Hospital.

Eventdate E3 ’ @1 New dialysis status  £3 ‘ ;v H
Hospital ‘ Hospital One - Defauit Clinic X ‘j ‘
Patient status type New positional status

Additional mandatory fields may appear depending on the value of these three fields (i.e. if the hospital selected is not
the current one, a “Transfer type” field appears and must be selected).

All movements accepted to another hospital/clinic compared to the local one, move the patient and modify his status
based on the type of transfer performed and the clinic to which he is moved. Even hospitalisation changes the status
of the patient.

Following are the various possible combinations for status changes for a patient after a movement:

Type of To Status in Patient group Status in destination clinic Patient group
movement the originating clinic in originating in destination
clinic clinic clinic
Temporary TSS Transit - Active Transit - Temporary / Active
Temporary “Originating clinic”
Temporary Non- Transit - Active - -
TSS Temporary
Holiday TSS Transit - Holiday Active Transit - Holiday / Active

“Originating clinic”

Holiday Non- Transit - Holiday Active - -
TSS
Final TSS Active - Inactive Active Active

“Destination

clinic”
Final Non- Not Active Inactive - -
TSS
Hospitalisation TSS Transit - Active Transit - Hospitalisation / Active
Hospitalisation “Originating clinic”
Hospitalisation Non- Not Active Inactive - -
TSS
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“Originating Clinic” is the name of the clinic the patient is leaving. “Destination Clinic” is the name of the clinic the
patient is transferred to. In the event of transfer to a Non-TSS clinic, the patient remains only visible in the “Originating
Clinic”.

A patient’s past movements can also be logged and movements can be scheduled for the future. If the “Deceased”
status is assigned to a patient, all the related treatment prescriptions and active drug prescriptions will be
deactivated/terminated, while the vascular access will be changed to the “Terminated” status. Movements after
death will be deleted. The date of death shown in the administrative data will be set automatically in order to reflect
the date of movement and vice-versa.

9.2.6.1 MOVEMENT TYPES

Movement types are split into three groups: Internal Transfer, Incoming and Outgoing.
Internal transfer

Internal transfers take place in the same hospital. These movements change the patient's dialysis status (Pre-Dialysis,
Hemodialysis, Peritoneal Dialysis, Transplant follow-up, etc.).

Patient status

Eventdate | 24/09/2019 00:00 e New dialysis status Hemodialysis [~]
Hospital 1 Hospital One - Defauit Clinic X :: ‘

Internal transfer - Modality change to
hemodialysis

Patient status type New positional status Active

Unigue ID

If the patient is in a "Not active" status, the internal transfer allows the patient to be reactivated.
Incoming

"Incoming" movements are all those movements that indicate the hospitalisation of the patient in the current
hospital, while the "New patient admission" movement is created through the "New patient" item. Other examples
are the “Transfer in from a TSS centre”, “Vacation return” and “Return from a temporary transfer”. These movements
can occur when the patient is not in the current hospital; this means that the patient previously had an "Outgoing"
movement. For an "Incoming" movement the user can add a comment to describe the event.

Patient status | s | ©
Event date 31/05/2019 00:00 B New dialysis status | Hemodialysis =]
Hospital }Hnsgym/gne - Defauit Clinic % [-]
Patient status type Incoming - Transfer In from a non-TSS unit New positional status Active

Comment on return

Unique ID
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Otherwise, an "Incoming" movement is generated automatically when the user in the destination clinic clicks the
“Return to clinic of origin” button in the clinic name section of the “Patient transfer” menu.

Outgoing

Outgoing movements are used to move patients to other clinics, either TSS or non-TSS. If a hospital other than the
current one is selected, the “Transfer Type” field appears. This field can be used to describe the type of transfer, e.g.
whether the transfer is for “Vacation”, “Definitive”, or “Temporary”.

82

Vacation: patient is not in the clinic for a limited period of time. Typically used for patients who are on holiday.
It is possible to specify the holiday “End date”. The movement is considered accepted as soon as it has been
executed. If the destination clinic is a non-TSS clinic, it is considered accepted automatically. At any time, even
if a holiday end date has been specified, both clinics can send the patient back to the clinic of origin at any
moment by clicking the “Return to clinic of origin” button in the clinic name section of the “Patient transfer”
menu item. Once an outgoing movement has been executed, therefore accepted automatically it can no longer

be cancelled.

Patient status
Event date
Hospital
Patient status type

Transfer type

[ 2410972019 0000 =]
}Osgiza:ﬁue - Satellite Clinic X E‘

Outgoing - Vacation to a TSS unit

‘Vacan’on [ :H

New dialysis status

New positional status

l Hemodialysis E”

Transit - vacation

Definitive: for patients permanently transferred to other hospitals. After a definitive transfer, all the patient's
data in TSS are switched to “Read-only” mode: all the data in the system are then available but cannot be
modified. The movement is considered accepted as soon as it has been executed. If the destination clinic is a

non-TSS clinic, it is considered accepted automatically.

Patient status
Event date
Hospital
Patient status type

Transfer type

@ Note

Fresenius Medical Care

[ 22/0972019 0000 =2z
| Hospitat Two =
Outgoing - Transfer to a non-TSS unit

[pennitve -]

New dialysis status

New positional status

‘ Hemodialysis B\

Not active

To add a new movement for a "Read-only Patient", the user must have
been assigned the rights to the "Enable patient status for read-only
patients" section in the clinic configuration parameters.
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=  Temporary: patients who are transferred to another hospital for a limited period of time. The movement is
considered accepted as soon as it has been executed. If the destination clinic is a non-TSS clinic, it is considered
accepted automatically. Even if an end date has been specified, both clinics can send the patient back to the
clinic of origin at any moment by clicking the “Return to clinic of origin” button in the clinic name section of the
“Patient transfer” menu item. Once an outgoing movement has been executed and automatically accepted, it
can no longer be cancelled.

Patient status | cancer |
Event date ‘ 24/09/2019 00:00 %i New dialysis status | Hemodialysis EI
Hospital [Osgital Five - Sateliite Clinic X [E”
Patient status type New positional status
Transfer type l ease select one ent E
Uniquelp |25 il
Definitive
Temporary

Vacation

During a temporary or holiday movement the patient is visible in both clinics. All activities carried out on the patient
during the period he is at the destination clinic will also be visible in the clinic of origin once the patient returns to the
clinic of origin.

Treatment stopped, Deceased and Lost contact are also considered to be outgoing movements. In the case of
“Treatment stopped” a new field, “Stopped by”, will appear.

Stopped by Patient E
Unigue ID EUSESCICIS DReE |
|Patient I

Physician

In the case of Deceased, the “Cause of death” can be entered. Neither field is mandatory.

Patient status m m
Bventdate | 24/09/2019 00:00 2] New dialysis status | Deceased -
Hospital | Hospital One - Defauit Clinic X E] !
Patient status type Outgoing - Deceased New positional status Not active
Cause of death | e of de E]!

Additionally, at the time of motion rescue, the user will be alerted to all the various sections that will be deactivated by
the patient.

1 waming: 100763

You are assigning the status "Deceased"” to this patient. All active information (Treatment prescription, scheduling, drugs and dialysis access) will be closed with the date you define in this patient status,
all organs in waiting list will be excluded and future movements deleted. Do you want to continue?

If a patient is set to dialysis status equal to "Lost contact" or "Hold on treatment", the user is advised that all medical
section sections such as prescriptions, pharmacological therapies, and active schedule plans will be deactivated; aware
of this, the user can decide whether to proceed.

1 Waming: 100762

You are going to de-activate the patient in this hospital, all active treatment prescriptions, scheduling and drugs will be closed with the date you define in this patient status. Do you want to continue?

If the request has been provided for among the configuration parameters (for more details, see section 4.1.1 of the
Service Manual) and when one of the dialysis statuses below is set: Hemodialysis, Hemodialysis ICU, Hemodialysis
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Acute, Peritoneal Dialysis, Pre-Dialysis, Outpatient Clinic, or Transplant follow-up and the patient has a waiting-list
with all organs excluded, the system asks the user whether he wishes to add organs to the waiting list:

Do you want to include patient in waiting list?

L ves ] Mo |

/

If the user presses the "Yes" button, he is prompted to select the organs for which the "Pre-Included" status will be set
on the waiting list by default (4).

Select organ

Pancreas

O

Patient Transfer Offline

Patients can also be transferred between clinics that do not belong to the same TSS installation. This type of transfer is
carried out by means of an import and export procedure known as "Patient Transfer Offline", described in detail in the
relevant section.

Relations with tasks

All temporary, holiday or permanent movements can generate tasks, as explained for hospitalisations (see section
1.2.5 in the User Manual and section 4.1.1 in the Service Manual).

If a user is enabled to receive notifications following a movement, task creation will follow the rules below:

internal hospitalisation, task not generated;

= temporary/holiday to TSS clinic, tasks generated for enabled users in the departure clinic and destination clinic;
= temporary/holiday to non-TSS clinic, tasks generated for enabled users in the departure clinic;

= final to TSS clinic, tasks generated for enabled users in the destination clinic;

= final to non-TSS clinic, tasks not generated.

9.2.6.2 SETTING THE END OF MOVEMENT DATE

When a temporary or holiday outgoing movement is saved, the program asks the user to enter the end of movement
date.

Transfer end date

Return date
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The end of transfer date is used to set the return movement to the departure clinic. This date must be later than the
transfer start date.

The user can avoid entering the date in the field shown in the previous screenshots by simply clicking the “OK” button;
in this case, the return movement will not be created. The "Cancel" button can be clicked to return to the outgoing
movement creation phase.

If the end transfer date has been entered, the "Date of return to the originating clinic" will be displayed in the patient
data summary bar.

Born 28/10/1962 (56y) Gender ¢y’ Cod. 399489 Status Transit - temporary/Hemodialysis Return to start clinic 08/06/2019 [ ]

During the transfer period, the patient will be "Not Active" and not "treatable". At the end of this period, set by the
user, the patient will be active and treatable again.

Relation to Hospitalisation movements

The hospitalisation start and end dates will correspond to two equivalent incoming and outgoing movements. As
already explained, the patient will be "Not Active" and not "treatable" throughout the transfer period (unless the user
ticks the "Patient remains treatable" field).

Hospitalisations m
Start date of hospitalisation | 24/09/2019 00:00 % End date of hospitalisation I 26/09/2019 00:00 %I
Days 2 Hospital [ Hospital Two X Eﬂ
Hospital department | B| Patient remains treatable O
Hospitalisation
Reason Comment
+
Hospital system external Id Attachment
=

@ Note
The creation of the transfer end movement depends on whether or

not the user enters the end of hospitalisation date, which is not a
mandatory field.
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When a new hospitalisation is created, it will be checked to make sure it does not overlap with other movements

created previously. If that happens, an error message will be displayed indicating this overlap.

| v | Moore, Eleanor [39841] + |

' Moore , Eleanor BSorn 03/04/1938 (81y) GenderQ Cod. 39841 Status Active/Hemodialysis ‘C] ‘ B ‘

| Hospitalisations RS Export Excel m;
& start ate of hospitalisation | End date of hospitalisation | Hospital name I
’ No data ‘
~
| Hospitalisations m :]
‘ Start date of hospitalisation [}[ 30/05/2019 10:46 ] €nd date of hospitalisation | aa/mm/yyyy hhim =
Days 3 Hospital | Hospita E}|
Hospital department | -]
‘REESOH ‘ Comment | ‘
e P

Hospital system external Id I

Attachment
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The same check is also made when a Return to the clinic of origin is performed. In fact in that case, the return
movement could create an overlap with an already existing hospitalisations (typically where an end is planned in the
future).

Satellite Clinic

Patient transfers ___“__ m m

Draft transfers H Complete transfers

? i Patient name Transfer reason Status | Start date End date | Hospital name TSS clinic | TSS clinic name | Transfer direction
Hartley , Sarah Temporary transfer Active 25 Jun 2019 12:59 Ospital Five - Satellite Clinic  Yes Satellite Clinic  Incoming
Middleton , Mary Temporary transfer Draft 24 Feb 2017 09:36 Ospital Five - Satellite Clinic  Yes Satellite Clinic  Incoming

2 records found

N
(S

"Return to start clinic" not possible because there is an hospitalisation still open

o
patint rnstrs B oo o | e [ >)

Patient name Hartley, Sarah Transfer reason Temporary transfer
Start date 25Jun 2019 12:59 End date
Centre type TSS Centre Destination clinic Sateliite Clinic
Start clinic Defoult Clinic Transfer direction Incoming
Status Active
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9.2.6.3 DELETING A MOVEMENT

A movement can be deleted by modifying it and clicking the "Delete" button.

Patient status [:] o
Event date 28 Nov 2017 00:00 New dialysis status Hemodialysis
Hospital Ospitai Five - Satellite Clinic
Patient status type Outgoing - Temporary transfer to a TSS unit New positional status Transit - temporary
Transfer type Temporary

All movements created with an earlier or equal start date when saved, will be automatically accepted and therefore
cannot be deleted.

Warning
Risk for the patient as a result of incorrect patient data being shown

Deleting a movement only affects the patient's status and the relative
scheduling when the movement deleted is the latest one. In this case, the
patient's position and dialysis status, and the relative scheduling, will be
defined by the penultimate movement, which will become the last one.

@ Note
Movements which originate from a hospitalisation cannot be deleted unless

the relative hospitalisation is also deleted.

9.2.6.4 FATHER/SON REFERENCE CLINIC

It is possible that multiple TSS clinics are related by a father/son relationship.

In this case, all patients active in the “son” clinic are visible also in the list of active patients at the father clinic. All of
the pharmaceutical prescriptions, laboratory test scheduling, and medical orders that involve the patients of the “son”
clinic are not visible from the “father” clinic. Also, it is not possible to add new elements in the aforementioned

sections.

Patients active in the “father” clinic are not visible in the “son” clinic.

9.2.6.5 PATIENT STATUS CHANGE TAB

This tab has the same structure as the previous tab with one substantial difference in its applied logic. Differently from

the Patient Status tab, the Patient Status Change tab shows the list of events, only changes in dialysis status, excluding
the movements made by the Patient.
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Because of this new section it is possible to more immediately concentrate exclusively on dialysis status changes
without having to scroll through a list of records also including possible multiple position changes made by the patient.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender(y' Cod. 39807 Status Active/Hemodialysis [ 1] E

Patient status m m

Patient status | Patient change status

? Event date Patient status type New dialysis status New positional status Description of patient status Planned
12 Apr 2010 00:00 Incoming - New patient admission Hemodialysis Active No
1 record found
patient tatus EREE
Event date 12 Apr 2010 00:00 New dialysis status Hemodialysis

Hospital Hospital One - Default Clinic
Patient status type Incoming - New patient admission New positional status Active

Unigue ID 4

9.2.7 MEDICAL PRESCRIPTION

This section enables the user to create and print medical prescriptions for a patient.

It is possible to create prescriptions for drugs, laboratory tests, specialist examinations and diagnostic tests. In this
section it is also possible to print out NHS prescription forms, one or more per section depending on the rules applied
for each one.

9.2.7.1 CREATING A MEDICAL PRESCRIPTION

A new medical prescription can be created by clicking the m button.

A form will appear with the date and automatic information filled-in by the system. The working diagnosis of the
prescription can be specified in the related field. This field will be displayed on prescriptions for diagnostic tests and
specialist examinations.

9.2.7.2 LABORATORY TESTS SECTION

In the laboratory tests section, it is possible to create a medical prescription for one or more laboratory tests by

clicking the El button.

Lab exams selection

Exemption EJ

Lab exam
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After the button has been clicked the system shows a pop-up, called Exam Picker, where the various categories of
laboratory tests are shown. The user can click the checkbox to select/deselect the related laboratory tests. The
checkbox can also be used to select / deselect all the tests belonging to a specific group. After making the selection,
the user clicks the OK button at the bottom of the pop-up to confirm. The + button can be used to add exemptions to
the prescription for the laboratory tests.

The laboratory tests can generate one or more prescriptions, depending on how many are selected in the “Exam
Picker”.

Show only items with medical l OYes @No

Description O‘

service

By category || By profile
Electrolyte and water balance

[Jan
[] Anion gap [ cnioride
[] Potassium ["]Sodium

Haematology

Jaun

[] Haemoglobin [] Mean cell hemoglobin content {(MCH)
["] Reticulocytes

Virology

CJan

["] Anti-HBs IU/L E’ Hbs Ag

[] HCV status (RT_PCR) [C] Hiv2 status

9.2.7.3 DRUG SECTION

In the drug section the system loads all drugs prescribed to the patient as part of his home pharmacological therapy.
To print a drug prescription the user must specify the quantity in the relative field. Once the drug quantity is filled out
the system calculates and displays the prescription text field. This is the text that will be displayed on the medical
prescription. It can be modified before the medical prescription is saved and printed. It is also possible to select a
maximum of two exemptions related to the patient.

After the information has been entered, a prescription is generated for each of the drugs for which a quantity other
than 0 has been specified (the example prescription shown in section 2.7.7 the print-out of a prescription for one of
the drugs selected in the next screenshot).

Drug selection

CEapEon ‘ 2 Exemption E‘
Prescribed drugs
Drug Quantity Text for prescription
Fascox {12 mg Effervescent Tablets) [ 1 EH lFascox {12 mg Effervescent Tablets) - pz. 1 /12 - 0 - 32 - 0 mg Mo, We, Th, Sa, Su
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9.2.7.4 DIAGNOSTIC TESTS AND SPECIALIST EXAMINATION SECTION

The diagnostic test and specialist examination section lists all diagnostic tests/specialist examinations which are in
‘pending’ status on the system. Click the checkbox to select/deselect the relative specialist examination. After a
specialist examination has been selected the system calculates and displays the prescription text field. This is the text
that will be displayed on the medical prescription. It can be modified before it is saved and printed. It is also possible
to select the exemption related to the patient.

Diagnostic test selection

Exemption [-ﬂ
Pending diagnostic tests
Diagnostic tests Selected Text for prescription
LCardiovascufar system 24 hours blood pressure Holter X D‘ Cardiovascular system 24 hours blood pressure Holter

+

Specialist examination selection

Exemption E

Pending specialist examinations

Specialist examination Selected Text for prescription
Allerqology x [ ¥ ‘ Allergology
+

9.2.7.5 TEXT PRINTOUT

In this section the user can write free text that will be replicated on the medical prescription: again, it is possible to
specify one or more exemptions related to the patient as well as the quantity to be associated with the prescription.

Prescription text

Exemption [+ Service quantity ‘ [~]

| example text -]

Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21 91


../IMG/17_005.jpg
../IMG/17_006.jpg
../IMG/patients_041.JPG

Chapter 9: Patients

9.2.7.6 MEDICAL PRESCRIPTION PRINTOUT

After the form has been filled out and saved, the related medical prescription can be printed by clicking the

m button.

The current printing process is governed by country-specific regulations. TSS supports different rule sets and print
layouts according to the configuration applied during TSS setup.

Example of printed version of prescription (ltalian layout) comprising:
= Information recovered from the patient (1, 3, 4 and 6)
=  Exemptions specified for the patient (2)
= Description of the tests prescribed (5)
= User who printed the prescription and printing date (7, 8)
= Dialysis clinic details (9)

=  Family doctor (10)

Medical Company GKK BKK Andere Kostentriger | Emwemsusy serwonl | <regsw
A us Bilsberey)
1
| |2
Uberweisung O eefund O Therapievorschlag O Behandlung
Diese Uberweisung ist ein Monat, vom Ausstellungsdatum an gerechnet, giiltig: Uberweisung an ] Vertragsfacharzt
sie dientzur Verrechnung der 3rztlichen Leistung. Ol praktischen Vertragsfacharzt
O ambulanz
Familienname(n) Vorname(n) Versicherungsnr: N
Patent 3 Uberweisung an Diag: ‘Fr lung, Vor de Bisherige Therapie
atient 3
I Aitken David 654321 Gastrointestinal system Computed tomography 5
(Cardiosurgery
exampleted

Anschrit
I84 Hull Road PA12CF PAISLEY I 4

Versicherter (hrausautie werm atertein Angshdegers)

Tag Mo lar

Beschaftigt bei {Dienstgeber, Dienstort
rchitects, engineers and refated professionals l

oy

CH/VA Befirwortung tempal b ptgebuhrantafraung Hausarzt] Love 385250523 |
Idemotser 7 | - 10
4 Vom behandelnden /befundenden Arzt auszufiillen: o
Diagnesz
Default Clinic
Test Street, 23- 16039 Test Town
8 Default Clinic
I 23/03,’2016 I Dazom Lrnamcre® © Sl Sas Cosmeisenden A Sagrn SerSerandiong @y Setmdag Swmgel rdlnencre S Ams
Note

This is an example of an Austrian prescription. The "medical
prescription" printout is not available until the correct prescription has
been installed. Please refer to the Service Manual for the relative
configuration instructions.
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9.2.8 PATIENT AGENDA

This section can be used to display a monthly agenda for the various patient activities that must be performed, or
have been performed, at the clinic.

In addition to the display, like in the Clinic Scheduler, the elements displayed in the agenda can be moved or deleted
(link in the treatment scheduler).

Specifically, it is possible to see as separate events:
e Hospitalisation periods
e The transfer periods are temporary/holiday
e Treatments administered and their future scheduling:
o Pharmacological prescriptions
o Medical orders
o Laboratory tests
e  Clinic Visits
e  Specialist examination
e Diagnostic tests
e Vaccinations
e  Patient history

e  Euro-transplant data
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‘ = \‘Anthambert, David [39807] X ‘ Clinic Home Page CP
Aitken Lambert, David 5orn 15/08/1352 (67)) Gender S Cod. 39807 Stotus Actve/Hemodiaiysis (] &) |

Patient agenda . BE=E 00
T 5i 2
Septem ber Filter for Shift:l E| | Advanced filters | s dE
Outpatient clinic visit
Monday Tuesday Wednesday Thursday Friday Saturday ‘ Vactnation
Patient medical history
vl
02 03 04 05 06 07 08
09 10 1 12 13 14 15
16 17 18 19 20 21 22
23 24 125 | 28 29
' Programmedvisit s | Programmedvisit Qs Room1-Bed.. &’ || Room1-Bed.. ¢’ &
; Room1-Bed.. &) | Programmedvisit Vp |  Allergology £ \ | Room1-Bed. QB
Room 1 - Bed... é[% [ Room1-Bed... 0[% |
| Room1-Bed. @B | Roomi-Bed. @[ | Roomi-Bed. @B | Room1-Bed. &P[B) | Roomi-Bed. [ | Roomi-Bed. & | Roomi-Bed. @ &
Voasy 7 fent is hospitali i
y Planned Patient is hospitalised Vacation/T: v &) real B & o
Treatment Outpatient clinic visit Specialist tests
. Laboratory exam Vaccinations - Patient medical history Eurotransplant data
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The image that represents the actual treatment (HD or PD) will overwrite its schedule (HD or PD) once the treatment
has been created. There is a difference to be highlighted between patients with HD and PD scheduling: in the case of
PD treatments, no pharmacological prescriptions, medical orders and laboratory tests will be associated with the
relevant calendar day; only the laboratory tests, if they have been scheduled (only a precise date can be specified as a
scheduling rule for PD patients), will be visible but independent of the treatment.

Saunders , Benjamin Born 20/09/1957 (62y) Gender ' Cod. 72362 Status Active/Peritoneal dialysis (| @

Patient agenda m eo
Se ptembel" Filter for Shiﬂ:[ Ei [ Advanced filters \
’ 24/09/2019 %i Filter for Room:‘ (EI Filter for Resource: @
Monday Tuesday Wednesday | Thursday Friday Saturday | Sunday
01
INCR INCR INCR INCR INCR
02 03 04 05 06 07 08
INCR INCR INCR INCR INCR
09 10 11 12 13 14 15
INCR INCR INCR INCR INCR
16 17 18 19 20 21 22
INCR Dermatology i INCR Cardiovascul... E Influenza & Anamnesis 1
INCR INCR INCR
A |
23 24 25 26 27 28 29
INCR INCR INCR INCR INCR
&
30
INCR INCR ¥ namnesis1 ] INCR Programmed visit o
INCR INCR
b | 4 S S ;
Today Planned Patient is hospitalised Vacation/Temporary movement @ Real treatment % Messages p Drug
@ Treatment Q, Qutpatient clinic visit _:i Specialist examination G Diagnostic tests
R Laboratory exam b\ Vaccinations @ Patient medical history EE Eurotransplant data

This is the representation the agenda of a patient who has only one type of treatment scheduling (HD or PD). In fact, it
is also possible that a patient, regardless of dialysis status, has a schedule for both hemodialysis treatments and
peritoneal dialysis treatments. In this case, the agenda will show both types of planning: the HD scheduling will show
the reference shift and the resource to be used as a description, while the PD scheduling will show the treatment
mode.
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Moreover, on the same day, it is also possible to see the display of several treatments administered regardless of the
type (HD or PD), one (or more) actual treatment(s) of one type and the scheduled treatment of the other. The rule for
displaying laboratory tests, i.e. whether they are linked to a treatment or displayed individually, will be dictated by the
type of treatment planned for that day. At this point we are faced with two types of scenarios: 1) an HD patient, who
also has PD schedule plans, will always have the laboratory tests linked as per schedule to an HD treatment; 2) a PD
patient, who also has HD schedule plans, will be able to schedule the tests with only the "Specific dates" rule and
these will be linked to an HD treatment, if present, otherwise displayed individually in the patient's schedule.

/A Aitken Lambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis @

Patient agenda m oo

Se pte m be e Filter for Shift: ’ E] ’ Advanced filters ‘
! 24/09/2019 @| Filter for Room: Ej Filter for Resource: @
Monday | Tuesday | Wednesday Thursday | Friday | Saturday | Sunday
01
02 03 04 05 06 07 08
09 10 11 12 13 14 15
16 17 18 19 20 21 22
h |
23 24 25 26 27 28 29
Programmed visit Yo | Programmedvisit Y Allergology 4 | Roomi-Bed.. @B | Room1-Bed.. &’ Room1-Bed.. ¢’ &
Room1-Bed.. 3| Room1-Bed.. &’ | Room1-Bed.. &[D) CAPD
Room1-B.. &3¢’ CAPD
30
Room1-Bed.. @’[D) | Room1-Bed. @[Z) | Room1-Bed.. &’[D) | Room1-Bed.. & ()| Room1i-Bed.. @[ | Room1-Bed.. &  |Room1-Bed. ¢’ &
CAPD CAPD CAPD
N | 4 S o :
oday Planned Patient is hospitalised Vacation/Temporary movement @ Real treatment I% Messages ‘) Drug
5 Treatment Q; Outpatient clinic visit _:ﬁ Specialist examination G Diagnostic tests
K Laboratory exam A\ Vaccinations @ Patient medical history EE Eurotransplant data
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9.3 HD

9.3.1 VASCULAR ACCESS

The user can record the patient’s vascular access history in this section. To modify an existing vascular access, simply
select it from the view and press the Edit button. To create a new one simply click the New button.

/A Aitken Lambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis [ 2] @

Vasclar acces T T

All || Active || Not active || List of events

? Creation date Vascular access type Anatomical position Status Closure date Date of first use
01Jan 1999 Fistula Upper arm brachial medial - Left Functioning 01Jan 1999

This section is divided into two parts: the “Basic data” and the “Follow up”. The basic data list general data about the
vascular access, for example when it was created, status, date of first use, etc. The follow-up section records the
events and actions related to the vascular access's history.

The most important fields are explained below.

Type and position With this custom list it is possible to access the vascular access position editor. After selection of
the Access type from a drop-down list (fistula in the example below), the system shows the list of anatomical positions

available for that kind of vascular access. Using the mouse to move the cursor over the D symbol will show an
image of a human body with the selected anatomical position highlighted.

Type and position X
A:cessrwe‘ﬂsm\a ]T‘
# Anatomical position Image

Show Details|  Other O
Show Details|  Upper arm brachial medial - eft ]
Show Details|  Upper arm brachial medial - Right [ ]

3 records found

Type and position X
Access type | Fistula [~]
5 Anatomical position Image
Show Details|  Other O
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Anatomical schema This is a special field where images and text can be used to provide a clearer description of the

vascular access. Click the icon to open a preset selection of body images. Then double click one of them to store
the image in the Anatomical Schema field. The user can now draw on the image and write notes by pressing the pencil
button and working with the graphic tools that appear.

Image selector

Status Functioning

Anatomical Schema

Created by (first surgeon) and Created by (second surgeon) These fields allow up to two surgeons to be chosen who
have performed operations regarding this vascular access.

Anaesthesia This multi-value field that records the log of the anaesthesia administered on the patient relative to this
vascular access, permitting the specification of the date on which it was administered, the medicine used, and the

dose.
Anaesthesia . )
| Date Medicinal product Dosage )
| 24/09/2019 @l |Adigna[ - 10pieces 120mi vials X IE ’ [10 m‘ I
[+ '

Recirculation/Max Flow A multi-value field where different access recirculation and access maximum flow
measurements can be recorded for a specific date.

Recirculation / Max Flow
Recirculation Maximum flow
% mi/min

| [09/02/2011 00:00 @l ' |i | ' |12
L+

| Date
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Event log A multi-value field where actions relating to the Vascular Access (creation, incidents, or termination) can be
registered. The first event is generated automatically when a vascular access is created.

Event history
Date

Type

Status

Hospitalisation

Anatomical position {photo)

Note

14/04/2011 0000 [FH]|

Event

l Functioning

] |

B |

]
Renal function recovery B

+

Status This field is read-only. It is filled-in by actions that define the active/not active status of the Vascular Access.

Status

Functioning

Date of first use This field is empty initially and indicates the time at which the vascular access was used for the first

time.

Termination date This field is read-only and cannot be seen during creation. This is filled-in automatically when an

event that causes the closure of the vascular access is created.

WUy

4

Fresenius Medical Care

A

J

Tip

The user can set the status of a vascular access as “Terminated” or “Not functioning”.
In this case, if the vascular access is associated with a prescription, Therapy Support
Suite Business Logic tries to update the “Vascular access selection” link

automatically.

If the patient already has only one active vascular access, the prescription is updated
with selection of that vascular access; otherwise it has to be completed manually by

the user.

In both cases, an information message appears stating when the vascular access is
changed to "Terminated" or “Not functioning” status.

Basic data

Creation date 09/06/2010 00:00 e Typeand position | Fistula =
=S x [
Uoper arm brochiol mediol - Left
Created by (first surgeon) = Created by (second surgeon) | [~
Staws  Funcrioning Dateoffistuse | 14/04/2011 00:00 2]
Anaesthesia
Date Medicinal product Dosage
o
Follow up
Recirculation / Max Flow
Recirculation Maximum flow
Date
mi/min
0902120110000 P [2 | [
T+
Event history
Date Type Statws Hospitalisation ‘Anatomical position (photo) | Note
14/0472011 0000 [ [event [+] [runcrioning ] | [~ |
[Ren function recovery &)
a5
Comment
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9.3.2 TREATMENT PRESCRIPTION

HD Prescriptions related to a specific patient are recorded in this section. There is a logging system which allows the
user to keep a record of every change made to the prescription throughout its lifetime. Only the last version of a
prescription is editable. The older ones are read-only but can be copied into a brand new prescription. When a
modification is made, if the current version of the prescription is linked to at least one treatment, a new version is
created. This means that a record is kept of the prescriptions relating to all the treatments performed. There will be a
male bust icon next to the HD Prescription label, clicking on it the date of the last change and who made it will be

displayed.

A\ AitkenLambert, David 8o 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis [2] [¥)

Treatment prescription

ENETIES

Cre Last update date 02 Nov 2017 14:38 Prescription name Test1
Prescrit Modified by demouser
General data | Consumables || Anticoagulant agent | Dialysis device settings | Comments
General information
Leading prescription Yes Prescription enabled Enabled
Valid from 20Jan 2016 Valid to
Prescription version 1 Unigue ID 49
Basic information
Treatment type 2 Cronic Treatment category 1 HD - High Flux
Treatment duration 04:00 Treatment frequency
Fluid intake Estimated tara weight
Dry body weight 65.2 Kg Vascular access selection Fistula Upper arm brachial mediai - Lej
Last available BCM measurement Last available normohydration weight
(date) (BCM)
Long term target weight Target TAFO (Time Averaged Fluid
Overload)
Device preparation duration Device cleaning duration
Allergy list
? Date Allergy type Allergy type specification Details
2010 Active ingredient (Nunpan)
2009 Food Milk

2 records found

©e
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When a prescription already used for a treatment is switched to edit mode, a message appears warning that the

prescriptions data linked to the treatments will not be changed.

/A Aitken Lambert, David B8orn 15/08/1952 (67y) Gendery' Cod. 39807 Status Active/Hemodialysis [ 1] @

Treatment prescription

u Treatment in progress - Please note that any changes/addition in this section won't be applied to treatment in progress

e [ oo | e

Creation date 20Jan 2016 11:30 Prescription name Test1
Prescribing doctor po
General data || Consumables || Anticoagulant agent || Dialysis device settings | Comments
General information
Leading prescription Yes Prescription enabled Enabled
Valid from 20Jan 2016 Valid to
Prescription version 1 Unigue ID 43
Basic information
Treatment type 2 Cronic Treatment category 1 HD - High Flux
Treatment duration 04:00 Treatment frequency
Fluid intake Estimated tara weight
Dry body weight 65.2 Kg Vascular access selection Fistula Upper arm brachicl mediai - Lej
Last available BCM measurement Last available normohydration weight
(date) (BCM)
Long term target weight Target TAFO (Time Averaged Fluid
Overload)
Device preparation duration Device cleaning duration
Allergy list
? Date Allergy type Allergy type specification Details
2010 Active ingredient (Nunpan)
2009 Food Milk

2 records found

Therapy Support Suite is able to send data to the Fresenius Medical Care software product Therapy Monitor. Therapy
Monitor uses these data to provide pre-settings according to the patient’s dialysis prescription to defined dialysis
machines (4008, 5008 and 6008). When the main prescription reaches its “valid until” date, if the patient only has two
prescriptions, the second prescription automatically becomes the leading prescription. If there are several non-leading
prescriptions, the most recently created prescription becomes the new leading prescription.
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When the leading prescription is cancelled, if the patient only has two prescriptions, the second prescription
automatically becomes the leading prescription. If there are several non-leading prescriptions, a pop-up appears
informing the user that another prescription has become the leading prescription.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender Cod. 39807 Status Active/Hemodialysis = |Q

Treatment prescription m m

Active prescriptions || Disabled || Full list

(V) Default Prescription (Enabled) 25

Prescription version | Leading prescription | Creation date Valid to Prescription comment | Modified by
24 No 14 Sep 2011 12:03 demouser
23 No 02Nov201007:41  14Sep 2011
22 No 210ct201011:03

21 No 02 Oct 2010 11:26

20 No 020ct 201011:25

19 No 020ct 2010 11:22

18 No 28 Sep 2010 08:09

17 No 24 Sep 2010 18:36

16 No 18 Sep 2010 15:15

15 No 06 Sep 2010 15:55

14 No 24 Aug 2010 09:37

13 No 23 Aug 2010 10:37

12 No 21 Aug 201009:41

11 No 17 Aug 2010 12:05

10 No 12 Aug 201012:35

S No 31Jul 2010 08:27

8 No 17 Jul 2010 07:32

7 No 06Jul 201011:53

6 No 06 Jul 2010 08:16

5 No 05Jul 201011:11

4 No 30Jun 2010 07:52

3 No 22Jun 2010 13:04

2 No 20 May 2010 07:58

1 No 06 May 2010 09:59

0 No 14 Apr 2010 09:51

> Testl(Enabled) 2
> 6008 (Enabled) 1
> 4008 (Enabled) 1

> Prescription AK 200 (Enabled) 1

30 records found

The treatment prescription form window consists of five tabs.

’ General data | Consumables | Anticoagulant agent | Dialysis device settings | Comments |
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The main prescription data (duration, category, and dry body weight) can be entered in this section.

Leading prescription: This field identifies a specific prescription as the leading one. Therefore, when a treatment is
created manually, and no scheduling is planned for that day, it is based on the leading prescription. If a patient has
more than one prescription, only one can be leading.

Vascular access selection: This custom list shows all the vascular accesses in use for the patient. The user can select

the one to be used for HD treatments based on this prescription.

Allergy list: This is a read-only list that shows all allergies recorded for the patient.

/A Aitken Lambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis [ 2] @

Treatment prescription
Creation date

Prescribing doctor

General data | Consumables
General information
Leading prescription

Valid from
Prescription version
Basic information
Treatment type
Treatment duration

Fluid intake

Dry body weight

Last available BCM measurement
(date)

Long term target weight

Device preparation duration

Allergy list
%P Date
2010
2009
2 records found

20Jan 2016 11:30

2o

Anticoagulant agent

Yes
20Jan 2016

1

2 Cronic

04:00

65.2 Kg

Allergy type
Active ingredient

Food

| e ] coyeo | pome | (>]=)

Prescription name Testl

Dialysis device settings

Comments

Prescription enabled
Valid to

Unigue ID

Treatment category
Treatment frequency
Estimated tara weight

Vascular access selection

Last available normohydration weight
(BCM)

Target TAFO (Time Averaged Fluid
Overload)

Device cleaning duration

Allergy type specification Details
(Nunpan)
Milk

Enabled

1 HD - High Flux

Fistula Upper arm brachiol mediai - Left

|

Fresenius Medical Care

Therapy Support Suite — Software version 1.9 — Revision 2/05.21 103


../IMG/7_027.jpg

Chapter 9: Patients

9.3.2.2 CONSUMABLES

In this tab the user can enter consumables that will be used during dialysis (filter, concentrates, saline solution,
needles, etc.).

¥ Open patient list

| ~ || Aitken Lambert, David [39807) | +

a

Basic data

HD

Patient summary
Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda

Vascular access

T ot
Checklist

Treatment schedule plan
Pharmacological prescription
Messages

Treatments

HD survey

Laboratories

Laboratory test
Laboratory data
Laboratory test schedule

Medical Data

PD

Clinical diary

Allergies

Vaccinations

Family medical history
Germ situation
Transfusion list
Comorbidity
Specialist examination
Diagnostic test
Self-sufficency
Outpatient clinic visit
Patient medical history
Amputations

PD access

PD prescription

PD treatment scheduler
Review

Home visit

PD treatments

Peritonitis

Tunnel exit site

Adequacy and nutrition
Peritoneal equilibration test

PD labs

Treatment prescription

@ Aitken Lambert, David Born 15/08/1952 (68y) Genderc" Cod. 39807 Status Active/Hemodialysis @jh ‘

|
EECOEEE 000

Creation date 06 Oct

Prescribing doctor oo

General data || C || B anticon

2011 09:06 Prescription name 4008
agent ” Dialysis device settings H Comments
Dialyser X 1000 Blood line AV-Set FMC (FA 204 C/FV 204 E) BVM
Basic Buffer bibag Solution
Acid concentrate AC-F313/2
Additional [ [

Needles
Neadle | category

DIALYSEKANUELE ART. 17GA 1,5X15MM A711G 1STSTCK. A

DIALYSEKANUELE VEN, 15G 1,8X15SMM V511G v
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9.3.2.3 ANTICOAGULANT AGENT

This tab is divided into two sections: manual and auto anticoagulant administration.

General data | Consumables | B Anticoagulant agent | Dialysis device settings | Comments
Manual Auto
Medicinal product | Tizeb - SOpieces 1mg Toblets Medicinal product Adipnof - 10pieces 120ml vigls
o SOpieces 1mg Toblets 10pieces 120ml viais
Administration route Intramusculor Administration route Intramuscuiar
Dilution factor 250 1U/mi Dilution factor 250 1U/ml
Bolus 1000 U Bolus 4000 U
Bolus in mi 4.00 ml Bolus in ml 16.0 mi
Additional boluses Rate 750.00 1U/h
Use additional bolus Rate inmi/h 3.0 mi/h
Stop time before end of session 0 min
A Tot. gquantity and priming 28125 WU
Total manual 1000.00 U Total auto 68125 IU
Total 781250 WU

If the anticoagulant will be administered manually by the nurse, enter the relative information in the Manual section.
If the Manual anticoagulant section is filled in, the information will only be visible in Therapy Monitor and on the dXp
panel of the dialysis device; the system will not influence the download of the device parameters.

The Auto section must be filled-in to set device's anticoagulant section with the prescription parameters. Therefore, as
a general rule, the fields related to the automatic administration of anticoagulant agent during treatment are entered
in the “Anticoagulant agent” tab: the “Anticoagulant settings” section of the “Dialysis device settings” tab is then
updated automatically by the system.

However, there are some exceptions related to specific cases where the values of the anticoagulant agent can be
modified directly in the “Dialysis device settings” tab:
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The “Heparin pump enabled” field can only be set as “Yes” if the field “Total” in ml/h related to the “Maintenance
dose” in the “Anticoagulant agent” tab (automatic section) contains a value. Conversely, the pump cannot be
deactivated if a value has been entered for the maintenance dose.

Anticoagulation settings
Heparin pump enabled 8 I No E]I Heparin bolus enabled Yes E]I
Anticoagulation drug Adipnof - 10pieces 120mi vials Bolus 16.0 ml
10pieces 120mi viols
Heparin rate 7.0 mi/h Stop time before end of session 30 min

The “Heparin bolus enabled” field can only be set as “Yes” if the “Total” in ml/h field related to the “Bolus” in the
“Anticoagulant agent” tab (automatic section) contains a value. If the “Heparin bolus activated” field is deactivated,
the “Bolus” field of the “Anticoagulant settings” section becomes editable as long as a value has not been inserted for
the bolus in the “Anticoagulant agent” tab. In this manner, it is possible to specify a bolus value to be sent to the
dialysis device, overriding the value specified in the “Anticoagulant agent” tab.

Anticoagulation settings
Heparin pump enabled No E” Heparin bolus enabled 3 Ino E]
Anticoagulation drug Adipnof - 10pieces 120mi vials Bolus | 16.0 m
10pieces 120mi vials I The bolus value has to be applied on demand [1
Heparin rate Stop time before end of session

The modifications made directly in the “Anticoagulant settings” section of the “Dialysis device settings” tab are
overwritten every time the Auto section of the “Anticoagulant agent” tab is modified. When the data are saved, the
user is alerted to these changes by a message specifying the fields that have been modified, and confirmation to
proceed to save will be requested.

I Waming: 170012

Modifications to "Anticoagulation” tab caused automatic changes to the following prompt(s) in the "Dialysis device settings" tab: "Heparin pump enabled”. Do you want to proceed with save?

The dilution factor field is mandatory in TSS. However, if this field is removed in the TMon treatment, a warning message
will be displayed.
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9.3.2.4 DIALYSIS DEVICE SETTINGS

This tab shows all the dialysis device settings. Different settings will be shown depending on the dialysis device type
(5008, 4008, 6008, AK200, ARTIS). Some fields come directly from other sections (treatment duration, consumables,
anticoagulant). The rest of the fields must be filled in according to the clinical set-up of the device, applying the

following rules:

= For the dialysis prescription to be saved, the mandatory parameters must be filled in because the dialysis
treatment cannot be started without them

= In the “Dialysis device” section some fields accept values within a specific range; if a value is entered which is
not within this range, an error message appears;

= Some parameters only accept values within a specified step: if an invalid value is inserted, the system will
automatically round it up to the step required, and a message appears on the interface to notify the user. For
example, if the step for a parameter is “10” and value of “109” is entered, it will be rounded up to “110”.

Middleton , Mary Born 09/01/1935 (84y) GenderQ Cod. 63416 Status Active/Hemodialysis [ | Q

Treatment prescription m m e

Creation date 30Jun 2016 15:42 Prescription name ‘Defau!t Prescription |

Prescribing doctor [ D‘

General data | Consumables || B Anticoagulant agent || Ell Dialysis device settings | Comments

Dialysis device type [D 5008 X Dl Available modules BVM; OCM; BPM; BTM; Single-Needle;

Mixed;
B Dialysis device || Additional modules || BPM
General settings
Device treatment method ‘ HD \?” Treatment duration 240 min
UF settings
Max. UFrate Imﬂ | mi/h (100 - 4000)
Ur| D Value 109 il be rounged 1o 110 (1008291 ] UFprofilenumber [ No profile [~
UF time 240 min UF spare time ‘D ‘ min (0 - 1440)
1SO-UF settings

150-UF ‘ No Hl Max ISO-UF rate ‘ mi/h (10 - 4000)

Dialysate settings

Autoflow On/Off ‘ off E”
Dialysate flow \ 300 E] Dialysate temperature (365 °C (34-39)
Concentrate  ACF313/1 PrescribedNa  |140 mmol/i (125 - 155)

Bicarbonate bibog 5008

Na bicarbonate }34 mmol/I (0 - 40} Total buffer administration 37.00 mmol/I
Acid concentrate K+ 3.00 mmol/I
Na profile number } No profile To— L”
Blood settings
Blood flow rate [300 il ml/min (0 - 600)
Dialyzer EX 100 clossix
HDF/HF settings
Haematocrit 26 % (09/11/2010) Total protein 7.0 g/dl (22/06/2010)
Anticoagulation settings
Heparin pump enabled Yes E‘ Heparin bolus enabled Yes E
Antic ion drug Adipnof - 10pieces 120mi vials Bolus 16.0 ml

10pieces 120mi vials

Heparin rate 7.0 mi/n Stop time before end of session 30 min

Some settings will be visible or not depending on the “Dialysis device type” selected and consequently the modules

on it.

Dialysis device type {D 5008 X EH Available modules BVM; OCM; BPM; BTM; Single-Needle;
Mixed;
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Here are the settings for each module:

=  BPM (Setting blood pressure monitoring)

Blood pressure monitoring settings

Cycle time (min) IZ” Pressure pre. Choose 160 mmHg {100 - 290}

IS

Syst. upper limit 165 mmHg {95 - 250} Syst. lower limit mmHg (60 - 230)
Diast. upper limit 100 mmHg (65 - 200) Diast. lower limit 0 mmHg {40 - 200)

Map upper limit 120 mmHg (75 - 235) Map lower limit 0 mmHg (45 - 215)

Pulse upper limit 150 1/min (45 - 200) Pulse lower limit 1/min (40-175)

=  BVM (Setting Blood Volume Monitor)

Blood volume monitor settings

Crit. RBV adaptation On/Off i On E” UF control On/Off lOn BJ

Critical RBV [ ‘ % (75-95) Max. regulation UF rate | mi/h (50 - 2800)

Init. pos. goal vol. deviation i | ml (0 - 1000} Init. neg. goal vol. deviation I ml (0 - 1000}

= The “UF control On/Off” can be set to "On" if and only when the UF field (in the UF Settings section) is set to
"Yes". Otherwise, an error will prevent the user from saving the prescription.

[ senover [LTRRIN] oemrcine v ] wome | ¥ — %

’ ¥ Open patient list ‘ ~ | Brennan, Nicholas [399488] X  Treatment places Clinic Drug catalogue Query builder Dialysis device types Messages and tasks +
HD /\ Brennan, Nicholas Born 28/10/1962 (56y) Genderf Cod. 399489 Status Active/Hemodialysis [ || Q
Vascular access ! :
P
Treatment prescription Treatment prescription & m m oe
Checklist m There are 2 errors
Treatment schedule plan
, 43 Creation date 20Jan 2016 11:30 Prascription name ‘Defaul( Prescription ]
Pharmacological prescription
Messages Prescribing doctor | oo X E}'
Treatments | 5| e |
—— General data | Consumables | Anticoagulant agent | E Dialysis device settings | Comments |
Laboratories Dialysis device type [D 5008 x [ﬂ‘ Available modules BVM; OCM; BPM; BTM; Single-Needie;
Laboratory test Mixed;
Laboratory data E3Dialysis device || €3 Additional modules || BPM |
Laboratory test schedule Single-Needle
Medical Data Single-Needle i off E|
Clinical diary
Allergies Clearance monitoring
Vaceiabions ocmonfort  [on [~ Vureaformula | Manual [~]

Family medical history Kt/V target :] (1-3.9) Urea distribution volume 156 L (0-299)

Germ situation

Transfusion list Urea distribution volume (BCM) BCM V urea measurement date

Comorbidity Measurement interval l:l min (25 -120)

Specialist examination B0 Voknie initir settings
Diagnostic test

Crit. RBV adaptation On/Off On UF control On/Off On
Sasificency i adaptation On// ‘ EI control On/off 3 I EI

Outpatient clinic visit Critical RBY % (75-95) Max. regulation UF ra(el EBVM control not possible because UF is disabled [170105]

patient medical history

Init. pos. goal vol. deviation 500 mi (0-1000) Init. neg. goal vol. deviation 850 mi (0- 1000)
Amputations v -
Clinical case Blood temperature monitor settings
PD Recirculation meas. On/Off [ off E| Temp. control On/Off l off E”

PD prescription
PD treatment scheduler
Review
Home visit
PD treatments
Peritonitis
Tunnel exit site
Adequacy and nutrition
Peritoneal equilibration test
POL QA tests
POL patient systems
PD labs
Dialysis dose
Fast peritoneal equilibration test
Transplant
Waiting list

Transplant

Eurotransplant data
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= |f the “UF control On/Off” is set to “On”, it will be possible to set the “Critical RBV”, “Max. regulation of UF
rate”, “Init. pos. goal vol. deviation” and ”, “Init. neg. goal vol. deviation”. In addition, the “UF profile number”
field (of the UF settings section) must be set to “No profile”. Otherwise, an error will prevent the user from
saving the prescription.

Therapy Support Sui

¥ Open patient list

Vascular access
I n iption
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data
Laboratory test schedule
Medical Data
Clinical diary
Allergies
Vaccinations
Family medical history
Germ situation
Transfusion list
Comorbidity
Specialist examination
Diagnostic test
Self-sufficency
Outpatient clinic visit
Patient medical history
Amputations
Clinical case
PD
PD access
PD prescription
PD treatment scheduler
Review
Home visit
PD treatments
Peritonitis
Tunnel exit site
Adequacy and nutrition
Peritoneal equilibration test
POL QA tests
POL patient systems
PD labs
Dialysis dose
Fast peritoneal equilibration test
Transplant
Waiting list
Transplant
data

‘ ¥ | Brennan, Nicholas [399489] X  Treatment places

Clinic Drug catalogue

e
-
v

Query builder Dialysis device types

/A Brennan, Nicholas Born 28/10/1962 (S6y) Gender' Cod. 399489 Status Active/Hemodialysis [ || ()

Treatment prescription

B3 mereare2emrors

Creationdate  20Jan 2016 11:30 Prescriptionname | Defauit rescription
Prescribing doctor ‘ o0 x E‘
General data | Consumables | Anticoagulant agent || E3Dialysis device settings | Comments
Dialysis devicetype  |[] s008 * [ alable modules  BVM OO PM; W Singe N
B3 Dialysis device | 3 Additional modules | BPM
General settings
Device treatment method | HOF postdiution -] Treatment duration 300 min
UF settings
Max. UF rate 800 mi/h (100 - 4000)
U [res = UFprofle number @3 [2 —— ]
(G — 0nly one between UF Profile and 8VM UF Control could be enzbled (100839) |
1S0-UF settings
ISO-UF  [No ] Max ISO-UF rate mi/h (10-4000)
Dialysate settings
Autofiow On/oft [on ] Autofiow ratio 1-2)
Dialysate temperature °C (34-39)
Concentrate  ACF313/2 Prescribed Na mmol/l (125 -155)
Bicarbonate  bibog
Nabicarbonate |32 mmol/i (0-40) Total buffer administration  35.00 mmol/i
Acidconcentrate K+ 2.00 mmol/l
Naprofienumber [ Noprofie —1[J
Blood settings
Blood flow rate mi/min (0 - 600)
Dislyzer  FX100 clossix
HDF/HE settings
HDF pump On/Off l on E‘ Auto-Substitution On/Off ‘ on
Bolus volume (m) | =] HDF/HF bolus rate mode |
Haematocrit 33 % (19/10/2010) Total protein 7.0 g/dl (29/06/2010)
Anticoagulation settings
Heparinpump enabled | No ] Heparin bolus enabled | No

Anticoagulation drug

Heparin rate

Messages and tasks

Bolus

|

Stop time before end of session

mi (1-20)

=  BTM (Setting blood temperature monitor)

Blood temperature monitor settings

Recirculation meas. On/Off I off

=

Temp. change settings 'D

= OCM (Clearance monitoring)

Clearance monitoring

OCM On/Off
Kt/V target
Urea distribution volume (BCM)

Measurement interval

°C/h (-0.5-0.5)

Temp. control On/Off Off

]

Note

Base line, the Temperature Control field is set to Off.

E

l

I

E] VUrea formula ‘ Manual E]]
’ (1-3.9) Urea distribution volume i
BCM |
BCM V urea measurement date I Manual ]
min (25-120) Watson
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110

There are 3 possible calculation modes for VUrea:

e If “Manual” is selected, a value must be entered manually.
e If you select "BCM" the system will load the value from BCM measurements.
o If “Watson” is selected, the system will calculate the value using the Watson formula.

Depending on user selection, all new treatments created will take the value of the Urea distribution volume
from one of the three listed above.

Single-needle

Single-Needle
Single-Needle 10n B] Stroke volume 1 l mi (10-60)
Auto Rate On/Off | B\ Single-Needle relation ‘ l % (-60-60)
Min. PA control pressure | mmHg (20 - 400) Max. PA control pressure mmHg (100 - 480)

Mixed

This module is only available for the 5008 hemodialysis device. If enabled, you can also select "Mixed HDF" and
"Mixed HF" items among the "Device Treatment Methods".

Low volume

This module is available for hemodialysis devices 5008 and 6008. If the “Low Volume” field is set to “Yes”, the
ranges for the “Max. UF rate”, “Bolus”, “Max. regulation of UF rate” (visible in the “Additional modules” section
if the BVM module is enabled and the “UF control On/Off” field is set to “On”). Furthermore, to display the
"Bolus" field, the "Device Treatment Method" must be either "HDF" or "HF" type and the "Auto-Substitution
On/Off" field must be set to "Off" in the "HDF/HF Settings" section.
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SPECIAL LOGIC

The settings for the dialysis device include some logic, described below. This logic is valid for the FMC 5008, FMC 4008
and FMC 6008 dialysis devices, or (when indicated) only for the specific machine.

Correlation between "Na Profile Number" and "UF Profile Number"

The fields "UF Profile Number" and "Na Profile Number" belonging respectively to the "UF Settings" and "Dialysis
Settings" sections are closely correlated, and the following rules apply:

= [f either field contains the value "No Profile", the other can contain any value.

= |f one of the fields contains a value other than "No profile", the other must contain the same value. For this
reason, if the two fields contain a different value, the system will automatically align them.

£l Dialysis device || Additional modules | BPM

General settings
Device treatment method \ HDF postdilution _vJ'l Treatment duration 300 min
UF settings
Max. UF rate 800 mi/h (100 - 4000)
UF ‘ Yes E” l UF profile number 2 i T E”I
UF time 300 min UF spare time 0 min (0 -1440)
I1SO-UF settings
1S0-UF l No B| Max ISO-UF rate :] mi/h (10 - 4000)
Dialysate settings
Autoflow On/Off ‘ on E|| Autoflow ratio t1 \ 1-2)
Dialysate temperature [36 °C (34-39)
Concentrate AC-F313/2 Prescribed Na 142 mmol/l (125 - 155)
Bicarbonate bibag
Na bicarbonate 32 mmol/l {0 - 40) Total buffer administration 35.00 mmol/I
Acid concentrate K+ 2.00 mmol/i
I Na profile number [2 . EII Start Na 145| mmol/i (125 - 155)

Correlation between “UF”, “NA Profile Number”, “UF Profile Number” e “UF spare Time”

= [f"UF" field is set to "No", the "Profile Number Na" and "UF Profile Number" fields can not be edited and set
to "No Profile" while the "UF Free Time" field is set to 0 and rendered non-editable.

£l Dialysis device || Additional modules | BPM

General settings

Device treatment method {HDF postdilution [z” Treatment duration 300 min
UF settings
Max. UF rate 800 mi/h {100 - 4000)
UF ’ No E” UF profile number No profile E—
UF time 300 min UF spare time 0 min
1SO-UF settings
I1SO-UF ‘ No E” Max 1SO-UF rate mi/h (10 - 4000)
Dialysate settings
Autoflow On/Off ‘ On [le Autoflow ratio l 1 ‘ {1-2)
Dialysate temperature 136 °C (34-39)
Concentrate AC-F313/2 Prescribed Na 142 mmol/i (125 - 155)
Bicarbonate bibag
Na bicarbonate 32 mmol/l (0 -40) Total buffer administration 35.00 mmol/l
Acid concentrate K+ 2.00 mmol/I

I Na profile number

No profile

— 1
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Correlation between the fields “Na profile number”,

4008 devices)

oo

UF profile number” and “Treatment duration” (only for FMC

= |f the "Na Profile Number" field or the "UF Profile Number" field is valued at a value other than "No Profile",

the treatment time must be greater than 120 minutes

/A AitkenLambert, David Born 15/08/1952 (67) GenderG' Cod. 39807 Status Actve/Hemodialysis [ [£)

Treatment prescription

[[crce [N oo

(<]>]=)

m'l'hereamZemxs

Creation date

Prescribing doctor

06 Oct 2011 09:06

|ee

xE]I

Prescription name

|4008

Bolus volume (ml)

Sub rate

Calculated volume
Haematocrit
Anticoagulation settings

Anticoagulation drug

|1'—i.‘::‘ select-one entry |Z]|
[ | mmeeeso

0.00 ml

41 % (19/10/2010)

Adipnaf - 1
10pieces 120mi vigls

ieces 120mi vials

Bolus rate
HDF volume
Calculated HDF flow £

Total protein

Bolus

G | data H Ce bl H [l Anticoagulant agent H B3 Dialysis device settings H Comments
Dialysis device type ID 4008 x [E]J Available modules BVM; OCM; BPM; BTM; Single-Needle;
B3 Dialysis device H Additional modules Hm‘
General settings
Device treatment method I HDF postdilution EJ Treatment duration £3 | 90 min I
UF settings | E3If UF or NA profile are different from "No profile", the treatment duration must be greater then 120 minutes [170112]
Max. UF rate 800 mi/h (100 - 4000)
UF | Yes BI UF profile number £3 |2 | &— E]I
UF time S0 min UF spare time 0 l min (0 - 599)
1SO-UF settings
1S0-UF | No E]| Max ISO-UF rate I:I mi/h (10 - 4000)
Dialysate settings
Dialysate flow I 300 IZ” Dialysate temperature |36.S °C (35-39)
Concentrate AC-F313/2 Prescribed Na 142 mmol/i (125 - 155)
Bicarbonate bibog Base Na 138 mmol/I
Na bicarbonate ‘CI mmol/I {0-40) Total buffer administration 35.00 mmol/I
Bic. adjustment IO l mmol (-8-8)
Acid concentrate K+ 2.00 mmol/l Additional potassium :I mmol/l {0.5-5)
Na profile number I No profile s EI
Blood settings
Blood flow rate mi/min (O - 600)
Dialyzer EX 100 classix
HDF/HF settings

‘ I L (0-210)
l0,00 mi/min l
6.5 g/dl (22/06/2010)
16.0 ml
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Correlation between “Na profile number”, “Start Na” and “Prescribed Na” (only for FMC 4008 devices)

= [fthe field “NA Profile Number” contains a value other than “No Profile”, the “Start Na” field will be visible. Its
value must three units greater than the value of the “Prescribed Na” field.

A Aitken Lambert, David Born 15/08/1952 (67y) Gendercy' Cod. 39807 Status Active/Hemodialysis ‘@‘ @

Treatment prescription

[ [ o |

(<]>]=]

m There are 2 errors

Creation date 06 Oct 2011 09:06 Prescription name |4008
Prescribing doctor | oo X E]I
G | data H Cor bl H [l Anticoagulant agent H E3 Dialysis device settings “ Comments
Dialysis devicetyoe | ] 4008 * [ Available modules BV OCM; BPM; BTM: Single-Neede;
E3 Dialysis device || Additional modules || BPM |
General settings
Device treatment method I HDF postdilution E“ Treatment duration 240 min
UF settings
Max. UF rate mi/h (100-4000)
UF IYes E” UF profile number | No profile E”
UF time 240 min UF spare time IO I min (0 -599)
1SO-UF settings
1SO-UF I No E” Max ISO-UF rate |:| mi/h (10 - 4000)
Dialysate settings
Dialysate flow | 300 E” Dialysate temperature 36.5 °C (35-39)
Concentrate AC-F313/2 Prescribed Na 3 |145 mmol/I (125 - 155)
Bicarbonate bibog Base Na 138 mmol/l
Na bicarbonate mmoll (0-40) Total buffer administration  35.00 mmol/|

Bic. adjustment
Acid concentrate K+
Na profile number

Blood settings
Blood flow rate
Dialyzer

HDF/HF settings

Bolus volume (ml)

Sub rate

Calculated volume
Haematocrit
Anticoagulation settings

Anticoagulation drug

IO | mmol (-8 -8)
2.00 mmol/I

B Yt
FX 100 classix

|

]

mi/min (20 - 350)

41 % (15/10/2010)

Adipnaf - 10pieces 120mi viels

10pieces 120mi vials

Additional potassium mmol/l {0.5-5)
startNa E3 |14 I mmol/i (130 - 155)

£3 Start Na value must be at least higher of 1 than Prescribed Na value [100505]

Bolus rate
HDF volume L (0-210)
Calculated HDF flow
Total protein 6.5 g/di (22/06/2010)

Bolus 16.0 ml
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Correlation between the “Na profile number”, “Start NA” and “Base NA” fields (only FMC 4008 devices)

= [|fthe "Na Profile Number" field is valued at a value other than "No Profile", the difference between the "Initial"

and "Sodium Base"

fields can be up to 13.

,A Aitken Lambert, David Born 15/08/1952 (67y) Gendery' Cod. 39807 Status Active/Hemodialysis ‘m ’ @

Treatment prescription

=

(<]>]=)

m There is 1 error

Creation date

Prescribing doctor

06 Oct 2011 09:06

oo x ]

Prescription name

General data | Cor bles || I Antic

Dialysis device type

(=P <]

B3 Dialysis device | Additional modules | BPM |

gulant agent ” B3 Dialysis device settings “ Comments

|4008

Available modules

BVM; OCM; BPM; BTM; Single-Needle;

General settings
Device treatment method

UF settings

Max. UF rate

UF

UF time

1SO-UF settings
1SO-UF

Dialysate settings
Dialysate flow
Concentrate
Bicarbonate

Na bicarbonate

Bic. adjustment
Acid concentrate K+
Na profile number
Blood settings
Blood flow rate
Dialyzer

HDF/HF settings
Bolus volume (ml)
Sub rate
Calculated volume
Haematocrit
Anticoagulation settings

Anticoagulation drug

| HDF postdilution

]

800 mi/h (100 - 4000)
[ Yes IZH
240 min

lNo E]I
]

l 300

AC-F313/2

bibog

e 030
o | mmol ¢5-8)
2.00 mmol/l

; =T
mi/min (O - 600)

FX 100 classix

ﬂ»

]

mi/min (20 - 350}

41 % (19/10/2010)

Adipnof - 10pieces 120mi vials
10pieces 120mi vials

Treatment duration

UF profile number

UF spare time

Max ISO-UF rate

Dialysate temperature
Prescribed Na
Base Na

Total buffer administration

Additional potassium

240 min

INo profile lz”

lo | min (0-599)
365 °C (35-139)
125 mmol/i (125 - 155)
138 mmol/I

35.00 mmol/l

mmol/l {(0.5-5)

sartNa E3 |152 I mmol/l (130 - 155)

or equal to 13

The difference between 'Start Na' and 'Base Na' should be less than

[100586]

Bolus rate
HDF volume
Caiculated HDF flow

Total protein

Bolus

L (0-210)

65 g/dl (22/06/2010)

16.0 ml
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Correlation between fields "Na profile number", "Initial" and "Prescribed" (only for FMC 5008/6008 devices)

= [fthe "Na Profile Number" field is valued at a value other than "No Profile", the value of the "Na" field must be
greater than at least 3 units above the "At start" field value.

IA AitkenLambert, David 8o 15/08/1952 (67y) Genderc" Cod. 39807 Status Active/Hemodialysis ‘m ‘ ]

Treatment prescription

[omco [N oo |

(<]>]=)

m There are 2 errors

Creation date

Prescribing doctor

14 Sep 2011 12:03

|

xE]I

Prescription name

lDefauIt Prescription

10pieces 120mi vials

100505)

G | data H Cor bl “ [l Anticoagulant agent ” B3 Dialysis device settings U Comments
Dialysis device type ID 5008 X E]I Available modules iﬂ‘fxd ?CM; BPM; BTM; Single-Needle;
B3 Dialysis device | Additional modules || BPM |
General settings
Device treatment method | HDF postdilution E]l Treatment duration 240 min
UF settings
Max. UF rate 800 mi/h (100 - 4000)
UF IYes EJ UF profile number INo profile = lz”
UF time 240 min UF spare time ‘:’ min (0 - 1440)
I1SO-UF settings
1SO-UF I No E]I Max ISO-UF rate |:| mi/h (10 - 4000)
Dialysate settings
Autoflow On/Off [on =] Autoflowratio 1 | a2
Dialysate temperature 365 °C (34-39)
Concentrate AC-F313/2 Prescribed Na €3 |130 mmol/l (125 - 155)
Bicarbonate bibog
Na bicarbonate ICI mmol/l {0-40) Total buffer administration 35.00 mmol/l
Acid concentrate K+ 2.00 mmol/l
Na profile number |1 e | Iz]l startNa 3 |132 I mmol/l (125 - 155)
Blood settings 3 Start Na value must be at least higher of 3 than Prescribed Na value [
Blood flow rate mi/min (O - 600)
Dialyzer EX 100 classix
HDF/HF settings
HDF pump On/Off | On E]I Auto-Substitution On/Off | On E]
Bolus volume {ml) I Piease select one entry E]I HDF/HF bolus rate mode | E]
Haematocrit 41 % (19/10/2010) Total protein 6.5 g/di (22/06/2010)
Anticoagulation settings
Heparin pump enabled | Yes El Heparin bolus enabled | Yes [2”
Anticoagulation drug Adipnaf - 10pieces 120mi vials Bolus 16.0 ml
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Correlation between fields “UF profile number” and “Treatment duration” (only for FMC 5008/6008 devices)

= |fthe "UF Profile Number" field is valued at "1" or "2", the duration of the treatment must be greater than 120
minutes.

/A AitkenLambert, David 5orn 15/08/1952 (67y) Genderc] God. 39807 Status Active/Hemodialysis (11| (8

Treatment prescription BN 099

m There are 2 errors
Creation date 14 Sep 2011 12:03 Prescription name IDefault Prescription I I
Prescribing doctor |gg X Bl
| data [] Cor bl H [} Anticoagulant agent “ B3 Dialysis device settings H Comments
Dialysis device type |D 5008 X E]l Available modules %:Z; ?CM,‘ BPM; BTM; Single-Needle;
B3 Dialysis device H Additional modules H BPM ‘
General settings
Device treatment method | HDF postdilution E” Treatment duration €3 I 90 min I
UF settings ! E31f UF profile is "1" or "2", the treatment duration must be greater then 120 minutes [170113]
Max. UF rate 800 mi/h (100 - 4000)
UF IYes E]] UF profile number £3 |1 T E]I
UF time S0 min UF spare time 0 min (0 - 1440)
1SO-UF settings
1S0-UF | No EH Max 1S0-UF rate :] mi/h (10 - 4000)
Dialysate settings
Autoflow On/Off | on E]I Autoflow ratio |1 | 1-2)
Dialysate temperature | 365 °C (34-39)
Concentrate AC-F313/2 Prescribed Na 142 mmol/l (125 - 155)
Bicarbonate bibag
Na bicarbonate ‘C} mmol/! {0- 40} Total buffer administration 35.00 mmol/I
Acid concentrate K+ 2.00 mmol/l
Na profile number | No profile S E|
Blood settings
Blood flow rate mi/min (0 - 600)
Dialyzer EX 100 classix
HDF/HF settings
HDF pump On/Off | on E| Auto-Substitution On/Off | on E|
Bolus volume {ml) | Please select one entry Bl HDF/HF bolus rate mode I E”
Haematocrit 41 % (19/10/2010) Total protein 6.5 g/dl (22/06/2010)
Anticoagulation settings
Heparin pump enabled | Yes E]l Heparin bolus enabled l Yes E”
Anticoagulation drug Adipnof - 10pieces 120mi vials Bolus 16.0 ml |
10pieces 120mi vials ‘
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= |fthe "UF Profile Number" field has the value "3", the treatment duration must be greater than 210 minutes.

E&‘ Aitken Lambert, David Born 15/08/1952 (67y) Genderf' Cod. 39807 Status Active/Hemodialysis ‘ = ‘ 8

Treatment prescription

006

B3 thereare 2 errors

Creation date 14 Sep 2011 12:03 Prescription name IDefault Prescription
Prescribing doctor | oo x E|
General data H Cc bl “ 3 Anticoagulant agent H B3 Dialysis device settings “ Comments
Dialysis device type |D 5008 x E]| Available modules %::;1 PCM:' BPM; BTM; Single-Needle;
3 Dialysis device || Additional modules || BPM |
General settings
Device treatment method | HDF postdilution Bl Treatment duration E3 | 90 min |
UF settings | 3 1f UF profile is "3", the treatment duration must be greater then 210 minutes [170114]
Max. UF rate 800 mi/h (100 - 4000)
UF | Yes E| UF profile number £3 |3 nnnnn. Iz“
UF time 90 min UF spare time 0 min (0 -1440)
I1SO-UF settings
1S0-UF | No EI Max ISO-UF rate ‘:] mi/h (10 - 4000)
Dialysate settings
Autoflow On/Off | On E” Autoflow ratio | i I {1-2)
Dialysate temperature 365 °C (34-39)
Concentrate AC-F313/2 Prescribed Na 142 mmol/l (125 - 155)
Bicarbonate bibag
Na bicarbonate D mmol/l {0 -40) Total buffer administration 35.00 mmol/l
Acid concentrate K+ 2.00 mmol/I
Na profile number | No profile — Bl
Blood settings
Blood flow rate mi/min {0 - 600)
Dialyzer [EX 100 classix
HDF/HF settings
HDF pump On/Off | on E[ Auto-Substitution On/Off [ on El
Bolus volume (ml) ] HDF/HF bolus rate mode | [~
Haematocrit 41 % (15/10/2010) Total protein 6.5 g/dl (22/06/2010)
Anticoagulation settings
Heparin pump enabled | Yes Bl Heparin bolus enabled [ Yes lz”
Anticoagulation drug Adipnaf - 10pieces 120mi viels Bolus 16.0 ml
10pieces 120mi vials
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Correlation between “Autoflow On/Off”, “Dialysate flow” and “Autoflow ratio” (only for FMC 5008/6008 devices)

= |f the “Autoflow On/Off” is set to “Off”, the “Dialysate Flow” field must contain a value, while the “Autoflow
Ratio” field is not visible.

= [If the “Autoflow On/Off” is set to “On”, the “Autoflow Ratio” field must contain a value, while the “Dialysate
Flow” field is not visible. The latter condition is valid for all values set in “Device Treatment Method” (General
Settings) with the exception of values regarding “HF” methods, for which both the fields “Autoflow Ratio” and
“Dialysate Flow” are visible and editable, but not mandatory.

1S0-UF \ No [~ Max ISO-UF rate ‘ mi/h (10 - 4000)

Dialysate settings

Autoflow On/Off | Off E‘
Dialysate flow E3 l L” Dialysate temperature 136 °C (34-39)
Concentratel E3 Dialysate flow must not be null [100590] l Prescribed Na ‘142 ] mmol/l (125 - 155)
Bicarbonate bibag
Na bicarbonate ‘ASZ ‘ mmol/i {0 -40) Total buffer administration 35.00 mmol/i
Acid concentrate K+ 2.00 mmol/I
Logic regarding the “ISO-UF settings” section
ISO-UF settings

1SO-UF ‘ Yes B[ Max ISO-UF rate ‘ M‘ mi/h (10 - 4000)

1S0-UF time \ 04:00 ’ 1SO-UF volume ’5| i ml

= |f the "ISO-UF" field is set to "Yes", you can also validate the "ISO-UF time" and "ISO-UF Volume" fields.
Logic regarding the “HDF/HF settings” (only for FMC 5008/6008 devices)
= [fthe “HDF Pump ON/OFF” field is set to “Off”, the “Auto-replacement On/Off” field cannot be set to “On”.

= |fthe “Auto-replacement On/Off” field is set to “Off”, one of the fields between “HDF Volume” and “Flow Sust.”
must be assigned a value. If neither have a value, of if both have a value, the prescription cannot be saved.

=  The “HF/HDF Settings” is correlated with the field “Device Treatment Method” (in the general settings). For
some values of this field, the behaviour of the section differs from that described above:

e [fthe field “Device Treatment Method” contains the value “HD”, the fields listed above are not visible.

e If the “Device Treatment Method” contains one of the following values, “Mixed HF” or “Mixed HDF”
(visible only when the “mixed” module is active) the fields listed above cannot be edited and their

values are preet.

Logic regarding the “Reinfusion” (only for FMC 6008 devices)

Reinfusion
Reinfusion bloodflow ‘100 ‘ mi/min (30 - 300) Reinfusion type Reinfusion online i
L > |
Reinfusion auto-start /O | Off v
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= |fthe field “Reinfusion auto-start I/0” is set as “On”, the field “Reinfusion type” needs to be set as “Reinfusion
Online closed circuit”.

@ Aitken Lambert, David Born 15/08/1952 (67y) Gendercf® Cod. 39807 Status Active/Hemodialysis | | | =

Treatment prsciption. E3 O 000

m There are 2 errors
General settings
Device | HDF postdiluti E]l Low volume |Yes E”
Treatment duration 225 min
UF settings
Max. UF rate 750 mi/h (100 - 1500)
UF lYes E]l UF profile number | No profile —r El
UF time 225 min UF spare time |:] min (0-720)
1SO-UF settings
SO-UF  |ves =] Max ISO-UF rate :] mi/h (10 - 4000}
I1SO-UF time I 04:00 I 1SO-UF volume |5 I ml
Dialysate settings
Autofiow On/ort | off ]

Dialysate flow I 400 E” Dialysate temperature | 36 °C (34-39)
Concentrate AC-F113/1 Prescribed Na 142 mmol/l (125 - 155)
Bicarbonate

Na bicarbonate D mmol/l (0-40) Total buffer administration 36.00 mmol/l
Acid concentrate K+ 1.00 mmol/l
Na profile number I No profile S — E”
Blood settings
e mifmin (0-500
Dialyzer EX CorDiox 600
HDF/HF settings
HDF pump On/Off | on E” Auto-Substitution On/Off | on E|
Bolus volume (ml) | =] HDF/HF bolus rate mode | =]
Haematocrit 41 % (19/10/2010) Total protein 6.5 g/dl (22/06/2010)
Reinfusion
Reinfusion bloodflow 100 mi/min (30 - 300) Reinfusion type E3 I Reinfusion online El
Reinfusion auto-start /0 E3 |On 3 When "Reinfusion auto-start 10" is set to "On", type can be only “Reinfusion online closed circuit” [180006]
Anticoagulation settings
Heparin pump enabled I Yes E]l Heparin bolus enabled I Yes E|
Anticoagulation drug Adipnof - 10pieces 120mi vials Bolus 16.0 ml
10pieces 120mi vials
Hannein enen 20 enile Comm simnm bhobnen mond af cmmrine O i L
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9.3.2.5 COMMENT

In this field a doctor’s comment can be added to the prescription and will be read by the nurse during treatments. This
field is transferred to Therapy Monitor.

restment prescripion

Creatondate  20Jan 2016 11:30 Prescriptionname | Test 1 |

Prescribing doctor I oo X E]l

General data “ Cor bl “ Anticoagulant agent ” Dialysis device settings ” Comments l

Prescription ¢
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9.3.3 CHECKLIST

In this section it is possible to define a list of checks that nursing staff have to perform during every treatment. The
“Check List” contains a list of operations, which the nurse must perform, called the “mandatory list”. It applies to all
patients. There is also another group of operations called the “configurable list”. Both lists can be configured in
Master Data by enabling the “Clinic Manager” role. If a Therapy Monitor is connected to the Therapy Support Suite
these fields are transferred to the “To Do” section of the Therapy Monitor and can be checked by the nurse. At the
end of treatment these fields are transferred to Therapy Support Suite and are visible in the Patient, Treatment data,
dXp and dXp item areas. It is important to note that the “Check List” is different from the Events List. The Events List
documents events occurring to the patient during treatment and the corresponding actions (drugs, consumables
and/or measures) adopted by the staff), while the “Check List” contains the operations which must be confirmed or
that are not yet defined before the start of treatment. The order of the configurable lists can be changed at will.
Simply hold the mouse button down and drag to the desired position.

A\ Aitken Lambert, David Born 15/08/1952 (67y) Gender(' Cod. 39807 Status Active/Hemodialysis [17]

Checklist

Weindatory Jet Check Biood Pressure oufigueabie ket Check Fever [=]|]

Check Cordio failure
Check Psycological Status

Mandatory list. A defined set of operations valid for all patients. The mandatory list can be edited in the "Master
Data" (Clinic Manager).

The Configurable list contains patient-specific checks which can be selected from a drop-down list. Shows all of the
controls defined as not mandatory (regardless of the fact that they have been defined or not in Therapy Monitor). To

=
add additional checks press the i‘ button. To delete an item press the [[xI button. This list contains all possible
optional patient checks specified by the clinical protocol. These checks will be shown in HD Treatment created for the
patient, in the dXp tab.
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9.3.4 TREATMENT SCHEDULE PLAN

The Treatment Schedule Plan allows the user to define the prescription, day, shift, time and place where a treatment
will take place for a specific patient.

The Treatment Schedule Plan can be viewed and updated by any user with the necessary user rights. It is also possible
to enter treatment schedule plans for the future or “exceptions / single days” for the future.

Treatment schedule plan Select from Shift Group...
From 24/09/2019 % To dd/mm/yyy Reference start date 24 Sep 2019
Mo Tu We Th Fr Sa Su
z 4 + + + 4 + +
s + + + + + + + X
Planned schedulation &] Single day planning U
Week planner From To Restartp Day planner Date Shift Resource
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9.3.4.1 DEFINING A TREATMENT SCHEDULE PLAN

Once the treatment plan session is opened the user must specify the date from which it becomes active (it can also be
a date in the past or the future). The treatment plan remains active until the end date is reached.

The user can plan treatments on a plan of one or two weeks.

A\ Aitken Lambert, David Born 15/08/1952 (67y) Gender(y® Cod. 39807 Status Active/Hemodialysis @

Treatment schedule plan m m Select from Shift . Remove all schedul

{

From 24/09/2019 B Reference startdate [ | 24 Sep 2019
[ Mo [ Tu We i Fr |sa [su |
X X X X
Defauit Defauit Defauit
= El Prescription EI —_— Prescription [z] Prescription E
- ] [ + [ 4
= | |agemoonshit [¥| Morning Shift [+ | E Morning shift [+ | ‘ Morning Shift [ v |
Room 1 - Room 1 - Room 1 - Room 1 -
Bed2 X E] Bed2 X E] Bed 2 X E] Bed2 X E‘
g + + | + | + | [ + [+ + | X
Planned schedulation = Smgie day planning = — =
Week planner From To Restartp Day planner Date [ Shift Resource
No data No data
July August September October November
[Mon| Tue |Wed| Thu| Fri | Sat [ Sun| [Mon| Tue |Wed|Thu | Fri | Sat [Sun| [Mon| Tue |Wed|Thu| Fri | Sat [Sun| [Mon| Tue |Wed| Thu| Fri | Sat |Sun | |Mon|Tue |Wed|Thu| Fri | Sat | Sun
1|12|3|4|5]|6]7 112)3]|4 1 1 31456 3
8|9 (10|11|12(13|14 5|6(7|8]|9(|10]|11 314|5(|6|7]8 7|89 |10|11)12 (13 4|5|6|7]|8 10
15|16 |17 |18 | 19| 20| 21 12|13 |14 (15|16 |17 | 18 10(11|12|13]|14]| 15 14|15|16| 17| 18| 19|20 1112|1314 |15|16| 17
22123(24|25]|26( 27|28 19(20 (21 (22|23 |24 (25 16 (17|18 19|20 21| 22 21|22(23)|24(25|26 |27 18119 (2021|2223 |24
2930 31 26|27 |28 |29 (30|31 2324 |25(26| 27|28 (29 28293031 2526|127 (282930
30
W Today Real treatment Scheduled treatment |
=]

A treatment schedule plan cannot be saved if there are no active treatment prescriptions for the selected patient. In
this case a banner informs the user that the prescription is missing when he opens the treatment schedule plan.
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9.3.4.2 TREATMENT PLANNING

The days when the treatment will be carried out can be specified individually or set by clicking “Select from the shift
group”. In the latter case, it is still possible to add schedule plans manually after selecting the shift group.

Selecting a single day

When entering or modifying it is possible to add the treatment plan by clicking on the +, "button in the cell of the

grid for the weekday in question.

wi

* =
o

!

Three mandatory pieces of information must be provided for the plan:

The prescription: The prescription to be followed for the treatment can be selected. The pull-down menu offers
all the active prescriptions.

Clinic shifts: the time of day when the treatment is administered. The pull-down menu offers all the shifts
defined for the current reference clinic.

Resource: the place where the treatment will take place. The pop-up shows all the rooms of the ward in the
reference clinic.

Selection from shift group

The user can indicate several days simultaneously, reading them from a shift group. By clicking on the
button, the user can select a group of shifts. The Shifts and Resources are shown according to
the days defined in the group. All previous schedule plans are removed, although additional manual scheduling is

possible. However, the user can modify shifts and resources according to his own needs regardless of the values of the
shift group.

~ || Aitken Lambert, David [39807] X || Messages and tasks &

A\ AitkenLambert, David Born 15/08/1952 (67y) Genderf" Cod. 39807 Status Active/Hemodialysis [ 1] B

Treatment schedule plan =3
24/02/2017 B © doifmm Reference start date

o u e

From 100c 2010

wi

Period One month Shift group Resource filter

Prescription =]
g5

Planned|
Week pf

M-W-F Aftefhoon M-W-F Morning T-T5 Afternoon T-T-5 Morning

Room 1-Bed 1/Room1 50% 100% _ 100%
Room 2 -Bed 1/Room 2 100% 100% 100% 100% 100%
Room 2 - Bed 2 / Room 2 100% 100% 100% 100% 100%
Room 4 - Bed 1/ Roomé4 100% 100% 100% 100% 100%
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Here again, the treatment prescription, shift and resource are mandatory fields and values must be filled-in order to
save the treatment plan.

Optimise shifts and resources

It is possible to optimise the use of shifts and resources via the *= < button. The window which is
shown displays the percentage occupation of Resources and Shifts for the days of the week. To make viewing easier,
filters have been inserted which reduce the number of elements displayed. Where the percentage is higher, fewer
resources are occupied. The choice of one of the indicated resources applies Shifts and Resources to all the schedule
plans already entered in the Treatment schedule plan. However, the user can modify the schedule at a later date.

Remove all scheduling

It is possible to remove the entire treatment schedule plan by clicking the = === putton. Future

planning (the same button is provided inside future planning), single days/exceptions and the planning start date are
not removed.

Deleting a single day

The user can remove one or more schedule plans in the Treatment Schedule Plan at any time by clicking on the “x”
icon next to the schedule he wishes to delete.

From ’ 24/09/2019 @ To ’ dd/mm Reference start date 10 Oct 2010
Tu

Mo We Th Fr Sa Su
X a X
= D_EM—T Defauit
6008 {;J E,esm-gn-o,, b] Prescription E”
-
= + atcmomsin [7] = [atemoon s [] = [anemoonsnn [7] *
Room 1- Room 1- Room 1-
Bed 1 X D Bed 1 X [‘ Bed 1 X D
+

Relationship with the pharmacological therapy

The treatment plan scheduling is closely linked to the pharmacological therapy. During the prescription of a
pharmacological therapy during treatment, the days the drug has to be taken are those defined in the treatment
schedule plan. Every time the days of the treatment schedule are modified (both the number of days, and changes of
days), the pharmacological therapy must be revised.
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Reference start date

The “Treatment schedule plan” contains a “Reference start date” field which indicates the date when the current plan
comes into effect. This value is then used in the pharmacological prescriptions to calculate the current week.

Treatment schedule plan m

From 24 Sep 2019 To Reference start date 24 Sep 2019
Mo Tu | we Th Fr |53 |su |
Defouit Prescription Defouit Prescription Defouit Prescription
-
2 | Aperoon shift Afernoon Shift Afernoon Shift
Room 2 - Bed 2 Room 2 - Bed 2 Room 2 - Bed 2
Defauit Prescription Defauit Prescription Defauit Prescription
o~
B Afternoon Shift Afternoon Shift Afternoon Shift
Room 2 - Bed 2 Room 2 - Bed 2 Room 2 - Bed 2
Planned schedulation : : Single day planning : :
1 Week planner From [70 | Restart g [Day planner | pate | snire Resource
‘ No data | No data

This date is modified automatically only when the number of weeks covered by the treatment schedule plan is
modified. For example, if there is switch from a one-week to a two-week pattern, regardless of the days selected, and
it will be set at today’s date.

9.3.4.3 FUTURE TREATMENT SCHEDULE PLANS

It is possible to create treatment schedule plans for the future. This is done using the section in the bottom left-hand
section of the user interface, as indicated in the screenshot below.

Treatment schedule plan | save | select from shift Group... | Optimise shift and resources... | Remove all scheduling
From 17/09/2010 B T 824092019 Referencestartdate  175ep 2010 “‘

| Mo | Tu | we Th Fr s2 Su |

| x [ x| [ x
, ey H =
|
Afternoon shift [+ | Lt Afternoon Shift [ ¥ | + Afernoon shift [ ¥ | L+

: (+

Planned schedulation

Select from Shift Group.... Remove all scheduling
Fom | 25/09/2019 B o [amw | referencestartaate B [255ep2019 | Restartpatern (v

o | Tu

=

|

o

i

|sa 1S ‘

=]

We
X
efouit B Defauit

Prescription

efoul

Prescription Prescription

w1
[+
[l L) <
[ I s

Afternoon Shift E ernoon Shif

|

ernoon Shij

Room4 - Room4 - Room4 -
Bed1 X E] Bed1 X E] Bed1 X E]

efauit efauit

X
efauit E]
Prescription Prescription

Afternoon Shift E]

] x

Eh=]

E

0

2

=3

&

S

[

5]

&)

+
[X]

Afternoon Shift E

w2
[+
[+]

Afternoon Shift E]

Room4 - Room4 - Room4 -
Bed1 x| [ x [ % [

Bed1
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Creating a planned schedule

By clicking on the + button it is possible to create a new schedule in the future: the rules for filling-in the relative
parameters (scheduling days, shifts, resources) are the same as those described in the previous paragraph regarding
the planning of the current treatment, with the exception of the validity dates for the planned schedule. The dates
must include an interval after that specified for the current schedule: if the date of the end of the current schedule
has not already been entered in the system, when the schedule planned for that date is entered, a date prior to the
start of the planned schedule will be proposed by default. (As shown in the example screenshot)

Treatment schedule plan

[corce | sme ] st romscoup._| optmse st an s remove v |
From 17/09/2010 B a8 I 24/09/2019 I Reference startdate 17 Sep 2010

‘ Mo Tu | [ To date it was automatically filled with the day before the start of the first planning [100923] | ‘ su [
x x X
Defauit Defauit Defauit
Prescription E] Prescription B o Prescription E‘
- ey )
S e 5 Y e 0 ) w2
Room 1 - Room1- Room 1 -
Bed2 x E] Bed2 x [El Bed2 x IE
[+
h Single day i
Week planner From [To ‘ Restand Day planner | Date ‘ Shift ‘ Resource ‘
25002019 B [dammimy  EH W No data |

The scheduled treatment plan contains a “Reference start date” field, which is used to calculate the weeks when the
future planning will become active. If the future treatment schedule plan has the same number of weeks as the
current one, or the previous future plan, this date will not be changed.

S o | =] s o it .| ot it ] e i
From | 24/09/2019 B 7 @]2s092019 Referencestartdate 10 0ct 2010
Mo [T | we | Fr sa |su |
x x x x x x x
Defouit Defauit Defauit Defautt Defauit
|£Qﬂ E“ [m |Z|| Prescription B Prescription B Prescription E] Prescription E Prescription B
=
z | st [+ [atemoonsht []| [momingsnin [+]] | s [v]] [momingsh [+]) | shit [v] [Momingshie [+
Room1 - Room 1 - Room 1 - Room 1 - Room 1 - Room 1 - Room 1 -
Bed2 X IE| Bed1 X E]| Bed2 X E” Bed1 x E“ Bed? X E“ Bed1 x E| Bed2 X El'
[+
:
Planned schedulation X
Resource
From 27/09/2019 % To % Reference start date 10 Oct 2010 Restartpattern [ |
| Mo [Tu | we [ | Fr |sa [ su [
X X X
(sl | | T T
S E) | pmg O mmg & mmg &
Room4 - Room4 - Room4 -
Bed1 X Bed1 X Bed 1 x
+
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Otherwise, if the number of weeks is different, this date will be changed automatically.

Treatment schedule plan | save | selectfrom shift Group... | Optimise shift and resources... | Remove all scheduling
from | 17/09/2010 H oa I 24/09/2019 | Referencestartdate 17 Sep 2010
‘Mo iTu iWe ‘Th ‘Fr %Sa ‘Su ]
X X X
Defauit E' Defauit E Defauit
Prescription Prescription Prescription
-
|
2 ‘ s + Afternoon Shift E] ‘ +. ‘ Afternoon Shift E] ‘ = + ‘ Afternoon Shift L ,+ _ ‘

Planned schedulation X

Select from Shift Group... Remove all scheduling
From 25/09/2019 % To Reference startdate [l | 25 Sep 2019 Restart pattern /'

=

] | Tu

‘ [T |Fr |sa [ su |
X X X
Defauit Defauit Defauit
Prescription E — Prescription EI Prescription EI = —_—
-
o SRR rerryC B S R rerrc R €
Room 4 - Room 4 - Room 4 -
Bed1 X ‘E' Bed1 X E‘ Bed1 X IE‘
X X X
Defauit Defauit Defauit
Prescription E] e Prescription E] Prescription E] = — |
~
Sl Y ey O B A R e ) = K
Room 4 - Room 4 - Room 4 -
Bedl X E Bed1 X {E, Bed1 X E’

The planned scheduling just created can be modified at any moment, by clicking on “Open Scheduler”.

When the start date for the schedule planned for the future is reached, it is deleted from the list of future plans and
replaces the current schedule.

No trace of the previous schedule remains.
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If there are drugs connected to the schedule plan, with “Dialysis dose by week” as rule, they are set in the “to be
reviewed” status “n” days before the date of the start of the planned scheduling, where n is a parameter which can be
configured from the "Configuration parameters" heading of the Master Data (Clinic Manager) (for further details see
section 4.1.1 of the Service Manual), only if the days of the future schedule are different from the days of the current
schedule.

Pharmacological prescription X

A\ AitkenLambert, David 8o 15/08/1952 (67y) Genderf) Cod. 39807 Status Active/Hemodialysis | | [
Pharmacological prescription m °
Drug  Mitopep Status To be reviewed Next administration
Active ingredients list B | Nunpan Doctor  Doctor
5 Reason
Product packages
Last change 21 Nov 2017 User demouser
25 pieces 100mag/ml Capsule
Start 06 Oct 2011 Stop Not defined
Administration route Oral Drug type Dialysis
Administration time
Measurement unit: mg/mi Instructions Show dose as pieces

E3 Rule dose Dialysis dose by week >
eteitnce siarr e R/ 2010 Mitopep, 25 pieces 100mg/ml Capsule - Oral

From today to 26/09/2019 Weeks 6 W1 Su: 8, Mo: 12, Tur 12, We: 10, Th: 12, Fr. 8, Sa: 12 mg/mi
. W2 Su: 6, Mo: 10, Tu: 12, We: 11, Th: 1, Fr. 2, Sa: 5 mg/mi
When | Mo Tu | We Th Fr Sa Su W3 Su: 6, Mo: 12, Tu: 8, We: 8, Th: 12, Fr- 10, Sa: 8 mg/ml
. W4 Su: 10, Mo: 10, Tu: 12, We: 5, Th: 8, Fr. 4, Sa: 10 mg/ml
w1l 12 12 10 12 8 12 8 W5 Su: 2, Mo: 9, Tu: 9, We: 11, Th: 12, Fr- 8, Sa: 8 mgiml
W6 Su: 5, Mo: 12, Tu 4, We: 4, Th: 2, Fr. 10, Sa: 12 mg/ml
w2 10 12 " 1 2 5 6
Comment Send comment to TMON
w3 12 8 8 12 10 8 6
w4 10 12 5 8 4 10 10
ws 9 9 1 12 8 8 2
w6 12 4 4 2 10 12 5
From 27/08/2019 Weeks 1
When | Mo Tu | we Th Fr |sa su
wi
July August September October November
Mon | Tue [Wed | Thu | Fri | Sat | Sun | |Mon | Tue |Wed | Thu [ Fri [ Sat | Sun | | Mon | Tue [Wed | Thu | Fri | Sat | Sun | |Mon| Tue [Wed | Thu | Fri | Sat | Sun | [Mon | Tue [Wed | Thu | Fri [ Sat | Sun
1 2 3 4 5 6 7 1 2 3 4 1 1 2 3 4 5 6 1 2 3
8 9 10 (11 [ 12 | 13 | 14 5 6 7 8 9 10 [ 11 2 3 4 5 6 7 8 7 8 9 10 | 11 12 | 13 4 5 6 7 8 9 10

15 16 17 18 19 20 21 12 13 14 15 16 17 18 9 10 11 12 13 14 15 14 15 16 17 18 19 20 1 12 13 14 15 16 17
22 23 24 25 26 27 28 19 20 21 22 23 24 25 16 17 18 19 20 21 22 21 22 23 24 25 26 27 18 19 20 21 22 23 24
29 30 31 26 27 28 29 30 31 23 24 25 26 27 28 29 28 29 30 31 25 26 27 28 29 30

¥ Today Submitted dose Planned dose

Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21 129


../IMG/Patients_195.jpg

Chapter 9: Patients

If the number of days (before the pharmacological prescription is to switch to "To be reviewed" status) has not yet
been reached, the therapy will remain in the "Active" status, but the new pattern will be shown, and the user will
simply be shown a warning message and will be able to compile the new schedule.

A\ Aitken Lambert, David Born 15/08/1952 (67y) Gender® Cod. 39807 Status Active/Hemodialysis | - | [¢)
Pharmacological prescription = [rermnace IR >}
Drug Mitopep I Status Active I Next administration 24 Sep 2019 (12 mg/ml)
Active ingredients list B | Nunpan Doctor Doctor
Reason
Product packages
Last change 21 Nov 2017 User demouser
25 pieces 100ma/ml Copsule
Start 06 Oct 2011 Stop Not defined
Administration route Oral Drug type Dialysis
Administration time
T Measurement unit: mg/mi Instructions Show dose as pieces
[ Rule dose Dialysis dose by week 2
10/10/2010 . .
3 At least one day should be inserted for every rule [150104] WMitopep, 25 pieces 100mg/mi Capsule - Oral
< g W1 Su: 8, Mo: 12, Tu: 12, We: 10, Th: 12, Fr. 8, Sa: 12 mgiml
3 selected days for this rule do not coincide with those scheduled for the treatment [100879] W2 Su: 6. Mo: 10, Tu 12, We: 1. Th: 1. Fr- 2, Sa: 5 mgiml
When | Mo Tu We Th Fr Sa Su W3 Su: 6, Mo: 12, Tu: 8, We: 8, Th: 12, Fr. 10, Sa: 8 mg/ml
W4 Su: 10, Mo: 10, Tu: 12, We: 5, Th: 8, Fr. 4, Sa: 10 mg/ml
NETE 12 12 10 12 8 12 8 W5 Su: 2, Mo: 9, Tu: 9, We: 11, Th: 12, Fr- 8, Sa: 8 mg/ml
W6 Su: 5, Mo: 12, Tu: 4, We: 4, Th: 2, Fr. 10, Sa: 12 mg/mi
w2 10 12 n 3 2 5 6
Comment Send comment to TMON
w3 12 8 8 12 10 8 6
w4 10 12 5 8 4 10 10
ws 9 9 1" 12 8 8 2
w6 12 4 4 2 10 12 5
From 24/10/2019 Weeks 1
When | Mo Tu We Th Fr Sa Su
w1
July August September October November
Mon | Tue | Wed | Thu | Fri | Sat | Sun Mon | Tue |Wed | Thu | Fri | Sat | Sun Mon | Tue | Wed | Thu | Fri | Sat | Sun Mon | Tue |Wed | Thu | Fri | Sat [ Sun Mon | Tue | Wed | Thu | Fri | Sat | Sun
1 2 3 4 5 6 7 1 2 3 4 1 1 2 3 4 5 6 1 2 3
8 9 10 1 12 13 14 5 6 7 8 9 10 11 2 3 4 5 6 7 8 74 8 g 10 11 12 13 4 5 6 7 8 S !
15 16 17 18 19 20 21 12 13 14 15 16 17 18 9 10 11 12 13 14 15 14 15 16 17 18 19 20 11 12 13 14 15 16 17
22 23 24 25 26 | 27 28 13 20 21 22 23 24 25 16 17 18 19 20 21 22 21 22 23 24 25 2 | 27 18 19 20 21 22 23 24
29 | 30 31 2 | 27 28 29 30 | 31 23 24 | 25 26 27 28 | 29 28 29 30 | 31 25 2 | 27 28 29 30
30

¥ Today Submitted dose Planned dose

Changing the pattern of a schedule plan
Changing the pattern of a schedule involves one of the following:
=  Addition of a day
=  Removal of a day
=  Movement of a day
= Addition of a week
=  Removal of a week

In all these cases “Dialysis dose by week” pharmacological prescriptions are switched to “To be reviewed” status,
except for point 3, in which case the “Pharmacological prescription review” window will appear to allow therapies to
be modified as required.

130 Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21


../IMG/Patients_196.jpg

Chapter 9: Patients

Restart Pattern Option

If the user wants to restart the treatment planning, even if the new schedule does not change the number of weeks,
this can be done by clicking the “Restart pattern” flag.

Restart pattern | |

This flag is unchecked automatically and set to read-only in all cases where the future schedule will have a different
number of weeks from the current or previous one.

Visibility on the clinic scheduler

If the treatment plan schedule contains planned appointments, the pharmacological prescriptions of the clinic's
scheduler will always be visible if the associated rule is “Dialysis single dose” or “Month rule”, while therapies with the
“Dialysis dose by week” rule will only be visible when the “To be reviewed” status has been dealt with.

Relationship with the pharmacological therapy

As with the current treatment plan, the planned treatment also has an effect on the Pharmacological Therapy. Every
time the days of the treatment schedule are modified (both the number of days, and changes of days), the
pharmacological therapy with "Dialysis dose per week" rule must be reviewed.

As already mentioned previously, it is also possible to define how many days prior to the start of the scheduling the
pharmacological dialysis therapy has to be reviewed. 4.1.1. of the Service Manual.

9.3.4.4 SINGLE DAY TREATMENT PLANNING

From the Treatment Schedule Plan menu it is also possible to create schedules for a single day, also known as
exceptions. In this case, the rules to be followed are that the start date must not be in the past and a treatment
schedule must have already been saved. If there is an overlap with the current schedule, the single day/exception has
greater priority and will therefore be used within the treatment. Once the date of the exception has passed, the data
will no longer be visible anywhere.

Single day planning E
Day planner Date Shift Resource

]

To create a new schedule for a single day, click the + button shown in the screenshot above.

ingle day planning X

vate  [13/102019 ez snift  [atternoon shir [=]
Resource  |Rcom4-Bed1 % ] Prescription | Alterative prescription -]
Pharmacological therapy
Enabled | Drug/active ingredient Dosage and frequency Dose Measurement unit | Status start
] Fepili - Fascox 2ml Al treatment 12 mi Active 11 Feb 2015
Single day therapy
Enabled | Drug/active ingredient Dose Measurement unit ATC code Doctor's name Last change
v |Nunpan x j‘ ‘!5| ‘ ‘ []| aoz8c01 demouser

+
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The related pop-up (see screenshot above) will then open, where it is possible to specify:

= The date when the schedule will be applied
=  The information regarding the schedule, i.e. shift, prescription and resource

The drugs to be administered to the patient: all drugs in “Active”, “Planned” and “To be reviewed” are proposed
automatically. If the user wants to administer the drug for the date selected in point 1, he must select the "Enabled"
flag (not selected by default) and change the dose, setting it above zero (the drugs proposed automatically cannot be
deleted from the table; in order not to administer them it is necessary to set the dose to 0 or to disable them via the
“Enabled” checkbox).

Using the + button in the “Single day planning” table it is also possible to add additional drugs other than those
previously proposed by the system. Unlike the drugs proposed by the system, the additional ones added can also be
removed.

Once all the information has been entered, the user can save the Schedule by clicking “OK”. At this point, the schedule
is entered in the relative table and it can be modified at any time by clicking the “Open single day” button.

Treatment schedule plan m
‘Treatment schedule plan-10 Oct 2010" has been saved successfully

From 24 Sep 2019 To 23 0ct 2019 Reference start date 10 Oct 2010

Mo Tu We Th Fr Sa Su
4008 6008 Defauit Prescription Defauit Prescription Defauit Prescription Defauit Prescription Defauit Prescription
= Afternoon Shift Afternoon Shift Morning Shift Afternoon Shift Morning Shift Afternoon Shift Morning Shift

Room 1 -Bed 2 Room1-Bed1 Room 1 -Bed 2 Room1-Bed1 Room 1 -Bed 2 Room1-Bed1 Room 1-Bed 2
Planned schedulation Single day planning
Week planner From To Restartpgf Day planner Date Shift Resource

240ct 2019 4

13 Oct 2019 Afternoon Shift Room4-8

Relationship with the pharmacological therapy

= Deleting a therapy

=  When a pharmacological therapy is prescribed in the schedule for a single day (by changing the dose from 0 to
a valid value) a link is created between the therapy and the schedule. The therapy cannot be deleted from the
“Pharmacological prescription” menu as long as it appears as scheduled in the planning. In this case, a message
will advise the user that he must remove the therapy from the schedule before deleting it.

= Displaying the next administration date

=  When a pharmacological therapy added on a single day basis impacts the patient's existing pharmacological
therapy, an alert is displayed.

Dialysis related therapy

Show current drug only ¥ Show single day drugf J

E Status From To |Drug / Active ingredient Packagels) ATCcode |Dosage this week  Dosage and frequency Next administration Doctor":

W 1 7h: 12 Sg: 12 mg/ml 21 Nov 2017 (33 me/
Active  060ct 2011 Mitopep - Nunpan 25 pieces 100mg/mi Capsule A02BCO1[l 57.00 mg/ml W 2 7h: 1 mg/mi i Doctor,

See more...

Active 04 Jul 2013 Fepili - Fascox Spieces 50ml vials BOSXAOld 48.00 ml 12ml All Treatment d 21 Nov 2017 {12 ml) Doctor

| £ This date was generated bedsUse of a single day exception [100952]

2 records found

=  Displaying "Single day therapies"
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=  When a new pharmacological therapy is added as a single day therapy and the drug is not already prescribed
for the patient (in the "Pharmacological Therapy" menu), the drug can be viewed by clicking the check button
(see screenshot below).

Show current drug only I Show single day drug [v] l
? Status From To Drug / Active ingredient Package(s) ATC code |Dosage
.-‘ Active 11 Feb 2015 Fepili - Fascox Spieces 50ml vials BO3XA01 6.00m
1 record found
Single day therapy
? Status Date Drug / Active ingredient ATC code | Dose | Doctor’s name
®’ Planned 13 Oct 2018 Adipnaf - Alinuv BO1ABO1 5.00 demouser

1 record found

9.3.4.5 INVALIDATION

The treatment prescription has an expiry date after which it cannot be used. If the Treatment schedule plan contains
planning which references expired prescriptions, the scheduled treatments are rendered invalid and must be replaced
by an active prescription.

Treatment schedule plan

B No enabled treatment prescriptions found for this patient

m There is 1 error

From 24 Sep 2018 To Reference start date 08 Sep 2011
Mo Tu We Th Fr Sa Su
€1 Defauit Prescription £ Defauit Prescription £ Defauit Prescription
-
B Afternoon Shift Afternoon Shift Afternoon Shift
Room2-8ed1 Room2-Bed 1 Room 2 -B8ed 1

9.3.5 PHARMACOLOGICAL PRESCRIPTION

Pharmacological prescription: is a view where drugs can be prescribed for the patient to take at home or during the
dialysis therapy. It is divided into three tabs: “List”, “Drug evolution history” and “Timeline”. In order for this section to
work correctly, the drug data must be filled in correctly. For details, refer to the Service Manual.

Pharmacological prescription

List | Drug evolution history || Timeline

Note

\ P Do not use this section for prescribing drugs already managed in other
specific sections of the software (e.g. anticoagulant in HD prescription,...).
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9.3.5.1 LIST

This is the main overview, and lists the patient's pharmacological therapies. For easy viewing, it is subdivided into two
sections: “Home therapy” and “Dialysis related therapy”. This list includes all the pharmacological therapies linked to
the patient.

¥ || Aitken Lambert, David [39807] X | Clinic Home Page =+

/A AitkenLambert, David Born 15/08/1952 (67y) Gendery' Cod. 39807 Status Active/Hemodialysis [ 1] @
Pharmacological prescription m

List || Drug evolution history | Timeline

Regular therapy m

Show current drug only

? Status From To Drug / Active ingredient Package(s) ATC code

4 Active 11 Feb 2015 Fascox 12 mg Effervescent Tablets BO3XA01

1 record found

Dialysis related therapy m

Show current drug only Show single day drug D
? Status From To Drug / Active ingredient Package(s) ATC code
P Active 06 Oct 2011 Mitopep - Nunpan 25 pieces 100mg/ml Capsule  A02BC01
." Active 04 Jul 2013 Fepili - Fascox Spieces 50ml vials BO3XA01

2 records found

By default, the drugs with a current status other than "Terminated" are displayed. The drugs with "Terminated" status
can also be viewed by removing the flag from the “Show current drugs only” checkbox.

Show current drug only L]
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This view is not meant as a registry that highlights all the activities carried out on the drug prescription; rather, it only
shows the new versions of drug administration. To create a new version, precise rules must be followed as listed
below:

=  Home administered drug: at least 24 hours must have passed since the last therapy change and one of the
following fields must be changed: scheduling days changed, dosage change, change of doctor who changed the
therapy or change of comment.

=  Drug taken during dialysis treatment: there must be at least one treatment where this drug was administered,
and at least one of the following fields must be modified: schedule days, dosage, box type or drug name
(referring to the same active ingredient), doctor who changed the therapy or Comment.

If a new version of a drug prescription is being created after a change in dosage, and the "Ask reason for change in
dosage" flag has been set as true in the clinic parameters, when the new version is saved a pop-up will appear
allowing the user to enter the reason for the change in dosage.

Please insert the reason for dose change {(optional)

Reason for dose change ’Reason for change: previous dosage not correcd

oK

This information will then appear on the timeline, in correspondence with the change in dosage.

Drug tvpel El Show current drugs only O
2011 2012 2013 2014 2015 2016 2017 2018 2019
2011 2012 2013 2014 2015 2016 2017 2013 2019

Drug name
ceccbecerece beceeccccecc Erecccccccboccececccccbecccccceoc beoeccccccce becccceccc boccocccecec e

P Eriramuf M

Regular

P Fascox I =
Regular

WV Fascox
Dialysis
k = T

Fepili

Reason for change: Reason for change: previous dosage not correct (04/06/201

P Nunpan I
Dialysis
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As this section is very important, the meanings of the various columns are explained below.

136

=  Status icon: identifies if the drug is in a “suspended” or “to be reviewed” status by icon
= Drug type: identifies drug type by icon. This can have the following values:

e Home: home administered drug
e Asneeded: drug to be administered as needed
e Relative to dialysis: drug to be administered during dialysis
= Status: this is the status of the drug. It can have the following values:
e Active: the patient is taking the drug according to the established rules;
e Suspended: the patient is not currently taking the drug;

e Planned: the patient is not yet taking the drug, and will start in the future; if the user now decides to
end the drug, it will be removed from the archives and no trace of it will remain anywhere in the
system.

e The prescription automatically becomes Active on the pharmacological therapy start date.

e Terminated: the patient is not taking the drug; when a drug in this status is displayed the button “Copy
to” appears, and if clicked, it creates a new pharmacological therapy identical to the Terminated one,
the only difference being the start date, end date and doctor fields. It is then the responsibility of the
user to modify the new pharmacological therapy as required, and save it.

e |tis possible to terminate a drug prescription by clicking the “Terminate” button, which appears when
the drug is displayed, and selecting the date the drug is to be terminated in the pop-up that appears
after the button is clicked. If the date chosen corresponds to today’s date, the termination will be
immediate. This means that for drugs to be taken during treatment, if a treatment is scheduled for
that day, the therapy will not appear among those to be administered.

Pharmacological prescription termination

Termination date 24/09/2019 @

Termination comment

= To be reviewed: this is a condition which occurs for drugs taken during the dialysis treatment and for which

the administration rule is connected to the “Treatment planning” of the patient. The “To be reviewed” status
indicates that the scheduling of the related treatment has been changed after the creation or modification of
the pharmacological therapy. It is possible that the days of the week when the patient must take the drug no
longer coincide with the treatment planning. This also occurs for existing drugs that are dialysis therapy and
regular therapy, when an allergy is entered after an active ingredient has already been prescribed to the
patient.

=  From: the start date of this administration. It is not the date of the creation of the drug prescription, given that

the therapy may have been changed over time.
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= To: the end date of this administration. This information may be absent. Following the termination of a therapy
by clicking on the “Terminate” button (and only for the immediate termination of the therapy) the time of the
termination will appear, only for the day in question.

Dialysis related therapy
Show current drug only | Show single day drug D

? Status From To Drug / Active ingredient Package(s) ATC code

57‘ Terminated 05 Oct 2010 09 Oct 2010 Fepili - Fascox Spieces 50ml vials BO3XA01

.7' Terminated 10 Oct 2010 03 Jul 2013 Fepili - Fascox Spieces 50ml vials BO3XA01

e Active 06 Oct 2011 Mitopep - Nunpan 25 pieces 100mg/ml Capsule A02BCO1

.7‘ Active 04 Jul 2013 Fepili - Fascox Spieces 50ml vials BO3XA0]

4 records found

» Drug/ Active ingredient: if a generic drug is prescribed only the active ingredient will be shown, otherwise the
name of the drug and its active ingredient are shown. If the drug has multiple active ingredients, only the first
two are shown, followed by “...”.

Zaminreum - Alinuv/Eriramuf/Fascox/Hephobase/Iraderac/Nunpan...

=  ATC code: this is the ATC classification of the drug.

=  Dosage per week: this is the dose taken by the patient in the course of a week. In the case of administration
over several weeks, the average of the various weeks is calculated.

= Dosage and frequency: this shows the dose and frequency of the dose in detail. In the case of administration
over a number of weeks only the first two weeks are shown. The “View in detail” field is then shown: here the
other weeks can be displayed by positioning the mouse on them.

Dosage and frequency Next administration

W 15u: 8 Mo: 12 Tu: 12 We: 10 Th: 12 Fr: 8 So; 12 mg/ml

W 2Su:6Mo: 10 Tu; 12 We: 11 Th: 1 Fr: 2 Sa: 5 mg/ml 30 May 2018 (1 mg/ml)

See more...

12ml Al treatment W 15u: 8 Mo: 12 Tu: 12 We: 10 Th: 12 Fr: 8 Sa: 12 mg/ml
W 25u: 6 Mo: 10 Tu: 12 We: 11 Th: 1 Fr: 2 Sa: 5 mg/mi
W 3 Su. 6 Mo: 12 Tu; B We: 8 Th: 12 Fr; 10 Sa: 8 mg/ml
W 4 Su: 10 Mo: 10 Tu: 12 We: 5 Th: 8 Fr: 4 Sa; 10 mg/ml
W 55u:2Mo: 9 Tu: 9 We: 11 Th: 12 Fr: 8 Sa: 8 mg/ml
W 65u:5Mo: 12 Tu: 4 We: 4 Th: 2 Fr: 10 Sa: 12 mg/ml

=  The screenshot above is just an example, given that the content of this field depends on the type of rule of the
selected dosage.

= Next administration date: This field is calculated automatically based on the administration rules set. For drugs
in Suspended or Terminated status, this field shows the value “-”. As soon as a new drug therapy has been
saved, this field contains the value “Calculating...” which will be replaced a few seconds later by the next date
of administration. The text will read “No treatment schedule defined” when the information cannot be
calculated because there is no treatment plan available.

= Name of doctor: the name of the doctor responsible for the pharmacological prescription.
= Comment: a comment can be inserted when creating the pharmacological prescription.

= Action: contains a button which varies according to the drug's status. The possible values are explained below:
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e Suspend: appears in the case of active drugs; clicking it opens a new window where the user can
suspend the drug. The default start date for the suspension is set at today’s date, but can be changed
to a later date. It is also possible to add a comment to specify the reason for the suspension.

Pharmacological prescription suspension

ser | 24/09/2019 B

Suspension comment

e Suspended: appears in the case of active drugs for which a suspension at a later date has already been
inserted. After clicking it, the user can view the suspension and modify both the start date and the
comment. The future suspension can also be suspended by clicking the “Delete suspension” button.
In this case, the drug becomes active again, and no trace of this operation will remain, given that the
suspension had not yet begun and the status of the drug remains unchanged.

Pharmacological prescription suspension

st | 2471072019 B

Suspension comment

e Reactivation: appears in the case of drugs which are currently Suspended. After clicking this field the
user can view the suspension entered and the comment entered when it was suspended. The
reactivation date can be entered. If the date entered is today’s date, the drug becomes active
immediately. If the date entered is in the future, the drug will remain Suspended, and will be activated
automatically when the date is reached.

Pharmacological prescription suspension

Reactivaton | 24/09/2019 2]

Suspension comment

Reactivation comment
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= Add new...: this is used to insert a new pharmacological prescription, both for administration at home and for
use during dialysis treatment. Clicking here opens a window to search for the drug, with the cursor already in
the right position to start the search. If the user types at least three characters of the drug's name, all those
drugs which satisfy the search criteria appear. Please note that the search does not include or visualise the
various pack sizes available.

New drug X

ise catalogue. O Commercial drugs (® Generic drugs O Al used drugs |Advanced search._|

searchin: (O Hou:

Fill at least three characters to start search

There are four different search modes:

= (Clinic catalogue: Searches among all the drugs in the clinic drug catalogue.

= Commercial drugs: Searches among all the drugs in the drug database that are defined as commercial;

= Generic drugs: Searches among all the drugs in the drug database which are defined as generic or only as active

ingredient;

= All drugs used: Displays the entire list of drugs already prescribed in the therapies of all patients.

Once the search criteria have been entered, a list of drugs is automatically generated, which may also include warning

icons to the left of the drug name.

New drug X
searchie: O = ok o O Alused angs

|ado.

Adolat

Fresenius Medical Care
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Messages of this kind do not block the search process for the drug, but just give warnings. The following are the
warnings which may appear if a drug with an icon is selected:

= The drug interacts with other drugs which have already been prescribed for the patient.
= Eriramuf

1 Drug interaction

Eriramuf has the following interaction with current patient drug prescription

‘ Active ingredient name | Description of the interaction

\ Fascox Ingredient Interaction Eriramuf-Fascox

J

= A drug with the same active ingredient has already been prescribed or is among the regular drugs or the
treatment drugs prescribed.

"] Fepili
T

A drug with the same active ingredients has been already prescribed. Do you want to continue?

= Inthis case, after clicking on the Yes button, a warning message will appear in the active ingredient field, which
tells the user to pay attention because the same active ingredient is already prescribed, but it will allow the
drug to be prescribed regardless. In the No button is clicked, the user returns to the drug search view.

Pharmacological prescription X

A\ AitkenLambert, David Born 15/08/1952 (67y) Genderd Cod. 39807 Status Active/Hemodialysis | | [¥)

Pharmacological prescription m  Sme |
og | = Swus  Acive Next administration
Active ingredients list £ ‘ Fascox ‘ Eoce I i E‘
] The selected drug causes interactions with Rextin i E‘
Tooze Meas, (| BErimuf 1100652) |
- Last change 245ep 2019 User  demouser
d £ 1 Drug already prescribed on regular and dialysis therapy [160201] [=] |
ES swrt | 24/09/2019 ez sop [ ao/mm/ny B
[ orpe  [Regur =
= Instructions Show dose as pieces
3 Rule dose [Singie dose every [ v | Measurement unit: pesl ]
Fascox, 0
No relation with meal
Comment Send comment to TMON ]
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= Take care because the patient is allergic to the active ingredient selected for administration.

a‘!i}g"*r‘ cﬁwi :

I waming: 100861

Patient Aitken Lambert, David [39807] is allergic to: Nunpan

If the drug shows several warning icons, once the drug has been selected all the warning messages will be shown in
sequence.

There is also an advanced search, where clicking a button opens a window listing all the drugs, both generic and
commercial, in the drug catalogue.

New drug X

Searchin: () House catalogue (O commercial drugs (®) Generic drugs O Al used drugs
= — |
Drug / Active ingredientl Searct 0\ | ATC c[assiﬁcaﬁon[ ATC classificatio |E||
Drugactiveingredient" ug active ingredient E‘l
? \ Drug / Active ingredient ATC description Medicinal detzils
[Show Details|  Adipnaf Heparin One Adipnaf
[Show Details| ~ Adolaf Paracetamo! Adolaf
igrruowitieta'ﬂ;} Alinuv Paracetamol
|Show Details} Baxada Furosemide Boxada
i@\ Corsoral - Clinic Drug Furosemide
[show Details|  Eriramuf Iron
|Show Demil§§ Eriramuf/Pentac Pantoprazole
ishow Demils} Fascox Eritoproetin
[Show Details|  Fascox/Pentac Hepatitis Vaccine
igrlow Details|  Fepili Eritoproetin Fepili
|Show Details|  Geracox Iron Geracox
|Show Details| Iraderac Iron
i@\ Mitopep Omeprazole Mitopep
!Sﬂqyg petzj!s_f Nunpan Omeprazole
|Show Details| Opantig Pantoprazole Opantig
iShow Delzils_i Paletal Antihypertensive ||
20 records found
I ——
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This list can be filtered in three different ways:

Drug / Active ingredient: by typing at least one character; the search only shows the drugs which satisfy the

[ vevJoonoe | o

[ ]
search criteria
Global master data
Dﬂlg
Drug / Active ingredienl| ad x I
Commercial ganeri:| lz”
? } Drug / Active ingredient ATC description
Adipnaf Heparin One
Adolaf Paracetamol
Baxada Furosemide
Iraderac Iron

4 records found

Generic/Active ingredien(| E”

Show disabled| No ]EH

Generic/Active ingredient Commercial generic | Disabled

No No No
No No No
No No No
Yes No No
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= ATC Classification: by typing at least three characters of the ATC description (the search only shows the drugs
which meet the search criteria) or clicking on the button to show a default list of all the ATC classifications.

¥

20 recq

Drug / Active ingredient‘, 3

ATC classification X

O, ’ ATC classiﬁcaﬁon,

By description || By code
ATC description } o, I
2 ATC code ATC description
|Show Details|  A028C01 Omeprazole

Show Details| A02B8C02

|Show Details| BO1AB

[Show Details| B01AB01

|Show Details| B03A

|Show Details|  803XA01

|Show Details|  C02AB

|Show Details| co3caot

|Show Details| J078C

Show Details) NO2BEO1

Pantoprazole
Heparin

Heparin One
Iron

Eritoproetin
Antihypertensive
Furosemide
Hepatitis Vaccine

Paracetamol

i

10 records found

= Active ingredient: by typing at least three characters of the name of the generic drug (the search only shows
the drugs which meet the search criteria), or clicking on the button to show a default list of all the generic

drugs.

I

Drug

Drug / Active ingredient| Se

Drug active ingredient| (

VFuII list || Search

¥

§how Def(ailg_
[show Details|
[show Details
[show Details|
}»SVhoer‘etailg
|Show Detail%;
show Detais
(Show Details
| Show Detai[s

[Show Details|

11 records found

o, | ATC classiﬁcaﬁon!

=]

Drug active ingredient

Local active ingredient code
001
010
1210
002
003
11
004
005
007
006
12

Active ingredient name
Alinuv

Alinuv/Eriramuf
Alinuv/Eriramuf/Fascox/Hephobase/Iraderac/Nunpan/Pa...
Eriramuf

Fascox

Hephobase

Iraderac

Nunpan

Paletal

Pentac

Reetinerumin

Complex Active Ingredient

Yes

No
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Once the search has found the drug to administer, click on the drug or on the OK button to open the window for the

pharmacological prescription.

Pharmacological prescription

A AitkenLambert, David Born 15/08/1952 (67y) Genderf? Cod. 39807 Status Active/Hemodialysis | | [$)
Pharmacological prescription m
Drug  |Adolaf x :‘ Status Active Next administration No schedulation defined
Active ingredients list Alinuv Doctor ‘

Reason

Product packages

: Lastchange  245ep2019 User  demouser
|20pieces 1mi vials E‘
+ st | 24/09/2019 e swop | aa/mmyy [

. oawwe (D o
Administration time [~]

e {D T kB Measurement unit: E Instructions Show dose as pieces []
L0 alyss dase by weel Reference start date: 10/10/2010

Adolaf, 20pieces 1ml vials

Weeks |1 E]
When | Mo Tu We Th Fr sa | su
wi [ ] [ ] L 1L J[ 1
) Comment Send comment to TMON [ ]
July August September October November
Mon [ Tue |Wed [ Thu | Fri | sat | sun | [Mon| Tue |Wed | Thu | Fri | Sat | Sun | [Mon | Tue [Wed | Thu | Fri | sat | Sun | [Mon| Tue [Wed| Thu | Fri | sat | sun | [Mon | Tue |Wed | Thu | Fri | sat | Sun
2 8 ] e | 5] e [ 1 [2]s 4 1 1 |2[3][af[s]s 1[2]3s
8 |o|w|u|n||w||se|7[8|]ofwo[ufl2a|[s]as4[s5]|6[7]|s8[7]8|s|w|u[||[4]5[6][7[88]s]1w

15 16 17 18 19 20 21 12 13 14 15 16 17 18 g 10 11 12 13 14 15 14 15 16 17 18 19 20 11 12 13 14 15 16 17
22 23 24 25 26 27 28 19 20 21 22 23 24 25 16 17 18 19 20 21 22 21 22 23 24 25 26 27 18 19 | 20 21 22 23 24
29 | 30 31 26 27 28 29 30 31 23 24 25 26 | 27 28 | 29 28 | 29 30 | 31 25 26 | 27 28 29 30

¥ Today Submitted dose Planned dose

The main difference between a “Home therapy” and a “Dialysis related therapy” is in the definition of the doses, the
rules and the packaging of the drug. A detailed description of the single fields/areas is provided below.

Drug definition area: the screen varies depending on whether the search was for a commercial drug or a generic

drug/active ingredient:

144

= Commercial drug:

e Drug: contains the name of the drug; if the drug is not a generic and the corresponding generic is in
the drug catalogue (active ingredient, but not pure generic), the field will appear as editable and the

X
user can change the drug, switching from commercial to generic, (by clicking on the —_icon) and vice
versa (selecting the drug from the list via the “...”).

Drug ‘Mitom X E]I

e Active ingredients: read only, it contains the name or names of the active ingredients which make up
the drug. (A maximum of two active ingredients are shown). If the drug interacts with other drugs
already taken by the patient, or if the patient is allergic, this field shows a warning message indicating
this;
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e Product packages: if only one format is defined in the drug database, this one is offered by default; if
there are different types the field is left empty, marked as mandatory, with the possibility to choose
up to a maximum of three packages. Depending on how the drug catalogue is put together, and
specifically the “Weight/capacity of single unit” and “Measurement unit” fields, one or another view
will appear:

=  The “Weight/capacity of single unit” and “Measurement unit” fields already contain correct
values in the drug catalogue (See section 4.2.8 of the Service Manual):

Pharmacological prescription

Drug | Valome :~--\‘

Active ingredients list @ | Alinuv/Eriramuf

3
Product packages Single unit capacity | Meas. Unit
. Cl
+

25 pieces 100mg Capsule
25 pieces 250mg Capsule

= The “Weight/capacity of single unit” and “Measurement unit” do not contain values in the
drug catalogue (See section 4.2.8 of the Service Manual). The user is responsible for
compiling these fields

Drug [ Vaiome \7\‘

Active ingredients list B | Alinuv/Eriramuf

Product packages Single unit capacity | Meas. Unit

|25 pieces 100mq Copsule \T\] \ ‘ ‘

+

= |fthe user adds another package, and this has also been defined in the drug catalogue without weight and units

of measure, the user cannot type in the units of measure related to the second package, which will be copied
directly from the first package.

Reason

Product packages Single unit capacity | Meas. Unit
= T Last change 24 Sep 2019
25 pieces 100mq Copsule =] | |me ]

5 St | 24/09/2019 =
‘25 pieces 250mq Copsule ’ v ] ‘ ‘[1 mg | X
||
+ I [ This measurement unit will be copied from the first valid or inserted. [140018) | l ']

= |f two or more product packages exist for the same drug, and the weight and units of measure is not defined
for all the packages in the Drug Catalogue, the following situation occurs:

e Selection of the packaging with weight and units of measure already defined in the drug catalogue:

Product packages

25 pieces 100mg Capsule [ZJI

+

Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21 145


../IMG/7_168.jpg
../IMG/patients_001.jpg
../IMG/patients_003.jpg
../IMG/Patients_004.jpg

Chapter 9: Patients

e A package without defined weight and units of measure is added to the drug catalogue:

| Reasen Reoso

Product packages Single unit capacity ‘ Meas. Unit

|25 ieces 100mgq Copsule E” | 7 | lmg | 1 D aEe Ko bl
—_— -
‘ 77[25 pieces 250ma Capsule E] ‘ H mg | X|

‘ + | [l This measurement unit will be copied from the first valid or inserted. [140018] | E‘

= The weight and units of measure must be entered with great care and attention, because when the therapy is
saved an info message is shown, which advises the user that the information just entered will update the drug
catalogue.

I Waming: 140006

TSS is going to update drug DB information with provided dosages and measurement units

T

= (Clicking the “OK” button saves the pharmacological prescription and amends the drug catalogue; if the user
clicks “Cancel” the pharmacological prescription is not saved, and no changes will be made to the drug
catalogue.

= Generic drug / active ingredient:

e Active ingredient: read-only, and contains the name or names of the active ingredients which make
up the drug. (A maximum of two active ingredients are shown). If the drug interacts with other drugs
already taken by the patient, or if the patient is allergic, this field shows an warning message with the
relative information;

o Dose, units of measure and pharmaceutical form: obligatory fields which are filled in by the user.

e If the generic drug consists of only one active ingredient, or of three or more active ingredients, the
following screen will appear (if the dosage, units of measure and the pharmaceutical form are the
same, in the case of 3 or more active ingredients):

Active ingredients list £ \ Nunpan

: Dose | Meas. Unit | Pharmaceutical form \ \

CI— Eeformeeies o E |
[+

e If the generic drug consists of two active ingredients the following table will appear; where different
units of measures can be selected on the same line, but with only one pharmaceutical form.

Drug E”

Active ingredients list Eriramuf/Pentac

[Dose | MU | Dose w MU Pharmaceutical form | \

E o o Cldrromoccucaom ] |
+
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= |n both cases, it is possible to specify a maximum of three packages, taking care that the units of measure and
pharmaceutical form are the same for each package.

3
Dose Meas. Unit Pharmaceutical form
[ 10 ‘ mi E Injection [L]!
|20° ’ g E Effervescent Toblets [z\'
\100 ‘ Measurement units must be the same for each package [100860] \t“

Pharmacological prescription

m Thereis 1 error

Drug \j%
Active ingredients list B | Eriramuf/Pentac
k]
Dose MU Dose MU Pharmaceutical form
‘5 ‘ mg FH '5 ‘ mg E] ’E&ervescenr Toblets [jH
’20 ‘ mg El ‘50 ‘ g E ’Eften/escent Toblets iEH
‘10 ‘ [mg F| %10 H £3 Measurement units must be the same for each package [100860]

Status: A non-editable field, with contents which change depending on the start and end dates specified. The default
status is “Active”. If the start date is in the future the field will become “Planned”. If the end date is before today, the
field will become “Terminated”.

Next administration date: this label shows the next date of administration for the drug as calculated automatically by
the system based on the start date, the planning rule, and in the case of the dialysis therapy, the date of the start of
the treatment plan schedule when the therapy is “Active” or “Planned”.

When the therapy is in “to be reviewed”, “suspended” or “terminated” status, the “-“ symbol appears as no
information can be calculated. The text will read “No treatment schedule defined” when the information cannot be
calculated because there is no treatment plan available.

Doctor: A non-mandatory field; it can be filled with the doctors defined in the “Clinic staff” section of the “Master
data” menu who have “Yes” in the “Doctor responsible for the drug prescription” field. If the user’s profile
corresponds to these criteria, this field is filled-in by default during issue of a new pharmacological prescription.

Last change: Non-editable field. When a new pharmacological prescription is being entered this field is given today’s
date; when a pharmacological prescription is being modified this field shows the last modification date, and if the
prescription is modified it is updated with the current date.

User: Non-editable field. When a new pharmacological prescription is being entered, this field shows the user who is
issuing the pharmacological prescription. When a pharmacological prescription is being modified this field shows the
last user to modify the prescription, and it is updated with the current user if the prescription is modified.

Start: Mandatory field. When a new pharmacological prescription is being entered, this field shows today’s date by
default, but this can be modified and dates in the past or future (in which case the status becomes “Planned”) can be
entered. When a pharmacological prescription is being modified, no changes can be made to this field. However, the
date will be modified automatically when the rule, dose, or the doctor responsible for the pharmacological
prescription changes (for drugs for the dialysis therapy there must be at least one treatment which has used this drug,
whereas for drugs for home therapy at least one day must have passed since the last administration).
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End: Optional field. It is empty while the prescription is entered and can be set with a date later than or equal to the
one entered as start. If an active pharmacological prescription is undergoing a modification, it is possible to enter an
end date which is after or equal to today’s date in the event of regular drugs. For dialysis therapy, it is only possible to
define an end date for an active therapy which is later than the date of the treatment when the drug was last
administered.

Administration route: This field can be mandatory or optional, depending on the setting made in the configuration
parameters of the clinic configuration function. Another option set in the clinic configuration is the family of
administration routes to be displayed:

= Always use complete list: the value of the field can be selected from the complete list of administration routes.

= Use complete list if drug list is empty: the value for the field can be selected from the set of administration
routes defined for the family of drugs containing the same active ingredient. If nothing has been set the
complete list is provided.

Furthermore, if the drug being prescribed has only one possible administration route set for all the packages in the
drug catalogue, the field becomes a read-only field and contains that value by default.

Administration route 3 ‘ m‘

- Intramuscular 13
Instructions

Nasal 12
Paletal, 20pieces 1ml vi Oral 1
ml Every Days Oral (Aerosol) 6
No relation with meal | Parenteral 30
Sublingual 8

Transdermal 5

Drug type: Mandatory, pre-filled in field which can only be modified during creation of a new pharmacological
therapy. The value of this field changes depending on whether the “Add new...” button was activated from the home
therapy section, or from the related dialysis therapy section.

Drug type ’ Regular E’
Meal relation
Dialysis
, Regular I

Meal relation: Pre-filled in field only visible for the regular pharmacological prescription. The value of this field is
written in the instructions.

Meal relation ‘No relation @
After meal
Before meal
n 5 ml, Dinner 10 mi During meal
n 5 ml, Dinner 10 ml Far from meal

L[\Jo relation ]

Administration time: This field is only visible for the related dialysis therapy prescription.

Administration time Post-dialysis F'

1 hour to end of dialysis
At end of dialysis

At start of dialyisis
During dialysis

On demand

S| Post-dialysis

Pre-dialysis
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Reason: Optional editable field. It can contain the reason for issue of the pharmacological prescription. The reason can
be taken from the disease catalogue. Once it has been selected and the drug has been described, this reason is added
to the patient's "Comorbidities". If the reason is already listed under the patient’s “Comorbidities”, it is not added
again.

Reason | E”

Search by disease catalogue || Search | Search on renal diseases || Search by code
Catalogue l 1cD10 X E‘l Name O,
? User code Name Is it a renal disease?
| Show Details No ICD Code No
Show Details| (A0D-ACS) Intestinal infectious diseases No
‘Srirlow betailrs‘ (ADD-B99) Certain infectious and parasitic diseases No

Measurement unit: Optional field which is filled in automatically or manually depending on how the drug is defined in
the drug catalogue, and whether any customised units of measures are present (See section 4.2.8 of the Service
Manual):

= No customised units of measure: the field cannot be edited, and by default it shows the value associated with
the product package or the value set for the active ingredient. In the case of product packages for which no
unit of measure is set in the drug catalogue, this field will show the value added by the user.

= One or more customised units of measure are present:
e Generic drugs: the field is left empty by default.

e Assoon as the user sets the units of measure related to the package, this field is set automatically.

Pharmacological prescription X

/A AitkenLambert, David Born 15/08/1952 (67y) Genderf? Cod. 39807 Status Active/Hemodialysis |+ | [
Pharmacological prescription m
Drug ( \j Status Active Next administration No schedulation defined
Active ingredients list B | Nunpan Doctor ‘ E]
Reason ‘ E]‘
Dose Meas. Unit Pharmaceutical form
5 l E = [m E\ Last change 245ep 2019 User demouser

st | 24/09/2019 B sop | aa/mm/yy H

Administration route E3 Drug type Dialysis =]
Measurement unit: . "

T Instructions Show dose as pieces

£ Rule dose | Dialysis dose by week | v | Refrence st datéc S0/ 0/ B0 o
P - Nunpan, 12 ml, Injection
Weeks El No submission

When | Mo

+

Comment Send comment to TMON [ ]
July August September October November

Mon [ Tue [Wed [ Thu | Fri | sat [ sun | [Mon [ Tue [Wed | Thu | Fri [ Sat [ Sun | [Mon [ Tue [Wed [ Thu [ Fri [ Sat | Sun | [Mon] Tue [Wed [ Thu [ Fri [ Set [ Sun | [Mon] Tue [Wed [ Thu ] Fri [ Sat [ Sun

1[2]s[e]s]s[7 123z« 1 12]s[a]s]s 1]2]3

8 9 10 1 12 13 14 5 6 7 8 9 10 11 2 3 4 5 6 7 8 7 8 9 10 1 12 13 4 5 6 E/ 8 9 10

15 | 16 | 17 | 18 | 19 | 20 | 21 12 (13 | 14 | 15 | 16 | 17 | 18 9 10 | 11 12 | 13 14 | 15 14 (15 [ 16 | 17 | 18 [ 19 | 20 11 [ 12 | 13 | 14 | 15 | 16 | 17
22 | 23|24 | 25 | 26 | 27 | 28 19 (20 | 21| 22 | 23 | 24 | 25 16 | 17 | 18 [ 19 | 20 | 21 | 22 21 | 22 (23 ) 24 | 25| 26 | 27 18 19| 20 | 21 ( 22 ( 23 | 24
29 [ 30 | 31 26 | 27 | 28 | 29 [ 30 | 31 23 P24 | 25 | 26 | 27 | 28 | 29 28 | 29 [ 30 [ 31 25 | 26 | 27 | 28 | 29 | 30

¥ Today Submitted dose Planned dose
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e However, the user can still select a customised unit of measure.

E3 Rule dose'Single dose every B'

Measurement unit: |mg/mil E]

l | Days

mg/mi
Spoon

]

Drops

e Commercial drugs: if the selected packaging already has a value in the units of measure field in the

drug catalogue, this value is set by default, while the user can still select a customised unit of measure.

Pharmacological prescription X

Measurement unit:

Dose Every l:l Days [~]

A\ AitkenLambert, David Born 15/08/1952 (67y) Genderf' Cod. 39807 Status Active/Hemodialysis | * E
Pharmacological prescription m
Drug ‘Mt X F_T” Status Active Next administration
Active ingredients list Alinuv Doctor l E]
£ Reason ‘ D}
Product packages ‘
— — Last change 245ep 2019 User  demouser
kugl§s 1m vials -]
py swrt | 24/09/2019 B sop [ aa/mmpmy 222

Instructions Show dose as pieces ]

Adolaf, 20pieces 1ml vials
mi Every Days
No relation with meal

Comment Send comment to TMON [ ]
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If the selected package does not have a value in the units of measure field in the drug catalogue, the

value entered by the user is set by default, while the user can still select a customised unit of measure.

Pharmacological prescription X
/A AitkenLambert, David Born 15/08/1952 (67y) Genderc? Cod. 39807 Status Active/Hemodialysis | * | ()
Pharmacological prescription [ concel | | oo |
Drug lvm'ome [___H Status Active Next administration
Active ingredients it £ ‘ Alinuv/Eriramuf Doctor | =]
= Reason E‘
Product packages | singte unit capacity | Meas. unit
Lastchange  245ep2019 User  demouser
|25 pieces 100ma copsute = [ | e ]
3 sart | 24/09/2019 H swop | da/mm/yyyy H
Meal relation No relation [~]

2 Rule dose Single dose every [~ | Measurementunic: fmg [~

Instructions

Valome, 25 pieces 100mg Capsule
mg Every Days
No relation with meal

Comment

Show dose as pieces ]

Send comment to TMON ]

H

e The user can also leave the units of measure fields empty. He can therefore modify them later and

enter the respective values.

Pharmacological prescription

Pharmacological prescription

/A AitkenLambert, David Born 15/08/1952 (67y) Genderf Cod. 39807 Status Active/Hemodialysis | * E’

Drug ‘ Valome

]

T
Active ingredients list £ | Alinuv/Eriramuf

Single unit capacity | Meas. Unit

o [ | |

Product packages
‘25 pieces 100mq Capsule
45

Measurement unit:

Next administration

&

=

Status. Active
Doctor |
Resson |

Lastchenge  245ep2019

Instructions

Valome, 25 pieces 100mg Capsule
Every Days
No relation with meal

Comment

User
Stop
Drug type

Meal relation

demouser

Show dose as pieces [ ]

Send comment to TMON [ ]

H
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Instructions: Optional, non-editable field which is automatically filled-in according to the rules and dosages specified

for the pharmacological prescription.

Instructions Show dose as pieces D

Fepili, 5pieces 50ml vials - Oral
2 ml All treatments
Post-dialysis

If the user selects a customised units of measure, it is not possible to show dosage by pieces, and the “Show dose as

pieces” field is hidden automatically. If a units of measure belonging to a drug catalogue is selected, the

Show dose as pieces (/|
— field can be selected to view the written instructions for calculation of the dosage on

the basis of the pack size. If not all fields required for calculation of the number of pieces have been filled in, an

information message will be shown. The necessary data are “Weight/capacity of single unit” and the units of measure.

Instructions Show dose as pieces [/

Fepili, 5pieces 50ml vials - Oral
1/25 of 50 mi All treatments
Post-dialysis

If the drug is composed of two active ingredients and the user has selected only one package, the word "unit" will
appear instead of the weight of the single unit in the instructions.

Instructions Show dose as pieces (/]

Fepili, 5pieces 50ml vials - Oral
1/25 of 50 mi All treatments
Post-dialysis

Comment: Optional editable field. It can be used to enter a comment on the pharmacological prescription. If the

Send comment to TMON [¢/] . ) ) .
— field is flagged, this comment will be sent to the Therapy Monitor as part of the name of the

drug. This “send Comment to TMon” field can be set to always be flagged, configuring the Clinic Manager

Send comments of pharma

prescription to TMON with the Clinic manager.

Send comment to TMON (/]

&

Comment
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Chapter 9: Patients

Dose rule: this section is used to define the rules, doses and frequencies related to the administration mode. It is
therefore necessary to distinguish between home therapy and the related dialysis therapy.

=  “Home therapy”: there are four different administration routes:

e Multi dose by week: it is possible to set from a minimum of one week (default) up to a maximum of
eight weeks. The dose can be chosen from Morning, Lunch, Afternoon and Dinner; at least one of
these values must be inserted. The days of the week for administration of the drug can be selected on
the right. The number of weeks which appears can vary from one to eight, depending on how many

have been chosen.

Rule dose‘MuIti dose by week E‘ Weeks ‘2 EH Measurement unit: {ml E|
Merning Lunch Afternoon Dinner
Dose |5 HIO HS HIO ‘
When | Mo Tu We Th Fr Sa Su
w1 O O ] |
w2 O O O d
_ All days _
e If only one week is chosen, the button can be clicked to select all days at once. Once they

have selected using this method, they can be deselected all together by clicking the same button

again, or individually.

Rule dose lMuIﬁ dose by week ﬁ Weeks ll J? Measurement unit: im( \ﬂ

Merning Lunch Afternoon Dinner
Dose [ |[10 |5 |[10 |
When | Mo Tu We Th Fr Sa Su
| Feriena|
w1 i

e Dose by week: from a minimum of one week (default) up to a maximum of eight weeks can be set.
The dose is written directly in the days of the week; at least one dose must be entered.

Rule dose‘Dose by week E” Weeks ’2 B‘ Measurement unit: Em‘ ‘E

wa | I | IE | |2 | |
wa | IE | |2 I I | |
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e Single dose every: the user can set the dose and the "every" field (numerical value) and then one of
the time intervals available. “Dose” and “every” are mandatory fields, whereas the time interval is set
as "Hours" by default.

Rule dose (Single dose every E Measurement unit:

Dose |10 | Every |3 | |Days E]
Hours
Days
Weeks
Months

e Dose free: this is a highly customisable function allowing selection of the number of weeks from a
minimum of one to a maximum of eight. A maximum of up to six lines can be set for every week
selected. The dose is written directly inside the day fields, and at least once must be entered. The
“When” field can be used to enter free text stating when the doses specified in the relative fields must
be administered.

Rule dose lDose free E]l Weeks |1 E” Measurement unit:
Time [ | Rows

When | Mo Tu We | Th | Fr | sa Su

e  Flagging the Time field increases the number of selectable intervals to a maximum of
twenty-four, and the field “When” is formatted by default as HH:mm.

Rule dose |Dose free |ZH Weeks |1 E” Measurement unit:
Time Rows

N || N |
oo I L I I L T
X R | N B | I | W |
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e Asneeded: a “Minimum dose” and a “Maximum dose” can be specified, for administration in specific
conditions that can be entered in the “Condition” free text field

E3 Rule dose |On demand E Measurement unit: |mi E

Condition

e “All dialysis days”: this rule indicates that the prescribed doses must be administered on the days
when dialysis is performed. The Morning, Lunch, Afternoon and Dinner doses can be entered.

E3 Rule dose |All dialysis days E] Measurement unit: |mil B

Morning Lunch Afterncon Dinner

== | | | |

e “All non-dialysis days”: this rule indicates that the prescribed doses must be administered on the days
when dialysis is not done. The Morning, Lunch, Afternoon and Dinner doses can be entered.

[
E3 Rule dose |All non-dialysis days E” Measurement unit: |ml E]

Morning Lunch Afternoon Dinner

== | | | |
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e "Free text": this rule does not define an administration routine but allows the user to write anything
he likes in a free text field.

E3 Rule dose |Free text E‘

=  “Dialysis related therapy”: Therapy Support Suite offers a choice of two administration rules:

e Dialysis dose per week: this type of administration is closely related to the settings made in the
"Treatment schedule plan" section. The only days for which it is possible to insert a dose are those for
which a treatment has been set in the "Treatment schedule plan" section.

e In the case of a single-week treatment plan, the drug planning function allows up to eight weeks of

planning.
IVIEGLUIETIRIIL UnIL. |11 /1in |
fule dose —DIEIVSIS dosc by wesk E” Reference start date: 10/10/2010
Weeks |6 [+]
When | Mo Tu We Th Fr Sa Su

w1 |12 x‘ [12 x‘ ]10 x‘ ‘12 X‘ [8 x| |12 x‘ ‘5 X‘

wa [0 x| [2 x| [u x] [ x| [2 x][s x][s x]

w3 ‘12 x| 8 x| s x‘ ‘12 x| [0 x| s x| ‘6 x‘

w4 [10 x| |12 x| ‘5 x‘ s x| ¢ x| [10 x‘ [10 x‘

|
| |

ws [o x| [0 x] [ x| [z x] [s x][s x][2 x]
| |

W6 llZ x‘|4 xl“l x“Z x 10 ><|‘12 x‘[S x}

e In the case of a two-week treatment plan, the drug planning permits up to eight weeks of planning,
but the user is requested to set a number of weeks which is a multiple of two.

£3 Rule dose |Dialysis single dose | ~ | Measurement unit: |mi [-]

Dose Every | Scheduled treatments
l | ! =]
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e Agreen background identifies the current week (based on the treatment schedule plan start date) to
help the user manage administrations in case of multi-week rules.

WIRGSUTETIETIL UL (1T -

Reference start date: 18/09/2010

E3 Rule dose l:)ial-/sis dose by week 'H
: —
Weeks ‘4 Rl
| —

When | Mo Tu We Th Fr Sa Su

w1

\

w2 | \ \
w3 |
\

e Dialysis single dose: this administration rule is closely related to the settings made in the "Treatment
schedule plan" section. The administration depends on the number of treatments planned and not
specific treatment days.

Measurement unit: |ml (=]

Dose | Every | [+ H Schaduled treatments

E3 Rule dose |Dialysis single dose [ ~ |

e Month rule: under this rule, the user can set the dose which can be administered once a month if
specific conditions are met. Once the "Dose" value has been entered, the user can select at which
dialysis treatment (first, second, third or fourth) of which week (first, second, third, fourth or fifth) of
the selected months the drug is to be administered. If the selected dialysis treatment number or week
number does not occur, the dose will not be administered. The first week of the month is the first full
week of 7 days.
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The bottom of the therapy screen contains a calendar where the past and future dates for administration of the
current medicinal product will be shown, with a five-month time window.

This calendar will display the doses already administered at past treatments (shown in green) and those scheduled for
the future (in yellow). Passing the mouse over one of the highlighted days displays the dose administered / scheduled.

Pharmacological prescription X

Hartley , Sarah Born 21/05/1957 (62y) GenderQ Cod. 93710 Status Active/Hemodialysis Q
Pharmacological preseription [ e suspena.. | rerminate (< ]
Drug Geracox Status Active Next administration 11 Feb 2020 (4 mg)
Active ingredients list B | Iraderac Doctor
Reason
Product packages
Last change 24 Feb 2017 User Demo User
10pieces 40mq Injection
Start 24 Feb 2017 Stop Not defined
ion route Drug type Dialysis
Administration time
. Instructions Show dose as pieces
Rule  Month rule Measurement unit: mg
Geracox, 10pieces 40mg Injection - Intramuscular
Dose 4 Every first dialysis of the second week of: 4 mg every first dialysis of the second week of:
Feb, Apr, Jun
Jan | Feb | Mar | Apr | May | Jun | Jul | Aug | Sep | Oct | Nov | Dec
Comment Send comment to TMON
July August September October November
Mon | Tue Wed | Thu | Fri | Sat | Sun | |Mon | Tue |Wed | Thu | Fri | Sat | Sun | | Mon | Tue |Wed [ Thu | Fri | Sat [ Sun | [Mon | Tue |Wed | Thu | Fri | Sat | Sun | [ Mon | Tue | Wed | Thu | Fri | Sat | Sun
1 2 3 4 5 6 7 1 2 3 4 1 1 2 3 4 5 6 1 2 3
8 9 10 11 12 13 14 5 6 7 8 9 10 11 2 3 4 5 6 7 8 7 8 9 10 1 12 13 4 5 6 7 8 9 10
15 16 17 18 19 20 21 12 13 14 15 16 17 18 9 10 11 12 13 14 15 14 15 16 17 18 13 20 11 12 13 14 15 16 17
22 23 24 25 26 27 28 19 20 21 22 23 24 25 16 17 18 19 20 21 22 21 22 23 | 24 25 26 27 18 19 20 21 | 22 23 24
29 30 31 26 27 28 29 30 31 23 24 25 26 | 27 28 29 28 29 30 31 25 26 27 28 | 29 30
30
¥ Today Submitted dose Planned dose

Displaying the drugs scheduled for a single day

By default only the “normal” dialysis therapies are displayed. It is also possible to see the drugs belonging to the

pharmacological therapies prescribed via “Single day scheduling”, by deactivating the flag “Show single day drugs”
flag.

Show single day drug I
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This will show the list of all drugs scheduled for a single day which are not part of the list of dialysis therapies.

|

Show current drug only I Show single day drug I
?i Status From To Drug / Active ingredient Package(s) ATC code
Y Active 06 Oct 2011 Mitopep - Nunpan 25 pieces 100mg/mi Capsule A028C01
® Active 04 Jul 2013 Fepili - Fascox Spieces 50ml vials BO3XA01
: |
2 records found
Single day therapy
| ?\ Status Date Drug / Active ingredient ATC code | Dose  Doctor's name
.3‘ Planned 210ct 2019 Adipnaf - Alinuv BO1ABO1 5.00 demouser

1 record found

Clicking on an item in this list will show the scheduled single day for which the prescription was issued.

Therapy Support Suite

[ cemouser [N otuie ciic || noportios |

| ¥ Open patient list

‘ v | Brennan, Nicholas [399489] |+

Basic data
Patient summary
Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda
HD
Vascular access
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescripd
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data
Laboratory test schedule
Medical Data
Clinical diary
Allergies
Vaccinations
Family medical history
Germ situation
Transfusion list
Comorbidity

Specialist examination

Diagnostic test

Seff-sufficency

Outpatient clinic visit

Patient medical history

Amputations

Clinical case
Transplant

Waiting list

Transplant

Eurotransplant data
PD

PD access

PD prescription

PD treatment scheduler

Review

Home visit

PD treatments

Pharmacological prescription

'
-

FRESENIUS
¥  MEDICAL CARE

/A Brennan, Nicholas Born 28/10/1962 (56y) Genderf" Cod. 399489 Stotus Active/Hemodialysis [j\ =

List || Drug evolution history || Timeline |
Regular therapy
Show current drug only

Status

¥

From

[ 4

Active

Date 13 0ct 2019

Resource FRoom4-Bed1

Pharmacological therapy
Enabled | Drug/active ingredient

vl q Fepili - Fascox

| Dosage and frequency

] 2mi Al treatment

13 Feb 2017

To Drug / Active ingredient

Adolaf - Alinuv

B
gle day plan
Ivials  BO3XAOL

Shift

Prescription

12 mi Active

T

Package(s) ATC code | Dosage

20pieces 1ml vials NO2BEO1 90.001

NO2BEO1  210.00

400m
Morning Shift
e A028C01 5.00m
Aiternative Prescription
le BO3XA01 30.00r1

| Measurement unit | Status

Single day therapy

Enabled | Drug/active ingredient | Dose

v
=

[Aaigna[-mgiece;xzom/vials m X E” Is \ mi

record found

| Measurement unit

| ATC code
B01AB0L

| Doctor's name

demouser

Last change

26 Sep 2019

ATCcode | Dosage !

Oml vials BO3XA01 6.00m

Single day therapy
w Status Date Drug / Active ingredient ATCcode | Dose  Doctor's name
% Planned 130ct2019  Adipnaf - Alinuv BO1ABO1 500 demouser
1 record found
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9.3.5.2 DRUG EVOLUTION HISTORY

The drug evolution history shows all the drugs administered to the patient in the “Active” or “Terminated” status,
grouping them by active ingredient, but always maintaining the distinction between administration at home and
administration in dialysis. Unlike the List section, this section does not contain the “Add new...” button or the "action"
button. However, once the drug has been selected, it is possible to proceed as described in the List section.

Pharmacological prescription m
List || Drug evolution history || Timeline
Drug evolution history

~  Eriramuf (Regular) 1

Status Start Stop Drug / Active ingredient Package(s) Dosage this week | Dosage and frequency Next
: % : . Morning//0,5mg Afternoon//0,5mg  _
Terminated 10 Oct 2010 05 Oct 2011 Tizeb S0pieces img Tablets Week 1 Tu Th Sa
v Fascox (Regular) 2
Status Start Stop Drug / Active ingredient Package(s) Dosage this week | Dosage and frequency Next
Active 11 Feb 2015 Fascox 12mgEffervescent 556 60 mg 12-0-32-0mg MoWeThSasy 205
Tablets -0r
i
Terminated 01Jun2012 10Feb2015  Fascox iazjei:”em"t 12-0-32-0g Mo We ThSaSu =
v Fascox {Dialysis) 3
Status Start Stop Drug / Active ingredient Package(s) Dosage this week | Dosage and frequency Next
Active 04 Jul 2013 Fepili Spieces 50ml vials 84.00 mi 12 ml All treatment 245
Terminated 10 Oct 2010 03 Jul 2013 Fepili Spieces 50ml vials - 2mi Every 1 treatment
Terminated 05 Oct 2010 09 Oct 2010 Fepili Spieces 50ml vials - -
ff» Nunpan (Dialysis) 1
Status Start Stop Drug / Active ingredient Package(s) Dosage this week = Dosage and frequency Next

W 1Mo:12 Tu: 12 We: 10 Th: 12
Fr- 8 Sa: 12 Su: 8 mg/ml
74.00 mg/ml W 2Mo:10 Tu: 12 We: 11 Th: 1 Fr: 245
2 Sa: 5 Su: 6 mg/ml
See more...

25 pieces 100mg/ml

Active 06 Oct 2011 Mitopep Capsile

7 records found
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9.3.5.3 TIMELINE

This section contains a graphic overview of the pharmacological therapies administered to the patient. By simply
reducing or increasing the width using the mouse on the blue border, it is possible to resize the time window in order
to examine a smaller (or longer) period of time in detail.

List || Drug evolution history || Timeiine |
Drug WDGI IZ” Show current drugs only [
2011 2012 2013 2014 2015 2016 2017 2018 2019
Drug name
v e b oo e oo oo b oo
¥V Eriramuf
Regular
Tizeb “—i
WV Fascox
Regular
Fascox ‘ :
¥V Fascox
e
Fepil ‘:
¥ Nunpan
o
Mitopep ‘ :

The blue bar can be moved to the left or right to inspect all available dates.

It is possible to filter the drug type by administration route, home or dialysis.

Pharmacological prescription m
List || Drug evolution history || Timeline |
Drug type N Iz‘ Show current drugs only D
A
Dialysis
Regular
2011 2012 2013 2014 2015 2016 2017 2018 2019
Drug name
v b b oo oceocdbocccecoo oo oo oo
It is also possible to exclude those drugs whose last status is “Terminated” from the overview.
Pharmacological prescription

| List || Drug evolution history || Timetine |

Drug type|

E‘l Show current drugs only h
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Drugs are grouped by active ingredient, with the active ingredient shown; the selection
commercial name of the drug.

| List || Drug evolution history || Timeline |

must be expanded to see the

Show current drugs only O

]

Drug tvpel

2011

2012 2013 2014 2015 2016

Drug name

2017 2018 2019

WV  Eriramuf

Tizeb

For generic drugs, the active ingredient will always be displayed.
A continuous line indicates that the patient is currently taking the drug.
Empty parallel lines indicate that the drug is currently “Suspended”.

No line indicates that the drug has not been and or is not currently being administered.

Moving the mouse above the line displays the name of the drug and the active ingredient, the dose, the units of

measure and the package type (vial, capsule, etc.) .

Pharmacological prescription

ﬁ” Drug evolution history H Timeline I

Drug tvpe[ E[ Show current drugs only D
2011 2012 2013 2014 2015 2016 2017 2018 2019
Drug name
e bee e o beoceccoooo beecscocccc]beccooecccc boccccoocoo] e cccc koo Lo n

»  Eriramuf H

Regular
¥V Fascox

Regular

Fascox
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If the same active ingredient is prescribed two or more time, it will be displayed in the following manner.

List || Drug evolution history || Timeline

Drug typel EH Show current drugs only D
o1 2012 2013 2014 2015 2016 2017 2018 2019
2011 2012 2013 2012 2015 2016 2017 2018 2019
Drug name
vocc b oo oo eccooo] oo bocccoo oo oo oo oo
¥V  Alinuv
Regular
Adolaf |
Alinuv :
L
P Fascox I
Regular
L
P Fascox I
Disiysis
L
P Nunpan

Regular

9.3.5.4 RELATIONSHIP BETWEEN PHARMACOLOGICAL PRESCRIPTION AND TREATMENT PLANNING

As mentioned in section 9.3.4.3, there is a strong correlation between the pharmacological prescription for dialysis
treatment and the treatment schedule plan. Below, we will see in detail what happens if the treatment schedule plan
is modified.

Removal of one or more days from the treatment schedule plan: When a new treatment schedule plan is saved the
following message appears which informs us that the drug prescription must be reviewed.

Pharmacelogical prescription has to be reviewed

If a "Group of doctors" was specified during the clinic configuration, every member of this group will receive a
message in their Inbox advising them that the pharmacological therapy must be reviewed.

If any field in the pharmacological prescription menu is clicked, a red error message will appear as the first line in the
window. The status of dialysis therapies in "Active" status for which "Dialysis dose by week" administration rules were
selected will be changed to “To be reviewed”, and below the “Dosage and frequency” column the days which are no
longer planned (after the change to the treatment schedule plan) will appear with a bar through them. For dialysis
therapies with "single dialysis dose" rule, changing the number (or detail) of the scheduling days has no impact.

Dialysis related therapy
Show current drug only Show single day drug D

? Status From To Drug / Active ingredient Package(s) ATC code

O ." To be reviewed 06 Oct 2011 Mitopep - Nunpan 25 pieces 100mg/ml Capsule A02BC01

o Active 04 Jul 2013 Fepili - Fascox Spieces 50ml vials BO3XA0]

2 records found

If a drug is in “Suspended” status, it retains this status as it is currently not being administered to the patient. Only
when it is reactivated does it change to “To be reviewed” status (unless the user has adapted the pharmacological
prescription to the treatment plan schedule while it was suspended).
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Once the drug to be reviewed has been selected and edited, the field corresponding to the day removed is highlighted
in red, and the only operation possible in that field is removal of its contents.

Pharmacological prescription

/A AitkenlLambert, David Born 15/08/1952 (66y) Genderd' Cod. 39807 Status Active/Hemodialysis = | [
Pharmacological prescription m °
Drug Mitopep Status To be reviewed Next administration 31 May 2019 (2 mg/ml)
Active ingredientslist B | Nunpan l Doctor Doctor
. Reason
| Product packages ‘
[ 1 Last change 21 Nov 2017 User DemoUser
| 25 pieces 100ma/mi Capsule |
: ! Start 06 Oct 2011 Stop Not defined
Administration route oral Drug type Dialysis
Administration time
Measurement unit: mg/mi Instructions Show dose as pieces

B Rule dose Dialysis dose by week 3
efeies a2 \VAD/ZID Mitopep, 25 pieces 100mg/mi Capsule - Oral

Weeks 6 W1 Su: 8, Mo: 12, Tu- 12, We: 10, Th: 12, Fr. 8, Sa: 12 mg/ml
- - 5 . . W2 Su: 6, Mo: 10, Tu- 12, We: 11, Th: 1, Fr. 2, Sa: 5 mg/ml
When | Mo Tu | We Th Fr 1 Sa | Su W3 Su: 6, Mo: 12, Tu- 8, We: 8, Th: 12, Fr- 10, Sa: 8 mg/ml
: i : : W4 Su: 10, Mo: 10, Tu: 12, We: 5, Th: 8, Fr. 4, Sa: 10 mgiml
wi 2 [ 12 8 12 8 W5 St 2, Mo: 9, Tur 9, We: 11, Th 12, Fr 8, Sa 8 mgimi
W6 Su: 5, Mo: 12, Tu- 4, We: 4, Th: 2, Fr. 10, Sa: 12 mg/ml
w2 o [N 1 2 5 6
Comment Send comment to TMON
w3 12 - 8 12 10 8 6
we o [N s 8 4 10 10
A R
we 12 [N - 2 10 12 5
March April May June July
Mon | Tue |Wed | Thu [ Fri | Sat | Sun | |[Mon | Tue |Wed | Thu | Fri | Sat | Sun | | Mon | Tue | Wed [ Thu | Fri | Sat | Sun | | Mon | Tue | Wed | Thu | Fri Sun | [Mon | Tue | Wed | Thu | Fri | Sat | Sun
2 3 2 3 4 5 6 7 3 4 5 2 1 2 3 4 -4 6 7
4 5 6 7 9 10 8 9 10 | 11 12 13 14 6 iz 8 £l 10 11 12 3 4 5 6 7 9 8 S 10 | 11 12 13 | 14

11 | 12 13 14 [ 15 | 16 | 17 15 16 17 18 19 | 20 21 13 14 | 15 16 | 17 18 19 10 11 12 13 14
18 19 [ 20 | 21 | 22 | 23 24 22 23 24 | 25 26 | 27 28 20 21 | 22 23 24 25 | 26 17 18 19 [ 20 | 21
25 | 26 | 27 | 28 29 | 30 | 31 29 | 30 27 28 29 30 [ 31 24 | 25 | 26 | 27 | 28

e

BRG] |8
=
o
.
v
.
o
-
g
-
3
1o
i}
»
S
N
b

¥ Today Submitted dose Planned dose

The drug does not become active again until the user removes the day and saves.

Addition of one or more days to the treatment plan schedule: when the new treatment plan schedule is been saved
the following message appears informing the user that it is necessary to review the drug prescription.

I wWaming: 100885

Pharmacclogical prescripticn has to be reviewed

If a "Group of doctors" was specified during the clinic setup, every member of this group will receive a message

advising them that the pharmacological prescription must be reviewed.
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If the user then clicks on the pharmacological prescription menu item, a red error message appears on the bar above

the three tabs. For the drugs in Active status and for those for which administration days have been specified, the

drug status changes to “To be reviewed”. For drugs with the every number of treatments rule, modifying the number
of days of scheduling has no impact.

Pharmacological prescription

m Some prescriptions have to be reviewed

List “ Drug evolution history || Timeline ‘
Regular therapy Add new...
Show current drug only
? | Status ‘ From ‘ To Drug / Active ingredient | Package(s) ATC code
0 Active 11 Feb 2015 Fascox 12 mg Effervescent Tablets BO3XA01
[ ]
1 record found
A
v
Dialysis related therapy
Show current drug only Show single day drug (|
? ] Status From To Drug / Active ingredient Package(s) ATC code
0 P To be reviewed 06 Oct 2011 Mitopep - Nunpan 25 pieces 100mg/mI Capsule AOZBCOi
o' Active 04 Jul 2013 Fepili - Fascox Spieces 50ml vials Boson:]
[ |
2 records found

If a drug is in “Suspended” status, it remains in that status as it is currently not being administered to the patient. Only

when it is reactivated does it change to “To be reviewed” status (unless the user has adapted the pharmacological

prescription to the treatment plan schedule while it was suspended).

Once the drug to be reviewed has been selected and edited, a new pop-up will appear warning that the drug is in to

be reviewed status, but its current pharmacological prescription is still valid because a day has been added, and
therefore the user will be asked if he wants to render it active.

Pe

I waming: 100886

This drug is schedulegd to be reviewed, but its current scheduling is still valid. Do you want to activate it?
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If the user clicks on “Yes” the drug automatically becomes active, but the field corresponding to the added day is left
empty. It is then the responsibility of the user to enter the correct dose.

Pharmacological prescription

A\ AitkenLambert, David Born 15/08/1952 (65y) Gender(' Cod. 39807 Status Active/Hemodialysis | =

Pharmacological prescription E °

Drug Mitopep Status Active Next administration 18 Nov 2017 {12 mg/mli)
I
Active ingredients list } Nunpan Doctor Doctor
Reason

Product packages

Last change 16 Nov 2017 User Demouser
25 pieces 100ma/ml Copsule
Start 06 Oct 2011 Stop Not defined
Administration route Oral Drug type Dialysis

Administration time
Measurement unit: mg/mi

Rule dose Dialysis dose by week ens SoM s
Meiioes an s DO Mitopep, 25 pieces 100mg/ml Capsule - Oral
Weeks 6 W1 Th: 12, Sa: 12 mgimi
. . C = : . W2 7h: 1 mg/ml
When | Mo | Tu We | Th | Fr Sa | Su | W3 7h: 12 mg/mi
i B . . . B - N W4No submission
wi 12 12 W5 Th: 12 mg/mi
W6 Sa: 12 mg/ml
w2 1
Comment Send comment to TMON
w3 12
w4
w5 12
W6 12
September October November December January
Mon | Tue |Wed | Thu | Fri [ Sat | Sun | [Mon | Tue [Wed | Thu [ Fri [ Sat | Sun | [Mon [ Tue [Wed | Thu | Fri | Sat | Sun | |Mon| Tue |Wed | Thu | Fri | Sat [ Sun | |Mon | Tue | Wed | Thu | Fri | Sat [ Sun
1, 22 |8 1 x 3| ] s s 1l2z]ls|@]s |@] 7
4 5 6 7 8 9 10 2 3 4 5 6 7 8 6 7 8 10 [ 11 ] 12 4 5 6 7 9 10 8 9 10 | 11| 12 | 13 | 14
11 |12 |13 [ 14 [ 15 [ 16 [ 17 9 |10 [11[12 |13 14]15 13 14|15 ["16 | 17 [ 18 [ 19 11|12 (1314 [15[16] 17 15 | 16 [ 17 |18 | 19 | 20 | 21
18 | 19| 20 | 21 | 22 | 23 | 24 16 | 17 [ 18 [ 19 [ 20 [ 21 | 22 20 | 21| 22 |23 | 24 | 25 | 26 18 | 19 | 20 | 21 | 22 | 23 | 24 22 | 23| 24 | 25| 26 | 27 | 28
25 | 26 | 27 | 28 | 29 | 30 23 | 24 [ 25 | 26 | 27 | 28 | 29 27 | 28 | 29 | 30 25 | 26 | 27 [ 28 | 29 | 30 | 31 29 | 30 | 31
30 | 31

¥ Today Submitted dose Planned dose

Movement of days within the treatment plan schedule, but without changing the number of days: when the new
treatment planning is saved the following message appears, asking the user if he wants to change the pharmacological

prescription.
§| Information: 100875

Do yeu want to move the pharmacolegical prescription?

| ves ] o

If the user clicks “No”, the pharmacological therapies affected by the modification are put in “To be reviewed” status

and it will be the responsibility of the user to organise the therapies manually using the Pharmacological prescription
menu item.
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If the user clicks “Yes”, Therapy Support Suite opens a new window offering an arrangement of the new
pharmacological prescription; it is the responsibility of the user to accept it as it is, or to modify it as required. Finally,
if the user clicks "OK" the drug will switch to "Active" status. If he clicks “Cancel”, the drug will remain in “To be
reviewed” status.

Pharmacological prescription review b 4

@ The changes made to treatment scheduling make this pharmacological prescription invalid:
Drug Mitopep

Measurement unit: mg/ml

Rule dose Dialysis dose by week Reference start date: 10/10/2010

Weeks 6
When | Mo | T We | Th | Fr | sa [ su
w1 - 12 12
w3 = 12
ws | 12
= = 2

Below you will find an automatic modification of the drug scheduling. Review the proposal before confiming and save the new rule. If you click on the cancel button the related prescription will be setin
status 'to be reviewed'.

Measurement unit: |mg/ml E‘
Rule dose Dialysis dose by week Reference start date: 10/10/2010
[ |

When | Mo [ we [T

=

h Fi
w1 12 x
wa
e e

:
R
min

The system opens one window for each of the drugs affected by the modification to the treatment plan schedule.
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9.3.5.5 RELATION BETWEEN PHARMACOLOGICAL PRESCRIPTION AND TREATMENT SCHEDULE PLAN

Whenever a Treatment schedule plan for the future is created, the pharmacological therapies with "Dialysis dose per

week" rule are switched to the "To be reviewed" status only if the new planning changes the current pattern and only
if the number of days set in the "configuration parameters" of the master data have been reached.

When the pharmacological therapies in “To be reviewed” status are opened, it can be seen that the administration
rule in the "Dose Rule" section is different for the current treatment plan schedule and each of the planned schedule
plans created in the treatment schedule plan menu.

Pharmacological prescription

From today to 31/05/2019

When | Mo Tu We
wi 45 X

From 01/06/2019

When | Mo T

Wesks Tu: 45, Th 45, Sa: 45mg

Weeks |1 [~] EJ

u We | Th Fr Sa
we [ ] L] L]

/\ Metcalfe , Jonathan Born 04/11/1940 (78y) Gender® Cod. 16821 Status Active/Hemodialysis @
Pharmacological prescription m °
Drug = Swtus  Tobe reviewed Next administration
Active ingredients list Fascox Doctor l D]
Reason l D}
Dose Mess. Unit Pharmaceutical form
Last change 28 Feb 2017 User Demo User
4 | [me [~]| [miecton -
T start 01/06/2012 H stop
route | E] Drug type Dialysis
- = Measurement unit: |mg E Instructions Show dose as pieces [ |
£3 Rule dose |Dialysis dose by week [v |

Reference start date: 17/09/2010
109/ Fascox, 4 mg, Injection - Intramuscular
Sa Su

45 x
Comment Send comment to TMON [ ]

Su

March April May June July
Mon | Tue [Wed | Thu | Fr | Sat | Sun Mon | Tue [Wed | Thu | Fri | Sat | Sun Mon | Tue | Wed | Thu | Fri | Sat | Sun Mon | Tue [Wed | Thu | Fri | Sat | Sun Mon | Tue | Wed | Thu | Fri [ Sat [ Sun
1 2 3 1 2 3 4 5 6 7 1 2 3 4 5 1 2 1 2 3 4 5 6 7
4 5 6 7 8 9 10 8 9 10 1 12 13 14 6 7 8 9 10 1 12 3 4 5 6 7 8 9 8 9 10 11 12 13 14
1 12 13 14 15 16 17 15 16 17 18 15 20 21 13 14 15 16 17 18 19 10 1 12 13 14 15 16 15 16 17 18 19 20 21
18 19 20 21 22 23 24 22 23 24 25 26 27 28 20 21 22 23 24 25 26 17 18 19 20 21 22 23 22 23 24 25 26 27 28
25 | 26 | 27 | 28 [ 29 | 30 | 31 25 | 30 27 | 28 [ 29 | 30 [ 31 24 | 25 | 26 | 27 | 28 | 29 | 30 29 [ 30 [ 31
P Today | Submitteddose  Planned dose

Note
A message informs the doctor whenever:

A prescribed drug causes interactions with a drug which has already been
administered;

The patient is allergic to one or more active ingredients in the drug;
An active ingredient which the patient is already taking is being prescribed.

The drug catalogue is being modified.
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9.3.5.6 DOSE CHANGE PLANNING

An administration rule for the future can be planned for active therapies using the “Plan a dose change” button, as
shown in the screenshot below.

Dialysis related therapy m

Show current drug only Show single day drug [

? osage this week | Dosage and frequency Next administration Doctor's name | Comment | Action
W 1Su: 8 Mo: 12 Tu: 12 We: 10 Th: 12 Fr: 8 Sa: 12 mg/ml
I 6200mg/ml W 25u:6Mo: 10 Tu: 12 We: 11 Th: 1 Fr-2So: Smg/ml 24 Sep 2019 {12 mg/mi) Doctor [ suspend... | Plan a dose change...
See more...
72.00mi 12 ml All treatment 245ep 2019 (12 m)) Doctor Plan a dose change...

C
2 records found

Then a pop-up window opens where it is possible to specify the new administration rule, the date on which the dose

change will take effect for the drug in question and add a comment; this last field will take the value present in the
latest active version of the prescription.

Dosage change planning X
Drug Active ingredients list Fascox
start | 0171072019 @| Next administration 010ct 2019 {45 mg)
Measurement unit: Comment
Rule dose | Dialysis dose by week E] Reference start date: 17/09/2010 B
When | Mo Tu We Th | #r sa su

Once all the information has been inserted, if the user clicks “OK” the change in dose is created and the
pharmacological therapy is modified as follows:

The active therapy for which the dose change has been planned is given a termination date, which is the same as the
date for the start of the change of dose created previously less one day

A new pharmacological therapy for the same drug is created with “Planned” status, with the data entered previously.

Dialysis related therapy

Show current drug only Show single day drug O
¥ Status From To Drug / Active ingredient Package(s) ATC code|
.3‘ Active 06 Oct 2011 Mitopep - Nunpan 25 pieces 100mg/ml Capsule A02BC01
.’v‘ Active 04 Jul 2013 06 Jun 2019 Fepili - Fascox Spieces 50ml vials BO3XA01
“ Planned 07 Jun 2019 Fepili - Fascox

Spieces 50mi vials BO3XA01

3 records found.
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9.3.5.7 SENDING PHARMACOLOGICAL THERAPY TO THERAPY MONITOR

If the Therapy Support Suite is connected to the Therapy Monitor and a new session is started on the Therapy
Monitor, as a general rule the following pharmacological therapy is sent to the Therapy Monitor:

= Dialysis therapy: all dialysis prescriptions in "active" or "to be reviewed" status required for the given date are
sent and may be accepted by Therapy Monitor, except those marked as "as needed" (having the "Delivery
Time" field filled in with the value "as needed").

= Home therapy: all active home prescriptions are sent but cannot be accepted by Therapy Monitor, except for
those marked as "as needed" (having the "Dosage rule" field filled in with the value "As needed"), which can
be passed if specified in the "Configuration parameters" of the "Master data" section (see Service Manual
section 4.1.1).

=  Therapy as needed: both therapies described in the previous points are sent in this “As needed” category ,
precisely when marked "as needed".

Example of home drug therapy marked as "as needed":

Pharmacological prescription

A\ AitkenLambert, David Born 15/08/1952 (67y) Gender( Cod. 39807 Status Active/Hemodialysis | |§|
Pharmacological prescription m m m
Drug [ Status  Active Next administration
Active ingredients list B | Fascox Doctor l Ei
Reason [ Dt
Dose Meas. Unit Pharmaceutical form
Last change 24 5ep 2019 User nursel
12 | [me [~ |eervescent Tovrets [~
L
T sart | 11/02/2015 B stop da/mmyyyy
i e e
Meal relation No refation [~]
— Instructions Show dose as pieces
Rute cose[omaemana [ < Messremercunic [me[<]] L]
Fascox, 12 mg, Effervescent Tablets - Oral
Min dose Max dose Min dose: 22 mg - Max dose: 25 mg
Condition No relation with meal
Comment Send comment to TMON []
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Pharmacological prescription X

A\ AitkenLambert, David Born 15/08/1952 (67y) Genderd' Cod. 39807 Status Active/Hemodialysis ]
Pharmacalogial presciption [Cconcei | ocie | soe <)
Drug [Fegm xE]‘ Status Active Next administration 24 Sep 2019 (12 mi)
Active ingredients list 1 | Fascox Doctor ‘Da:mr x—”
Reason ] j‘
Product packages
T Last change 245ep 2019 User demouser
| Spieces 50m viais E‘
T sart | 04/07/2013 =2 stop
Administration route \oral [~] Drug type Dialysis
I Administration time On demand E‘I
— Instructions Show dose a5 pieces
Rule dose |Dialysis single dose [~ | Measurement unit: |mi [~] a peces (]
T —— —— Fepili, 5pieces 50ml vials - Oral
Dose [12 | e[ [+]] schedutes treatments 12 ml All treatments
On demand
Comment Send comment to TMON []
July August September October November
Mon [ Tue [wed [ Thu | Fri [ sat [ Sun | [Mon[ Tue [wed ] Thu | Fri [ sat [ sun | [Mon ] Tue [wed ] thu | Fri [ sat [ sun | [Mon] Tue [wed[ Thu | Fri | sat [ sun | [Mon] Tue [wed [ Thu [ Fri [ sat [ sun
1|2[3[als5]6]7 1234 1 ARG AEE
HEEEIENEIEREE s e[ 789 [w|n 2 [3[a]s]e[7]s BRI EE sa[s]e[7[8]s]1
15 [6 7|25 17]s s [w|ufoe[sluls|[u|[s|s|v[s|[u|o|[a[e|[s]u|s[6]|n
n[B|u|se|a]s|[v]o][alz2sa]s|[s|v]s|v|o]al2|[al2|s]a[s|s|z|[s[v[2o]a]2]a]2
29 [30 [ 31 26 |27 [ 28|29 [30 3 23 P2a |25 | 26| 27|28 29 |[28] 2930 ] 32 25 [26[ 27|28 29[ 30
30
P Today  Submitteddose  Planned dose

For more information, refer to paragraph 3.7.

Some notes about sending the prescription drug to the Therapy Monitor:

By ticking the "Send comment to TMON" checkbox in the details of the therapy itself, that comment will be

concatenated with the description of the prescription pharmacologically sent to Therapy Monitor.

If the description of the pharmacological therapy exceeds the maximum number of characters provided for by
Therapy Monitor, the special character [*] will be placed at the beginning of the description to alert the user about

possible loss of information.

9.3.6 MESSAGES

“Messages” is a list of instructions which can be sent to Therapy Monitor to allow procedures to be performed on the
patient during dialysis treatments. These operations are not included in the dialysis prescription.

Fresenius Medical Care

Therapy Support Suite — Software version 1.9 — Revision 2/05.21

171


../IMG/Patients_248_luca.jpg

Chapter 9: Patients

9.3.6.1 DISPLAYING PATIENT MESSAGES

Clicking "Messages" on the patient menu displays all the medical orders associated with the patient.

/\ Aitken Lambert, David Born 15/08/1952 (67y) Gendercy' Cod. 39807 Status Active/Hemodialysis [ 1]

Messages

Show current medical orders only E]

? Status Message From To Schedule Next schedule date Dc
Active Check blood pressure at dialysis end"” 13 Feb 2017 Every week on first Dialysis 29 Sep 2019
Active Need Potassium at dialysis end 14 Sep 2011 Every All scheduled treatment 24 Sep 2019

The view permits users by using the "Show current medical orders only" filter, the user can display all the medical
orders or only the active ones.

Messages are active if their start date is in the past and the end date is missing or in the future.

Active medical orders can be suspended by specifying the suspension start date. When a medical order is suspended,
the message will not be sent to Therapy Monitor even if the rule is valid.

The user can remove suspensions if the suspension start date is in the future. Suspended medical orders can be
reactivated. The reactivation date may be in the future.

Messages with start date in the future are in "Planned" status. When the start date is reached they will be activated
automatically.

When the end of validity date is reached, the message will be automatically terminated and it will no longer be
possible to send the message to Therapy Monitor.

Suspensions can be applied directly from the message list using the buttons in the "Action" column, or by opening the
individual message.

A new message can be created by clicking the “New...” button.

The messages that have the "Valid for unscheduled treatments" field selected, will be linked to all treatments received
by the patient, even those not scheduled according to the patient’s weekly plan. The display of the list of all valid
patient messages will differ from the others because an image of a double arrow positioned by default at the
beginning of the line.
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9.3.6.2 CREATING A NEW MESSAGE

/\ Aitken Lambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis | - E|
Messages [sspena._| e Joven ey og] _prn [RREY >)
Last change 24 Feb 2017 User Demo User
Status Active Next schedule date 26 Sep 2019
Start 13 Feb 2017 End
Doctor
Message Check blood pressure at dialysis end”

Valid for unscheduled treatments

Rule Week rule

Every week from the beginning of the year on first dialysis of the week

When a message is saved, the User and the Last change fields are filled in with the name of the user who performed
the operation and the date of the change, respectively:

The Start date and the End date indicate the message's validity period. The Status depends on the values of these two
dates and any suspensions present.

The Next date only appears if the message is in Active or Planned status. A value will also appear in this field for
messages that are suspended but for which a future reactivation has already been entered. This field indicates the
next time the medical order will be forwarded.

The Message is the contents which will be sent to Therapy Monitor and contains the instructions to be carried out on
the patient.

The Rule establishes the dialysis sessions at which medical orders are to be sent.

Note

To help the user fill in the fields correctly, Therapy Support Suite provides
" step by step prompts in this section.

The user has to complete editable fields to activate the read-only ones.
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Rules

A Message is sent to Therapy Monitor when it is active and its rule is met, meaning that when the calculated

recurrence corresponds to the performance of a treatment (the valid messages for unscheduled treatments will

always be sent).

As mentioned, the “Valid for unscheduled treatments” field replaces any type of rule and hides the possibility to select

one.

When a Message is defined, if the field has not been checked, one of the five rules available should be selected and

configured:

Every treatment rule: The message is sent to Therapy Monitor by counting the patient's planned dialysis
sessions. The message may be sent at every treatment, every two treatments, every three treatments and so
on, up to six treatments. As a convention, during creation of the message, the first planned treatment after
activation of the message meets the rule.

Specific dates rule: The message is sent to Therapy Monitor when the treatment is administered on the listed
dates. If no treatment is administered on one of the dates, the message will be sent during the first treatment
available after the date.

Days of the week rule: A rule based on a pattern of from one to eight weeks. The user can specify which days
of each week the message will be sent. If no treatment is administered on one of the days specified by the rule,
the message will be sent during the first treatment available after the recurrence.

Month rule: The month rule specifies the months in which the message will be sent. The combined boxes allow
the user to select the specific week of the month and, even more precisely, the treatment. Exceptions to the
week's dialysis sessions are included in the count for deciding whether or not the message is to be sent to
Therapy Monitor.

Week rule: the week rule specifies after how many weeks the message is sent to Therapy Monitor. Since a
patient normally has more than one treatment a week, the user can specify during which of the week's
treatments the message will be sent. The first week of the current year is taken as reference for the start of
scheduling. This week will be the first one considered valid for sending of the order. The first week varies
depending on the regional calendar. If there are exceptions to the dialysis sessions, these will be considered
for the purposes of calculation of the weekly session when the message is sent.

9.3.6.3 RELATIONS WITH THERAPY MONITOR

If Therapy Monitor is connected to TSS, these fields are transferred to the “Messages” section of “Therapy Monitor”

2

and can be checked by the nurse(s).

Therapy Monitor will show only all those messages where the scheduling corresponds to the interval set by the rule.

For definitions of the rules, refer to the "Rules" section.

At the end of the treatment these fields are transferred to TSS and are visible in the Patient area, treatment data,
dXp, and dXp messages. These messages are not mandatory, so the treatment can be closed even if the messages

have not been checked. They can also be sent from “Therapy Monitor” to TSS.
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9.3.7 TREATMENTS

This section contains full information about the treatment procedures for the selected patient.

When this section is accessed, the user is shown all the treatments the patient has received in the last month and a
chart showing the progression over time of the pre-dialysis and post-dialysis weight. The time span of the dates can be
modified.

The user can view the patient's medical history by clicking a single treatment. These data are filled in automatically if
the connection with Therapy Monitor is active.

/A Aitken Lambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis [ 1] { @

Treatments m Export Excel m

From Date| 24/08/2019 =] To Date| 24/09/2019 =
#|

Prescription name

:Prescription version

Name

Sm(us

(Shift name

:Dry body weight . Kg

| 1 No record found with current parameter values :

fre-dialysis WEigm, . _Kg, | From Date = 24 Aug 2019

[Post-dialysis weight Kg To Date = 24 Sep 2019

IIWeight gain percent . %

\UF volume ml

|Pre-systolic/Diastolic pressure

:Post-systol ic/Diastolic pressure

Pre-dialysis heart rate bpm
|Post-dialysis heart rate bpm
IRand caccinn?
=

Treatment Weight

No data in this interval

To create a manual HD Treatment simply click the m button in the Treatment section.
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Depending on the status of the patient's Drug Therapy, the treatments already administered for the patient, and the
Treatment Planning specified for the patient, the user may be shown a window where he can select the Drug Therapy
to associate with the treatment currently being created.

Pharmacological prescription review

Pharmacological prescription

[[] Adoiaf 20pieces 1mi vials

[C]  Eriramuf 50 mg Tablets

Cases where the pharmacological therapy selection pop-up appears during creation of a new treatment:

A treatment for the same day already exists for the patient: in this case the pop-up shows all the drugs administered
in the previous treatment plus the dialysis pharmacological therapies in “Active” and “To be reviewed” status which
were not in the first list.

There is no treatment planned for the day for which the user is creating the treatment: in this case the system
proposes all the dialysis pharmacological therapies in “Active” and “To be reviewed” status for the patient in question.

A treatment plan (standard) is present for the day for which the user is creating the treatment: the system proposes
all the dialysis pharmacological therapies in “To be reviewed” status whose administration rule does not specify the
dose for that day.

A “Single day treatment plan” is present: the system proposes all the dialysis pharmacological therapies in “To be
reviewed” status which have not been associated with the plan.

A treatment plan is present for the day for which the user is creating the treatment, but it is the result of dragging and
dropping a plan via “Clinic Scheduler”. In this case all the dialysis therapies in “Active” and “To be reviewed” status are
displayed.

Any of these therapies selected are added to the “Patient assistance\Prescribed pharmaceuticals” table with dose
“[?]”, which indicates that the system cannot calculate the dose to administer for the treatment in the creation phase,
and therefore the user must specify it himself.

If the treatment has been created by Therapy Monitor, obviously the pop-up cannot be shown to the user, so all the
pharmacological therapies which are proposed by the pop-up according to the rules listed above are automatically
entered in the “Patient assistance\Prescribed pharmaceuticals” table with dose “[?]”, and are sent directly to Therapy
Monitor. It is the task of the user who is using Therapy Monitor to specify the dose.

When a treatment is in “Completed” status, clicking the button closes the treatment. Treatment can reach

this state in two cases, i.e. when the value of "post-dialysis weight" is present or when the value of "End time session"
is present. To decide which of the two fields to be considered is the user (with a Clinic Manager role) who can choose
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the logic to follow when closing a treatment in the “Configuration Parameters” section of the “Master Data” section
(see “Service Manual” section 4.1.1).

Automatic generation of reports in PDF format can be associated with the closure. Specifically, the expressions (see
“Service Manual” section 4.2.8) set in the “Configure PDF Export” section (see “Service Manual” section 4.2.6), which
are enabled and valid for the current clinic, will be assessed.

If the treatment meets the expression criteria, the report associated to the expression which is met will be generated
automatically. Depending on the setup, the report may be exported via Filesystem and/or sent via cDL.

The PDF reports created can be viewed in the “PDF export” section (see “Service Manual” section 4.2.7).

When a treatment status is "Closed", its data can no longer be edited. Press the & 1 button to "Reopen" the

treatment; its data become editable again.

If the automatic generation of reports in PDF format have been configured and, in Power Tool, the option “Filesystem
Undo” has been enabled, when “Re-opening” the treatment, the PDF file connected to the treatment reopened will
be deleted/renamed (based on the action configured in Power Tool).

If the last treatment in date order for the patient, administered in the last 2 days, is in the “New” or “In Progress”
status, a the following warning message is displayed.

. Treatment in progress - Please note that any changes/addition in this section won't be applied to treatment in progress

In sections:

=  Vascular access

=  Treatment prescription

= Checklist

=  Pharmacological Prescription
=  Medical orders

=  laboratory test

=  Below are explanations of all Treatment sub-sections.
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9.3.7.1 GENERAL DATA

This section contains all the information taken from the Doctor’s prescription with the exception of the following

fields:

General data Consumables used  |£3 Anticoagulant agent Treatment information dXp Dialysis device settings | I Assistance Detailed information Medical services

General information

Status Complete Device FMC5008 FMC5008001

Modified by nurse Device changes

Session information

Clinic shift Morning Shift 07:15 12:00 Scheduler resource Room2-Bed1
Session responsible Session confirmation time
Treatment respensible Treatment confirmation time
Session closed by Accepted by phisician

Detailed information

Treatment type 2 Cronic Treatment category 3 HDF - Online
Treatment duration 04:00 Treatment frequency 3 Days/Week
Fluid intake Estimated tara weight
Dry body weight 58.7 Kg
Vascular access
Vascular access selection Fistula Upper arm brachial mediol - Left Vascular access modified in TMon

|

Allergy overview

Allergy list

? Date Allergy type Allergy type specification Details
06 Mar 2015 Food
Feb 2007 Active ingredient {Eriramuf)

2 records found

Status: Read-only field that shows the treatment status (new, in progress, or completed)

Modified by nurse: Read-only field that shows the last user who changed the treatment and the time of
modification.

Clinic shift: This field shows the shift referred to in the treatment schedule. The user can change these values.

Scheduler resource: shows the resource referred to in the treatment schedule. The user can change these
values.

Prescription name: This field shows the name of the prescription upon which the treatment is based. The user
can change this value.

Device: This custom list allows the user to select the device on which the patient is treated.

9.3.7.2 CONSUMABLES USED

This section contains information related to the usage of consumables during the treatment. Is possible to add new

consumables by clicking the + button or edit information like:

178

Product name: This field allows a product to be selected by displaying its name.

Category: For products that may have more than one category, it shows the category of product belonging to
it. The field is read-only and is automatically populated as a result of selecting a product through the field
described in the previous paragraph.

Batch code: contains the code of the batch to which the product belongs.

Article number: contains the serial number of the product.
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=  Status: contains information about the use of the product during treatment, that is, whether it was refused,
whether it was used as a prescription, or whether it was added manually by selecting it from the catalogue.

= Responsible and confirmation time: these two fields contain information about who has changed the release
information to the product and when that change has been made.

Dialyser list

Dialyser Batch code | Article number| Expiry date Responsible Confirmation time
|Fx1000 x D‘ 33244 | ’33244 ] ‘05/11/2022 @l ’AdministeredasprescribedE]I ’demouser ‘ Io1,~'10/2020 14:02 @I
+

9.3.7.3 ANTICOAGULANT AGENT

This section is a copy of the Anticoagulant Agent tab defined in the patient’s HD prescription. The user can modify/add

values.

General data Consumables used || Anticoagulant agent

Anticoagulant agent
Manual

Medicinal product

Administration route
Dilution factor
Bolus

Bolus inml
Additional boluses

Use additional bolus

Total manual

Fresenius Medical Care

Tizeb - 50pieces 1mq Tablets
SOpieces 1mq Tabiets
Intromuscuiar

250 1U/mi

1000 U

4.00 ml

1000.00 W

Treatment information

Dialysis device settings | I Assistance Detailed information Medical services

Auto

Medicinal product

Administration route

Dilution factor

Bolus

Bolus in ml

Rate

Rate in mi/h

Stop time before end of session
A Tot. guantity and priming
Total auto

Total

Adipnof - 10pieces 120mi vigls
10pieces 120mi vigls
Intramuscular

250 1U/mi

1500 WU

6.0 mi

750.00 1U/h

3.0 mi/h

0 min

3000.0 IV

4500.0 U

5500.00 U
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9.3.7.4 TREATMENT INFORMATION

This tab contains various data acquired during the treatment, from the patient’s vital signs to the information
collected during the initial disinfection of the device.

The treatment information is categorised and displayed in various groups, depending on when it was collected. The
first group contains all the measurements taken before the treatment started, while information stored at the bottom
of the tab is related to those taken after completion of treatment.

The treatment session contains information collected strictly during the performance of the treatment, such as the
patient’s vital sign values and all the measurements taken minute by minute by the dialysis device (see “treatment
cycle details”, next paragraph).

General data Consumables used | £l Anticoagulant agent Treatment information dXp Dialysis device settings | [l Assistance Detailed information Medical services
Pre dialysis data
Pre-dialysis heart rate 70 bpm Pre-dialysis blood glucose
Pre-dialysis systolic/diastolic 146 / 79 mmHg

Pre and post weights

Pre-gialysis weight 65.00 kg Post-dialysis weight 62.00 Kg
Target weight 63.00 kg Real intake 1.00 Kg
Weight to lose 1.00 Kg Weight gain -19.10 Kg
Weight gain percent -29.38 %

Treatment session
Treatment session details Click to see session details [++] Related Iab tests Click to see Iab tests

Treatment session measurements

Time Intra-dialytic systolic BP| Intra-dialytic diastolic BP| Mean arterial pressure | Intra-dialytic heart rate| Arrhythmia| Position Marking Body temperature change| Venous pressure| Arterial pressu|

mmHg mmHg mmHg c mmHg mmHg
245ep20191327 146 7 107 70 No Lying Pre-treatment

245ep201913:33 139 7 100 65 No Lying During treatment

245ep201914:33 127 7 93 63 No Lying During treatment -0.48

245ep201915:33 124 68 52 63 No Lying During treatment 047

245ep201916:34 138 74 99 61 No Lying During treatment -0.29

245ep201917:36 137 7 102 62 No Lying During treatment 035

245ep201917:46 131 8 101 62 No Lying During treatment -0.03

245ep201918:46 130 72 101 65 No Lying During treatment -0.20

245ep20191901 135 72 102 62 No Lying During treatment -0.15

24 5ep 2019 19:11

If Therapy Monitor 2.x and the relative plug-ins are installed, a button called Treatment session details appears under
the “Treatment session weights” table. Clicking on that button will open the pop-up that contains Treatment cycle
information.

Note

The Kt/V formulas in the post-dialysis information group contain Kt/V values
\ P depending on the treatment-related laboratory tests. They are filled in
automatically when at least one laboratory test that is more recent than the

treatment date and that has urea values inserted is imported into the Laboratory
data section.
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Treatment session details

This section is particularly important since it contains all the measurements collected by the dialysis device throughout
the treatment session. In order to consult these values, the user has to create specific queries using the Therapy
Support Suite Manage HD treatments. This enables the user to create a list of customised queries in order to decide
which dialysis measurements to show in the Treatment session details and whether to show them as charts or tables.

Therapy Support Suite
{ =" FRESENIUS
O,
[ dermcoes I v i v || Repertiog | ¥ == oo 0]
‘ ¥ Open patient list ‘ ¥ || Aitken Lambert, David [39807] X | Messages and tasks +
Basic data A AitkenLambert, David 8o 15/08/1952 (67y) Genderc" Cod. 39807 Status Active/Hemodialysis ]| (%)
Patient summary
Treatments ©6
i i [ coe | e ] pum v ]
Administrative data Treatment date 20 Nov 2010 14:58 Treatmentdoctor  po
Medical data Responsible user Second responsible
Hospitalisations
Patient status Prescription name Testl 0 Unique ID 367
Medical prescription General data | Consumables used || Anticoagulant agent || Treatmentinformation || Xp |  Dialysis device settings | Assistance || Detailed information || Medical services
Patient agenda Pre dialysis data
HD
Pre-dialysis heart rate 74 bpm Pre-dialysis blood glucose
Vascular access
Treatment prescription Pre-dialysis systolic/diastolic 142 /74 mmHg
Checklist Pre and post weights
Treatment schedule plan Pre-dialysis weight Post-dialysis weight 84.10 Kg
Pharmacological prescription ) )
Target weight Real intake
Messages
Treatments Weight to lose Weight gain
HD survey

Weight gain percant

Laboratories - )
reatment session . .
Laboratory test Treatment session details

Laboratory data Treatment session details _
Lsboratory test schedule Selectaquery: ‘Sessmn details dermo =]
n Treatment session measurements —

Hieieatiers Intra-dialytic systoli B|
Clinical diary Time : a”y'\;;:; M session details demo arking
Allergies Time Arterial pressure | Venous pressure | TMP pressure | Dialisate flow
e 20Nov201015:23 132 Sz s Gies il m

i J ol 5.1 X =]
il e bt 20Nov20101528 125 20Nov201017:27 -35.0 5.0 55.00 100.0 =]
& 20 Nov201018:00 -35.0 -5.0 55.00 500.0 N
Germ situation 20Nov201015:29 135
o 20 Nov201020:17 85.0 -15.0 25.00 500.0
Transfusion list
3 20Nov201016:02 147 20 Nov 20101627 -35.0 -5.0 55.00 100.0
Comorbidity
R — 20Nov201017:45 155 20Nov201019:46 -35.0 5.0 55.00 500.0
2 21 records found
Diagnostic test 20Nov201018:11 131
Self-sufficency Close  Exportxcel  Print
% 20Nov201018:12 141 :
Outpatient clinic visit i
Patient medical history 20Nov201018:13 130 81 100 81
Amputations 20Nov20101825 111 64 69 64
Clinical case

o 20Nov201018:26 134 76 107 76
PD access 20Nov201018:46 125 79 95 79
PD prescription

20Nov 20101848 125 78 87 78
PD treatment scheduler
Review 20Nov201019:48 133 48 81 48
Home vistt: 20Nov201020:12 131 61 80 61

PD treatments

Peritonitis Glycemic check list
Tunnel exit site i

g .| Glycemic check
s s e Glycemic check time| ma/dl

Daritnnaal tact P

Treatment session measurements
The contents of this table vary depending on whether the TSS installation includes Therapy Monitor:

= |f Therapy Monitor is not available, the table contains all the vital measurements made by the nurse during the
dialysis session;

= |f Therapy Monitor is available, the table contains all the values taken from the “vital values” section of the
Therapy Monitor export file. Measurements that do not refer to vital values are completed using values from
the “treatment information” section, taken immediately before the timestamp of the current table row.
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Treatment-related laboratory tests
The contents of this section depend on whether the TSS installation includes Therapy Monitor:

= |If Therapy Monitor is not available, the “Laboratory tests” section of the “Treatment session information”
section will remain empty, and will simply show the message “no laboratory tests received during treatment
session”.

If Therapy Monitor is available, the table will contain all the laboratory tests included in the Therapy Monitor export
file, for which mapping has been specified in Therapy Support Suite. If no mapping has been specified, the “Laboratory
tests” section of the “Treatment session information” section will remain empty, and will simply show the message
“no laboratory tests received during treatment session”.

Patient weight
This table contains information related to the patient weight during the dialysis treatment:
*  Pre Weight
*  Post Weight
=  Target weight
= Taken weight
=  Weight to loose, calculated as: Pre Weight + Taken weight - Target weight

=  Weight gain (compared with previous treatment)

Note

the treatment starts. This field is calculated and also takes into account the
"Taken weight" from the prescription. If the amount of “Taken weight” is
changed in Therapy Monitor, the "Weight to lose" will not be changed.

@P The "Weight to lose" field shows the weight that the patient should lose before
\

Patient temperature
This table contains patient temperature information during the dialysis session.

Patient temperature
Time Value Responsible

24 Sep 2019 13:55 365 °C demouser - demouser
24 Sep 2019 15:15 370 °C demouser - demouser

24 Sep 2019 16:05 375 °C demouser - demouser

Device disinfection

This section contains information about the procedure for disinfection of the dialysis device.

Machine disinfection

Check for disinfection residue Performed manually on TMON or dXp i - demouser
Date 24 Sep 2019 13:15 End of last treatment 21Sep 2019 12:15
Last disinfection 22 5ep 2019 13:15
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9.3.7.5 DXP (DATA EXCHANGE PANEL)
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This section contains a number of information useful for dialysis treatment and can be edited directly on the dialysis
device via the Data Exchange Panel (dXp), including:

= dXp Items: in this section, the patient checklists are automatically added to the system.

= dXp Messages: this section automatically adds the prescribed medical orders to the dialysis session system.

= laboratory Tests: This section automatically adds the prescribed laboratory examinations for the dialysis

session from the system.

=  User actions on dXp

= Events: The events that occurred during the treatment are recorded in this section. Events and their actions
can be added manually or generated after a dialysis session is exported from Therapy Monitor. If events and
their actions are added manually, the sections of the treatment to which the actions refer to are also
automatically updated. For example, adding an information related to the use of a consumable for an event
will also update the relevant table in the Consumables tab.

General data Consumables used | I Anticoagulant agent Treatment information dXp Dialysis device settings | £} Assistance Detailed information

dXp

dXp items

Description Status Responsible
Check Blood Pressure Confirmed demouser - demouser

Check Cardio failure demouser - demouser

Check Fever Confirmed demouser - demouser

dXp messages

Confirmation time
24 Sep 2019 15:36
24 Sep 2019 15:51

24 Sep 2019 13:36

Message Answer | Sender Send time Responsible Confirmation time
Need Potassium at dialysisend  Yes demouser 24 Sep 2019 13:34 demouser 24 Sep 2019 14:09
Lab exams

Exams Answer Sender Send time
—~ Empty Grid ~

GXp user actions

Description Responsible Confirmation time

Legsup demouser - demouser 24 Sep 2019 13:34

Treatmentstopped  demouser - demouser 24 Sep 2019 17:34

Action 1 demouser 245ep 2019 13:37
Action 3 demouser 24 Sep 2019 13:37
Events
Event Responsible Time
Event One demouser - demouser 24 Sep 2019 13:59
Event Three demouser - demouser 24 Sep 2019 14:34
Event Two demouser - demouser 24 Sep 2019 16:34

Responsible| Confirmation time

Comment

Comment.

Related actions

Action 1

Action 3

For all the information in this section, the manager and the time when the data was changed or entered can be specified.

General data

dXp
dXp items

Description| Status| Responsible| Confirmation time

-- Empty Grid -
dXp messages
Message, Answer| Sender| Send time
-- Empty Grid -
Lab exams
Exams| Answer| Sender| Send time
-- Empty Grid -
dXp user actions
Description| Responsible| Confirmation time
-- Empty Grid -
Events
Event| Responsible| Time

-- Empty Grid --

Fresenius Medical Care

Consumables used || Anticoagulant agent

Treatment information dXp

Responsible | Confirmation time

Responsible| Confirmation time

Comment

Related actions:

Dialysis device settings | I Assistance

Detailed information
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As for the "Events" section, these can be received from TMon or managed by the graphic interface.

Events ) i i
Event ‘ Responsible Ji'l'lme i Related actions

’EvenrOne EH [demouser | I 24/09/2019 13:22 @I X CorDiax 50 [++|

[oenmve  [7]] [cemouser | [4092091323 | acoonz [

£

The system allows the following “Related actions” to be added:

Related actions X

Drug Common [ Medicina! Product | User actions | Consumables/Ancillary Solutions
Dialyzers \ Acid concentrates | Basic buffers | Needles | Blood lines
= Dialyzername | Dialyzer official code
|Show Details|  FX paed 5008221

|Show Details| FX CorDiax800  FOD001594

[snow Details| FxCorDiax80 700001591

[show Details| Fx CorDiax600 700001593
[Show Details| FXCorDiax60  FO0001590

[Show Details| FXCorDiax50  FO0D01589

|Show Details| ~ FX CorDiax 40 F00001588

|Show Details| FX CorDiax120  FO0002384

|Show Details| ~ FX CorDiax 1000  F00001595

|Show Details| FX CorDiax100  FOD001592

|Show Details, FX 800 5008141

[show Details| FXx80classix  F00002387

[Show Details| Fx 80 5008881
[Show Details| X8 5004731
[show Details| Fx 600 5008131
IsmaTl)g(ailsi FX 60 classix FOD002386
[show Details| Fx 60 5008861

25 records found

In the case of "Medication" or "Medication Package" the system asks for the following information:

Related action details

Related actions lAdoIaf

Quantity I

Has drug been [ ease sefect one entr
administered?

Batch code |

Expiry date I da/mm/yyyy

Respensible demouser

Confirmation time [ dg/mm/yyyy hi:mm

Comment

Type
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In the case of "User Actions", the following information is required:

Related action details

Related actions

’Acrion 1

Responsible demouser

Tme  [24/0020191323 [

Comment I

In the remaining cases the following information is required:

Related action details

Related actions bibag 5008 % []
Responsible demouser
Tme  [24/0020191322 [
Batch code I l
Article number l I
Expiry date | da/mm/yyyy @I
Status Piease select one entr E]
oK Cancel

The Related Actions associated with the events are also added in the respective sections of the treatment:

dXp user actions

T

Description ‘ Responsible ‘ Confirmation time ‘ Comment

Action 1 demouser | 24/09/2019 13:23 @ |Comment 1 ]

|Action Dxp | demouser | 24/09/2019 13:23 % |Action Dxp |
Dialyser list
%pj?lvser 7\ B;tch codeiArticle numberrriﬁxpiry date . ysrtatus B Jngsponsible ) Vircronﬁrmation time |
1 FX 1000 X B]ﬁ |,,, |,,, { ! %7| ease select one ¢ E] il a 733 mm/yyyy hh:mm %
| EXCorbiax 50 | | P [prease select one entry[= ]| [demouser 01/10/2020 1239 FFF
+

If one or more "Related Actions" is changed or removed from its section, the related event is also updated.

The behaviour of much of the data in this section and its connection with TMon depends on the value of the “Enabled
continuous import with TMon (from version 2.2)” configuration parameter. (see section 4.1.1 of the Service Manual).

All details on the operation and the different cases that may arise are explained in the "Continuous Import with

TMon" section.

Fresenius Medical Care
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9.3.7.6 DIALYSIS DEVICE SETTINGS

This section is simply a copy of the Dialysis device settings section of the prescription.

“

Treatments

‘ Aitken Lambert, David Born 15/08/1952 (67y) Genderf" Cod. 39807 Status Active/Hemodialysis |E i @

[ oo [ e

Trestmentgate | 24/09/2019 09:20

xE”

@| Treatment doctor I oo

Responsible user | Res;

=]

EI Second responsible I Sec

Prescription name

| Default Prescription 24

xE”

Unique ID 793

General data || C used HIJ Antic agent H information HW“ Dialysis device settings HB Assistance H Detailed i H Medical services ‘
Dialysis device settings
Dialysis device type [D 5008 X |E” Available modules %x;’ QCM; BPM; BTM; Single-Needle;
Dialysis device H Additional modules ”W‘
General settings
Device treatment method | HDF postdilution E” Treatment duration 240 min
UF settings
Max. UF rate mi/h {100 - 4000)
UF IYes |ZH UF profile number | No profile = E]]
UF time 240 min UF spare time i:l min (0 - 1440}
1SO-UF settings
1S0-UF | No |Z|| Max 1SO-UF rate |:| mi/h {10 - 4000)
Dialysate settings
Autoflow On/Off | on E| Autoflow ratio | 1 [ 1-2)
Dialysate temperature |36.5 °C (34-39)
Concentrate AC-F313/2 Prescribed Na 142 mmol/l (125 - 155)
Bicarbonate bibag

Anticoagulation drug

PRV

Na bicarbonate CI mmol/I (0 -40) Total buffer administration 35.00 mmol/I
Acid concentrate K+ 2.00 mmol/
Na profile number lNo profile E”
Blood settings
Blood flow rate mi/min (0 - 600)
Dialyzer FX 100 ciassix
HDF/HF settings
HDF pump On/Off IOn |Z” Auto-Substitution On/Off | On E]
Bolus volume (ml) l Pi ne entry E‘J HDF/HF bolus rate mode | lZ”
Haematocrit 41 % (19/10/2010) Total protein 6.5 g/dl (22/06/2010)
Anticoagulation settings
Heparin pump enabled IYes |z|| Heparin bolus enabled | Yes E]]
Adipnaf - 10pieces 120ml vials Bolus 16.0 ml
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9.3.7.7 PATIENT ASSISTANCE

This section allows the user to enter information about the treatment quality and any symptoms arising during the

treatment. It is also possible to confirm or modify the administration of drugs and enter comments about the
treatment.

Medications

1 Prescribed drugs

Pharmacological prescription Exact quantity| Has drug been administered?| Quantity modified| Batch code| Expiry date| Responsible | Confirmation ime | Comment On Demand
} Fepili Spieces 50ml vials Fepili 12ml Yes demouser 24 Sep 2019 13:35 No
Il Mitopep 25 pieces 100mg/ml Capsule Mitopep 12 mg/mi Yes demouser 24 Sep 2019 13:35 No
Other drugs
Drug common Medicinal product Quantity | Has drug been administered?| Batch code| Expiry date| Responsible | Confirmation ime | Comment
Adipnaf Adipnof - 10pieces 120mi vials 100.00 Yes demouser 24 Sep 2019 13:37

Free text drug
Text| Quantity| Has drug been administered?| Batch code| Expiry date| Responsible| Confirmation time| Comment| Type.

-- Empty Grid -

Comments

Medical treatment note

Tells if the comment has been confirmed

Nurse treatment comment

The prescribed drugs to be taken during dialysis are shown in the “Prescribed drugs” list. For each one, the following
information is displayed:

" name;

= exact prescribed quantity;

= indication whether the drug was really administered;

= quantity administered if different from the prescribed quantity;
=  batch code;

= name of responsible user;

= time the drug was administered;

= comment;

The name of the drug has a message next to it if the patient is allergic to the prescribed drug. Clicking the name of the
drug displays the relative pharmacological prescription.

The exact quantity is derived from the pharmacological prescription and cannot be modified if the treatment took
place during a scheduled session. If the treatment takes place outside the treatment plan schedule, the exact quantity
becomes mandatory and the value is not derived from the prescription. The “[?]” symbol appears in the exact quantity
field to indicate to the user that he must specify the value.

The indication as to whether the drug was administered has four possible values: “Yes”, “No”, “Yes, but the quantity
has been modified”, “Refused”. This information is mandatory. If the user makes no selection or if selects “Yes”, the

exact quantity also becomes mandatory. If the user selects “Yes, but the quantity has been modified” only the
modified quantity becomes mandatory.
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The comment field and the batch code can only be modified by the user if the treatment has been entered manually,

while all the remaining fields are populated by Therapy Monitor.

In the “Other drugs” part of the Medications section, a distinction has been made between the drugs administered
regularly (at home), and the drugs administered as needed.

9.3.7.8 DETAILED INFORMATION

This section shows detailed information obtained from the dialysis device at the end of the treatment. If Therapy

Monitor 2.x and related plug-ins are installed, all information coming from Therapy Monitor will be visible; otherwise,

some of these information fields will be empty.

General data

188

Consumables used | £ Anticoagulant agent

UF

Total UF time

UF volume

UF profile

IS0

1SO time

1SO rate

Anticoagulant

Average anticoag. rate
Cumulated anticoag. bolus volume
o™

Effective Kt

Average clearance
Average plasma Na
SNCC

SN click clack time
Online

HD time

HDF post time

HF post time

Total substitution volume
Cumulated bolus volume
Post-sub proportion
Single-needle

SN stroke volume

BTM

Recirculation

BVM

Min RBV

4 hours 0 minute
900 mi

0

0 min

0 mi/h

535 L
206.0 mi/min

134.0 mmol/l

0 min
259 min
0 min
259 L

oml

Treatment information

dXp Dialysis device settings || Assistance Detailed information Medical services

UF goal 5900 ml
Average UF rate 225 mi/h
IS0 volume o mi

Cumulated anticoag. volume

Effective Kt/V 159
Urea distribution volume 3371L
HDF pretime 0 min
HF pretime 0 min
Current treatment HDF postdilution
Substitution rate 106 mi/min

Post-sub volume

Critical RBV

Note

If a treatment is exported from Therapy Monitor, it might be
necessary to check whether one or more fields are outside the
permitted ranges. Out of range values are marked with a yellow or a
red flag. depending on the gravity of the error.

Warning

In case of a malfunction of Therapy Monitor or a network failure,
treatment data may not be available.
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9.3.7.9 MEDICAL SERVICES

This section shows the services related to the treatment. One or more services can be present for a single treatment.
Every service is characterised by the following information:

General data Consumables used | & Anticoagulant agent Treatment information dXp Dialysis device settings | £3 Assistance Detailed information Medical service

Medical service list

Date Medical service Quantity Performed Status Auto creation| Version Service unigue ID
; 24/09/2019 11:38 %‘ |10.0 Dialysis treatment X C' El ‘ Yes EH Ready v 1 35
+

= Date: contains the date when the service was provided;
Services: contains the Principle Code and the Principle Description of the service;

Quantity: indicates the number of times a service has been carried out for the treatment in question;

=  Performed: the following values can be added:

e  “Yes”:the service was carried out;
e  “No”:the service was not carried out;

e  “Cancelled”: the service was cancelled;

Services can be added in two ways:

Manually by the user. In this case the user can add a new service by pressing the ar button. The user
must enter the values in the Date, Services and Quantity fields, while the Performed field is “Yes” by default.

Medical service list

v Date Medical service Quantity Performed
/i o o BB oo I
+

Automatically by the system: In this case a service is automatically added (if not already present) when a
treatment is created or modified. “Automatic” services are added when the treatment meets certain criteria
as defined in the Expressions (see Service Manual section 4.2.6). For “automatic” services, the Data field is
given a default value of the treatment date; the Services field is filled in with the code and description of the

service related to the expression which was met, and the Quantity field is given the value 1. Once again, the
Performed field is set by default as “Yes”.

Medical service list

Date Medical service Quantity Performed Status
’30x’05/201917210 %} lm Diglysis treatment X Q] ’1 | ives EH Ready

+

Auto creation | Version Service unigue ID

v 1 33
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X
The services entered can be removed by the user by clicking the button. A service entered manually can be
deleted by the user; whereas, a service added automatically by the system cannot be deleted. It can be cancelled by
entering “Cancelled” in the Performed field.

Auto created rows cannot be deleted. Would you like to set "cancelled” status?

If the treatment fields used as criteria in the Expressions are modified, the system recalculates the “automatic”
services, while the services entered manually are not modified.

Additionally, if the user has modified the default data related to “automatic” services, the system asks him if he wants
to lose the changes he has made to the “automatic services”.

9.3.7.10 CONTINUOUS IMPORT WITH TMON

As already mentioned, some session data involved in the exchange of information with TMon, could be linked to the
continuous import.

Following the instructions in the dedicated sections of the Service Manual is essential to take full advantage of all the
continuous import functions. To enable this function in TSS environment tick the “Enabled continuous import with
TMon (from version 2.2)” field in the configuration parameters (Service Manual section 4.1.1), to enable TMon side
functions, tick the “Enabled” field of the “import” line in the FIS “Plug-in Configuration” tab, in the “Periodic
commands” table (see section “FIS - Configuration” of section 3.2.3 of the Service Manual).

Still from FIS, the time interval that passes from one automatic import to another can be set along with which of the
four possible packages that TSS can send ("To Do list", "Instructions", "Patient risks" and "External laboratory").

Warning
Risk for the patient as a result of an incorrect prescription being shown
It is essential to know that:

= Continuous import must be enabled on both TMon and TSS sides, it
is highly discouraged to keep only one of the two parameters
enabled to avoid wrong behaviour of the sections involved;

= use of TMon version 2.2 or higher is required. Previous versions are
not supported;

= continuous data exchange ends when TMon sends TSS the data
message "End session time".
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The data, divided into their respective packets, that the TSS will send to TMon, if requested, are below:

"To do list" contains the list of "Checklists" selected for a patient, visible in the corresponding menu item and
divided into mandatory and configurable;

“Instructions” contains a list of messages comprising the combined active and scheduled “Medical Orders” for
a patient, any planned “Laboratory Tests” visible from the “Scheduling of Laboratory Tests” menu and the
medicine used as an additional manual bolus (if present, it is visible in the patient’s “HD prescription” in the
“Anticoagulant Agent” section);

"Patient risks" contains the patient's allergies saved in the "Allergies" section and the "Comorbidities" that pose
a risk for the patient. All the data sent will always be shown in the patient summary bar, located at the top, by
clicking on the image relating to the patient's risks.

“External laboratory” contains the list of all the patient’s “Laboratory data”. The latest laboratory test values,
making up the "Laboratory data" section, will be sent to TMon.

All this information is sent to TMon during a session and updated at regular intervals, as configured in FIS settings. Any

changes made to the system that provides for a TMon update, whether of values or scheduling, do not take

immediate effect. They will be effective only after the update period interval set in FIS.

The continuous import procedure ends when the session is closed by TMon. From this moment on, TSS no longer

supports continuous import and the data are no longer exchanged. Notwithstanding the closing of the session by

TMon, if the treatment is still "in progress" in TSS, the user will apply a logic other than the "Session end time" value
for the treatment "Complete" status (see section 4.1.1 of the Service Manual).

The only way to still exchange data between TSS and TMON after sending the "Session end time" value is to launch a
manual session data import from TMON by clicking on the "Import session data" command. Manually importing data
this way is always possible during a treatment. If a session is created on a day when a treatment is not scheduled, of
all the information that can be scheduled, only the patient's "Checklist" and "Medical Orders", which are valid for
unscheduled treatments, will be linked to the session. Only any changes to this type of data will be reflected in the
session as a result of continuous import. Any change made to all the other scheduled sections (e.g. medical order
scheduled for the next scheduled dialysis) will have no impact on the treatment in progress because, in fact, it is an
unscheduled treatment.

@) Note

A checklist added manually by TMON, with a name equal to one already
existing on TSS will not be duplicated. However, the corresponding entry
in the "Master data" section will be updated.

@ Note

If continuous import is enabled during a treatment in progress, alerts

displayed during the creation of a medical order, a checklist, or a
laboratory test schedule item will not be shown.

Finally, it is not possible to change the details of the description of checklist or medical order information for an item
that is used in an ongoing treatment.
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9.3.7.11 SECOND APPROVAL FOR HD TREATMENT

The functionality for second approval of HD treatments must be activated through the configuration parameters of
each clinic. It also allows a second user to approve some elements of a treatment. The second user cited, must be
different from the user that entered the confirmation of application of the treatment detail in question and must have
the active rights to approve.

The sections involved in the HD treatment are listed below:
= All elements in the dXp section
e Items, messages, lab tests, user actions, events
=  Drugs (prescribed drugs, other drugs, drugs in a textual form) and anticoagulant agent manual
=  Consumables used (except those for which TMon does not handle confirmation management).

For each section an option allows the second approval to be applied. When elements are grouped in a table, special
columns will appear with their approval flags and details (user and date/time). For single sections, the selection option
and the second approval details will be found in additional fields of the section.

dXp
dXp items
Status Responsible Confirmation time Second confirmation user Second confirmation time D Confirm all
essure Confirmed demouser - demouser 27 Apr 2020 15:16 D Confirm
tilure Confirmed demouser - demouser 27 Apr 2020 15:16 [] confirm
Confirmed demouser - demouser 27 Apr 2020 15:16 E] Confirm

The “Confirm all” option is in the column header (in the table elements) and allows all the selectable table elements to
be selected/deselected.

By definition, when the second approval is active, a treatment cannot be moved to the “Closed” status until all the
second approvals have been applied. An exception (applicable with a particular configuration) will allow the possibility
to close a treatment without a second approval if the elements do not include any first application/rejection details
during the treatment. (See Section 4.1.1 of the Service Manual for configuration details and TMon version
compatibility and limitations).
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A “Second applications...” button is available in the list of treatment buttons. By clicking on the button, a pop up will
show the list of all possible second applications not yet applied for the user logged in.

Second endorsement X

dXp messages - -
Description First confirmation user First confirmation date
Need Potassium at dialysis end demouser2 10/1/2020 2:11:35 PM

dXp items
D Description First confirmation user First confirmation date
[[] Check Blood Pressure demouser2 10/1/2020 2:11:01 PM
[[] Check Cardio failure demouser2 10/1/2020 2:11:06 PM
[] Check Fever demouser2 10/1/2020 2:11:10 PM

Diatyser st , ,
@ Description First confirmation user First confirmation date
FX 1000 demouser2

Blood line list
[:I Description First confirmation user First confirmation date
D AV-Set FMC (FA 204 C/FV 204 E) BVM demouser2

Needles list
|:| Description First confirmation user First confirmation date
[]  SINGLE-NEEDLE KAN.15G 1,8X20MNM SNSO0RG demouser2

Basic buffer list

. .

9.3.8 HD SURVEY

The HD survey enables the user to analyse specific values from the “session details” (sent by the Fresenius 5008 or
6008 during every treatment) starting with a subset of treatments. The procedure for generation of the subset of
treatments and the list of values of the "session details" are defined using the functions provided by the query builder.
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9.4 LABORATORIES

9.4.1 LABORATORY TEST

This section contains a list of all laboratory tests performed on the patient as received from the laboratory, before
they are processed and imported by the Therapy Support Suite mapping engine. This view shows three different types
of information about each laboratory test:

= Test Date : the date when the laboratory performed the test;
= Request number: the lab's ID number for the test;

= Laboratory test categories: a list of all the laboratory test categories covered by the specific request;

/\ Brennan, Nicholas Born 28/10/1962 (56y} Gender ' Cod. 399489 Stotus Active/Hemodialysis [ | g

Laboratorytst [ ew [ ovonca | e |

? Date exam Request number Lab test Status | Status Date | Lab Test Categories

16 Nov 2010 10:02 20100243225

19 Oct 2010 11:36 20100212443 Plasma

19 Oct 2010 00:00 20100212450

21S5ep 2010 11:44 20100181647 Plasma

21 Sep 2010 00:00 20100181653

07 Sep 2010 08:38 20100185296 Plasma

24 Aug 2010 12:41 20100172980 Plasma, Serum
24 Aug 2010 00:00 20100172983

27 Jul 2010 10:46 20100148750 Plasma

27 Jul 2010 00:00 20100154425

13 Jul 2010 12:42 20100150835 Plasma

29Jun 2010 12:50 20100135305 Plasma

29 Jun 2010 00:00 20100136816
29 May 2010 15:24 20100116722
15 May 2010 05:26 20100104603 Plasma
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The detail for each laboratory test consists of two different tabs:

The first shows the general information about the lab test requested selected and the associated results:

Laboratory test

' Brennan , Nicholas 5o 28/10/1962 (56y) Gender G Cod. 399489 Status Active/Hemodiaiysis | [ (8

General information ” [ Mapping details l

Reguest number
Request date
Laboratory
Lab test Status
Lab comment
Request comment

Mapped lab results

20100172980

24 Aug 2010 12:41

Loboratory One

Date exam 24 Aug 2010
Creation method Manual
Status Date

12:41

K2
| ‘ ID ‘Type Name \ Parameter comm... lVaIue 1Measure... | Min value | Max value iSpecime... ‘Value comment ‘ Device m
7]l.390@SlNT EMOCROMOCITOM...  %BAS 03 % 0 15
|V Plasma 2
‘ D ‘Type | Name | Parameter comm... |Value | Measure... | Min value | Max value | Specime... ‘Value comment | Device m
46.46@Plasma C;ALCIO TOTALE CALCIO TOTALE 8.86 mg/dL 88 10,6 i
875.875S@Pla... % TRF % TRF 31 % 20 30
@ Serum 2
[ D | Type | Name | Parameter comm... |Value | Measure.. | Minvalue |Maxvalue | Specime... | Value comment | Device
238.238@Se... HCV HCV Nega...
99.99@Serum  HIV HIV Nega...

e —

5 records found

Fresenius Medical Care
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= The second shows the mapping of the recorded results, highlighting every potential problem detected.

A Brennan , Nicholas Born 28/10/1962 (56y) Gender(' Cod. 399489 Stotus Active/Hemodialysis ‘ IZ]‘ g

Laboratorytst ENEZE 000

General information J [ Mapping details |
) Lab resuits
lID iTvpe ‘ Name ‘ Parameter commem:{ Value \ Measurement unit‘ Min value‘ Max value{ Specimen sourte} Status} Status Date| Value comment ‘ Device meas!
139 11} EMOC. | gpzs 003 x10.e3/ul 0 01
6@s | ROMO
INT | CiToM
ETRIC
o
139 | EMOC | 4r05 037  x10e3/ul 0,05 065
5@s | ROMO
INT | CiToM
ETRIC
o
139 | EMOC 4 c 0.09 x10.e3/ul 0 04
7@s | ROMO
INT | ciTom
ETRIC
o
135 | EMOC  gym 175 x10.e3/ul 11 4
| 3@s | ROMO
INT | CiToM
ETRIC
o
139 | EMOC  uuoN 032  x10e3/ul 02 038
4@s | RoMO
INT | CiTOM
ETRIC
o
139 |© EMOC 1 ynpy 601  x10.e3ful 2 8
2@s | ROMO
INT | ciToM
ETRIC
o
87S.  %TRF  %TRF 31 % 20 30
875
@Pl
asm
a
138 EMOC  gppag 03 % 0 15
0@S ROMO
INT  CiToM
ETRIC
o
1.38. [ EMOC I ‘a5 43 % 0 7
9@s | RoMO
INT | CiToM
ETRIC
o
139 | EMOC = gyyic 11 % 0 4
1@s | ROMO
INT | ciTom
ETRIC
o
138 | EMOC  ouym 204 % 19 48
7@s | ROMO
INT | ciTom

New laboratory tests can be automatically imported into Therapy Support Suite from different sources, which can
depend on the hospital information system configuration.
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The user can add new laboratory tests manually by clicking the New button in the Laboratory test view and filling-in
the following form.

A Brennan, Nicholas 5o 28/10/1962 (S6y) Gender ' Cod. 399489 Status Active/Hemodialysis ‘m] ]

Laboratory test [ concel [ e

EdGeneral information H Mapping details \

Reguest number | l Date exam dd/mm/yyyy hh:-mm @|
Reguest date [ dd/mm/yyyy hh:mm %! Creation method
Laboratory l,rx E}l
Lab test Status Status Date
Lab comment
Request comment
Mapped lab results
il
I |
‘ No data

If Therapy Monitor is connected and laboratory tests are exported for which mapping has been specified in Therapy
Support Suite, a new entity is created in this section for every single laboratory test performed. If there is more than
one measurement for the same type of test, an entity will be created for each measurement performed.
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Furthermore, the data from the laboratory tests performed during a Therapy Monitor session, are also visible in the
respective treatment by clicking on “...” in the “Relative Laboratory Tests” field, in the “Treatment Information” tab.

Weight gain percent
Treatment session

Treatment session details Click to see session details E’ Related lab tests Click to see lab tests D

Treatment session measurements

Intra-dialytic systolic BP| Intra-dialytic diastolic BP| Mean arterial pressurei Ihira-dVEiC heact Tate
mmHg mmHg mmkHg | e

Time' Arrhythmia| Position

+ /I

mmHg

. I

Ma yking‘ Body tempe;ture change‘ Venous pressure”
|

]

Glycemic check list

Glycemic check
mg/dl

Glycemic check time

+_/

Treatment session weights
Weight
K

Time
I+

Patient temperature
T|me! Valuei Responsible ]

+
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9.4.2 LABORATORY DATA

Chapter 9: Patients

In this section the user can access the list of all laboratory tests done by the patient. There are three sub-views that

show results in different ways:

= Last results: Shows all lab tests from the most recent to the oldest;

= All: Shows all lab tests grouped by year;

= Search by date: The user can choose the time range for the view. By default, it is set as the previous month;

In the “Latest Results” and “All” views, the user can set-up the view as:

=  Table view;

= Chart view;

= Mixed view (image below); &

Last twenty lab tests || Lastresuits || All || Search by date || Test Hb || Test Lab Data
? Lab test date Haemog!obm Haematocrit | Post-dialysis urea | Pre-dialysis urea Dialysis dose Daugirdas DPVV Ke/V Dialysis dose URR EJ
g/dl % mg/dl mg/di %
16 Nov 2010 10:02
(=]
07 Nov 2010 00:00
190ct 201000:00 10.7 33 28.00 128.00 157
21Sep 201000:00 108 33 35.00 163.00 157
07 Sep 201008:38 9.3 27
24 Aug201012:41 100 30 27.00 133.00 163
27Jul 201000:00 115 34 46.00 171.00 134
13 Jul 2010 12:42
29Jun201012:50 122 36 51.00 189.00 137
29 May 2010 15:24
15 May 20100%:26 120 36 145.00
11 records found
A
Dialysis Adeguacy H Blood Haematocrit - Haemoglobin
2
250 Dialysis Adequacy
225
200:
175
150
125
100
75
50 S ——
\ e O——
25 D
0
<Juie TID
I I I I ! I I I I T I I I T ! I I I I I
% 2 3 2 S % 2 2 % % 2
Y L Y z B ® o [o}
% % % %, % % % % %) & %
% 2 ° & @ % % % % % %

Usually during the start-up of a clinic an automatic import is configured between Therapy Support Suite and the
Clinic’s Laboratory. However, the laboratory data can be entered manually. New laboratory tests can be entered by

clicking the New button.
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It is normal practice to add custom fields in the Laboratory Test Data Section.

In the Laboratory Test Data section Therapy Support Suite automatically calculates:

= Dialysis Dose of Daugirdas SPVV Kt/V,

= Dialysis Dose of Daugirdas DPVV Kt/V,

= Dialysis Dose equil. Kt/V.

Once the Pre-dialysis urea and Post-dialysis urea fields of the Dialysis adequacy section have been filled in, the above

fields are calculated automatically.

A Brennan, Nicholas Born 28/10/1962 (S6y) Gender S Cod. 399489 Status Active/Hemodialysis ‘ il

taboratory data [Comce | e |
Lab test date I | @I
Lab¢
Text results
Uriculture
Microplasma
Dialysis adequacy
Pre-dialysis urea I:’ mg/dl {40 - 700) Post-dialysis urea \:’ mg/dl (10 - 300)
Pre-dialysis BUN I:] mg/di (40 - 700} Post-dialysis BUN I:l mg/dl (10 - 300)
Subsegquent pre-dialysis urea ‘:’ mg/dl (40 - 700) Dialysis dose Daugirdas SPVV Kt/V

Dialysis dose Daugirdas DPVV Kt/V
Total Kt/V (EKrt/V)
Dialysis dose PCRn g/kg/day

Electrolyte and water balance

Potassium

Chloride

Post-dialysis potassium
Post-dialysis chloride

Acid-base balance and blood gases
PCO2 mmHg

PO2 mmHg

Estimated bicarbonate

Bone and mineral metabolism

| ] mmol/l

Dialysis dose equil. Kt/V

Dialysis dose URR

Sodium
Anion gap

Post-dialysis sodium

oH

Bicarbonate

lon. calcium l:] mmol/l (0.5-2) Ca-P product | | (mg/di)*
Phosphate |:| mg/dl (1-12) Post-dialysis phosphate :] mg/dl (1-12)
— ——h s nnam s ot sa aey
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If laboratory tests have been entered during a Therapy Monitor session, which are mapped inside Therapy Support

Suite, these values will be copied to this section.

A Brennan , Nicholas Born 28/10/1962 (S6y) Gender ' Cod. 399489 Stotus Active/Hemodialysis ‘[Il g

taborstory data TN 006
Lab test date 19 Oct 2010 00:00 1
Lab comment
Dialysis adequacy
Pre-dialysis urea 128.00 mg/di Post-dialysis urea 28.00 mg/dl
Pre-dialysis BUN Post-dialysis BUN
Subseguent pre-dialysis urea Dialysis dose Daugirdas SPVV Kt/V 179
Dialysis dose Daugirdas DPVV Kt/V 157 Dialysis dose equil. Kt/V 156
Total Kt/V (EKrt/V) Dialysis dose URR
Dialysis dose PCRn g/kg/day
Electrolyte and water balance
Potassium 4.56 mEg/! Sodium 139.00 mEg/I
Chloride Anion gap
Post-dialysis potassium 2.91 mEq/l Post-dialysis sodium 139.00 mEg/I
Post-dialysis chloride
Bone and mineral metabolism
lon. calcium Ca-P product
Phosphate 5.8 mg/dl Post-dialysis phosphate
PTHi 513 ng/l Total calcium v 61.0 mg/dl
Osteocalcin Magnesium
Haematology
Reticulocytes 3.48 % Haematocrit 33 %
Haemoglobin 10.7 g/di Mean cell volume (MCV) 957 fl
Mean cell haemoglobin content (MCH) 31.30 pg Mean cell haemoglobin conc. (MCHC) 327.00 g/i
Red blood cell count 3.40 x10%/L Platelet 257 10E3/uL
Mean platelets volume 8.00 fi Leucocytes 8.34 10E3/uL
Neutrophils 67.10 % Basophils 0.80 %
Monocytes 5.30 % Lymphocytes 20.00 %
Eosynophils 510 % Red-cell Distribution Width (RDW) 14.80 %
Par Ratio
Note

The Kt/V calculation does not start if the patient has not had any HD
treatments because the Post-dialysis weight value is required. In this

case an information message appears near the relative fields.

Dialysis adequacy

Pre-dialysis urea

Pre-dialysis BUN

Subsequent pre-dialysis urea
Dialysis dose Daugirdas DPVV Kt/V.

Total Kt/V (EKrt/V)

] mg/dl (40-700)

Dialysis dose Daugirdas SPWV kv

Dialysis dose equil. kt/v

Post-dialysis urea mg/dl (10-300)
Post-dialysis BUN mg/d! (10 - 300)

Dialysis dose URR

Dialysis dose PCRN g/kg/day|

Electrolyte and water balance|

Impossible to calculate because:
1B Last treatment pre-dialysis weight null

Total Kt/V s calculated only if 2 or 3 treatments have been executed in the last 6 days following the lab test date

1100737)

Potassium

mea/l (1-5)

Sodium mEg/l (90- 180)
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A table can be displayed with all of the “Laboratory Test” values that generated the relative “Laboratory Data”, by

opening one and clicking on the “View Laboratory Test” button.

‘ ¥ Open patient list

lasic data
Patient summary
Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda

Vascular access
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey

aboratories
Laboratory test
Laboratory data

I ahoratary tect srheduls

Laboratory data
Lab test date

Lab comment

Dialysis adequacy

Pre-dialysis urea

Pre-dialysis BUN

Subsequent pre-dialysis urea
Dialysis dose Daugirdas DPVV Kt/V
Total Kt/V (EKrt/V)

Dialysis dose PCRn g/kg/day

Electrolyte and water balance

Potassium

‘ v || Aitken Lambert, David [39807] X | Clinic Home Page 55

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender® Cod. 39807 Status Active/Hemodialysis

e o~ SR

19 Oct 2010 00:00
174.00 mg/di Post-dialysis urea 43.00 mg/dl
Post-dialysis BUN
Dialysis dose Daugirdas SPVV Kt/V 169
147 Dialysis dose equil. Kt/V 147
a I Dialysis dose URR
7.20 meg/l Sodium 140.00 mEq/I

At this point, a new window opens that contains a table with all of the values for the corresponding laboratory test.
The “Laboratory datum” can also be generated if multiple “Laboratory tests” have been performed at different times.
In this case, the table displays as many columns as there are laboratory tests.

=] 19 Oct 2010 00:00 (Laboratory One) 19 Oct 2010 11:24 (Laboratory One)
#BAS |0.05
#EOS |0.30
#LUC » 0.19
#LYMm 1.00
#MON ‘ 0.52
#NEU 468
%6BAS 0.7
[%EOS 45
%LUC |28
B6LYM |148
%MON ' 77
[%NEU 69.6
[%RETICOLOCITI 220
|CALCIO TOTALE 9.75
CHr |36
\CREATININA 8.96
|e-GFR | non effett.
FOSFATI : 6.51
GLICEMIA » S0
HCT I 410
HDOW 232
HGB 13.2
IND BIL “Normal | Normal
I2. Ir;clc;:ds found . .

If the “Laboratory datum” has no associated “Laboratory test”, the “View laboratory test” button will not be

displayed.

9.4.3 LABORATORY TEST SCHEDULE

The laboratory test schedule allows the user to define a set of tests which a dialysis patient must have carried out

regularly.
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9.4.3.1 DISPLAYING THE PATIENT'S LABORATORY TEST SCHEDULE

All the tests scheduled for the patient are displayed in the "Laboratory test schedule" section. The "Show current
schedule plans only" filter allows the user to decide whether schedule plans which are no longer active should also be
shown.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender(y' Cod. 39807 Status Active/Hemodialysis [ 1] @

Laboratory test schedule

Show current schedules only IZ]

? Status Profile From To Exams Schedule Next exam date Doctor,
- Electrolyte and water balance: Anion

Active 06 Feb 2017 gap, Chloride; Potassium, Sodium Every week on first Dialysis 29 Sep 2019 Docto!
i 7 - Electrolyte and water balance: Anion every first dialysis of the first week of:
Suspended: testname, 25:5eb 2017 gap, Chloride, Potassium, Sodium Mar, May, Aug Nurse

Schedules are active if their start date is in the past and the end date is missing or in the future. Active schedule plans
can be suspended by specifying the suspension date. During the suspension, laboratory tests are not scheduled.

The user can remove suspensions if the validity period start date is in the future. Suspended schedule plans can be
reactivated by specifying the date when they are to become active.

Suspensions can be applied directly from the schedule plans list using the buttons in the "Action" column, or by
opening the individual schedule.

Schedules with start date in the future are in "Planned" status. When the end of validity date is reached, the schedule
is automatically terminated.

The “New...” button allows a new schedule to be created.

9.4.3.2 CREATING A SCHEDULE PLAN

The days and the tests to be performed can be decided freely or by choosing a preset profile. If there are special
requirements concerning a patient, a profile can be selected and then customised.

The schedule shows the date of the Last change and the User who changed it last.

The Schedule type indicates whether the test list and rule will be imported from a preset profile or are to be specified
manually.

The Status indicates whether the schedule can generate appointments. Refer to the previous section for the possible
statuses and how changes of status take place.

The schedule has a mandatory validity start date and an optional validity end date.

The Urgent and Not billable options refer to fields in the Italian NHS prescription form; anyone not using this can
ignore them.

The Doctor field indicates the doctor in whose name the schedule was created. This field is automatically filled in if the
user is also a "Treatment doctor" or a "Pharmacological therapy prescriber".

Since the tests are associated with dialysis sessions, they will be displayed in the "Laboratory tests" section of the
treatment session's dXp panel.
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9.4.3.3 SCHEDULING WITHOUT A PROFILE

To schedule laboratory tests without a profile, select Test list as the Schedule type. In this case, first the user has to

specify the list of tests to be performed and then the rule that sets their frequency.

Laboratory test schedule X

/\ AitkenLambert, David Born 15/08/1952 (67y) Genderd® Cod. 39807 Status Active/Hemodialysis | - @
Laboratory test schedule Open entity log. m
Last change 24 Sep 2018 User demouser
Schedule type O Laboratory exam profile l Status Active
(®) Exam list
start E3 | dd/mm/yyyy %l End I dd/mm/yyyy %I

Urgent J Not billable J

Doctor ‘ DJ Next exam date
E3 Exams

|

-]

E3 Rule|Specific dates rule E]

When the Tests field pop-up is open, the user can find the required options by test category or profile.

The rule sets the frequency at which the tests are to be performed. The user has to choose one of the three available
and configure it as required.

Specific dates rule: The days on which the patient has to have the tests performed are set by means of a list of dates.

Rule [Specific dates rule [+ |

| 24/09/2019 =x2]
| 2411072019 =z
| 2411172019 =x2]
| 2411212019 =z

If there is no treatment scheduled on one of the specified dates, the tests will be scheduled for the first treatment

planned, provided it is after that date.
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Week rule: The week rule specifies every how many weeks the patient has to repeat the tests. Since a patient
normally undergoes more than one treatment a week, the user can specify during which of the week's treatments the
tests will be performed.

1
Rule |Week rule | v ||

= A 2 =l L
Every |week g from the beginning of the year on |first ‘L dialysis of the week

The image shows a rule where the patient has to repeat the tests every three weeks. The first week of the current
year is taken as reference for the start of scheduling. This week will be the first one considered valid for performance
of the tests. The first week varies depending on the regional calendar.

The tests will therefore be performed on the patient in the second dialysis session in the week and repeated every
three weeks. If there are exceptions to the dialysis sessions, these will be considered for the purposes of calculation of
the session during the week when the laboratory tests are performed.

Month rule: The month rule specifies the months in which the laboratory tests are to be performed. The combined
boxes allow the user to select the specific week of the month and, even more precisely, the treatment. As for the
week rule, here again exceptions to the dialysis sessions are included in the count for deciding whether or not the
laboratory tests are to be performed.

[Month rule
e Moren e [<]
[ r——— [ s 2
Every ‘ﬁh'—b” dialysis of the | first [+ ]| weekor:

Jan | Feb | Mar Apr | May | Jun | Jul | Aug  Sep | Oct | Nov | Dec
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9.4.3.4 SCHEDULING WITH A PROFILE

Profiles are used to group together tests and a rule for association with patients with the same characteristics. Please
refer to the Therapy Support Suite Service Manual for instructions for the creation of laboratory test profiles. Once the
required profile has been selected for a patient, it will no longer be necessary to set the tests and rule since they will
be imported from the profile.

Laboratory test schedule X

/\ Aitken Lambert, David Born 15/08/1952 (67y) Gendercy' Cod. 39807 Status Active/Hemodialysis | : | @
Laboratory test schedule [ cancel || e
Last change 24 Feb 2017 User Demo User [
Schedule type (®) Laboratory exam profile Status Suspended
(O Exam list
sar | 13/02/2017 =] End | do/mm/iyy =z

Urgent O Not billable |

Doctor |m X [E” Next exam date

Profile I test nome X BI

Exams

- Electrolyte and water balance: Anion gap, Chloride, Potassium, Sodium

Rule |Month rule E
Every dialysis of the week of:

Jan | Feb | Mar Apr | May Jun | Jul | Aug Sep | Oct | Nov | Dec

The rule can be further modified for a specific patient. In this case, the information provided in section “9.4.3.1 -
Scheduling without a profile” continues to apply.

However, to modify the list of tests a new profile must be set.
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9.4.3.5 DISPLAYING THE CLINIC'S LABORATORY TEST SCHEDULE

The scheduled tests can be displayed and if necessary printed from the clinic menu.

Therapy Support Suite

d domouser | putieots [N v | recerces |

Internal patient's admission

New patient admission
Patient merge
Basic data
General information
Home page
Scheduler and transfers
Clinic scheduler
Clinic resource scheduler
Patient transfers
Daily walk-in clinic visits
HD clinic treatments closing
PD Treatment scheduler
PD clinic treatments closing
Query & patient groups
Manage query
Manage patient groups
HD survey
Manage HD survey all treatments query
Manage HD survey single treatment query
Transplant management
Donor data
Clinic waiting list
Medical prescription
Scheduled exams
Medical prescriptions for patient groups

¥ e \ &y

~ | Aitken Lambert, David [39807] Configuration parameters Clinic Home Page x|+

Default Clinic

Scheduled exams

[P [ print rescripions [ < 1>}

Accuracy Week 40 Faticnteclecior
|week [+ [o1102019 ] facove pserns 52| b
[7] Include hospitalised patients
Aitken Lambert David - 06/10/2019 XX
Patient code: 39807 1

[004] Anion gap
[002] Sodium

[003] Chloride

[001) Potassium

4 exams, 1prescription

The "Weekly laboratory tests" section of the clinic menu displays the scheduling for all patients, week by week. The

week displayed can be changed by modifying the date in the filter provided or pressing the navigation buttons.

The "Include hospitalised patients" filter allows the user to display the scheduling of tests that should be performed

during a patient's hospitalisation, even if this takes place at the same clinic.

If the TSS service is configured to allow the printing of NHS prescriptions, a button for their creation and display will

appear.
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9.5 MEDICAL DATA

9.5.1 CLINICAL DIARY

The Clinical Diary tab contains information about the patient's medical history. The information to be recorded here is
at the discretion of the clinic's staff and depends on the clinical protocol to be followed.

i1 v _rin ] ciical iy ©0

Al Date 13 Nov 2010 00:00
v Nurse HD comment 47 [ User Nurse
v 2010 47 Category Nurse HD comment
Date Diary [ Comment coming from treatment 13 Nov 2010 00:00
18 Nov 201000:00  Nurse Comment for the treatment Made on... Diary
16 Nov 2010 00:00  Nurse Comment for the treatment Made on... Nurse Comment for the treatment Made on Nov 13 2010 12:00AM.

13 Nov 201000:00  Nurse Comment for the treatment Made on...
11 Nov 201000:00  Nurse Comment for the treatment Made on...
09 Nov 201000:00  Nurse Comment for the treatment Made on...
06 Nov 2010 00:00  Nurse Comment for the treatment Made on...
04 Nov 201000:00  Nurse Comment for the treatment Made on...
02 Nov 201000:00  Nurse Comment for the treatment Made on...
300ct201000:00  Nurse Comment for the treatment Made on...
28 0ct201000:00  Nurse Comment for the treatment Made on...
260ct201000:00  Nurse Comment for the treatment Made on...
230ct201000:00  Nurse Comment for the treatment Made on...
210ct201000:00  Nurse Comment for the treatment Made on...
190ct201000:00  Nurse Comment for the treatment Made on...
160ct201000:00  Nurse Comment for the treatment Made on...
14 0ct201000:00  Nurse Comment for the treatment Made on...
120ct201000:00  Nurse Comment for the treatment Made on...
090ct 201000:00  Nurse Comment for the treatment Made on...
07 0ct 201000:00  Nurse Comment for the treatment Made on...
050ct201000:00  Nurse Comment for the treatment Made on...
020ct 201000:00  Nurse Comment for the treatment Made on...
06 Jul 2010 00:00 Nurse Comment for the treatment Made on...
03 Jul 2010 00:00 Nurse Comment for the treatment Made on...
01 Jul 2010 00:00 Nurse Comment for the treatment Made on...
28 Jun 2010 00:00 Nurse Comment for the treatment Made on...
26 Jun 2010 00:00 Nurse Comment for the treatment Made on...
24 Jun 2010 00:00 Nurse Comment for the treatment Made on...
22 Jun 2010 00:00 Nurse Comment for the treatment Made on...
19 Jun 2010 00:00 Nurse Comment for the treatment Made on...
17 Jun 2010 00:00 Nurse Comment for the treatment Made on...
15 Jun 2010 00:00 Nurse Comment for the treatment Made on...
12 Jun 2010 00:00 Nurse Comment for the treatment Made on...
10 Jun 2010 00:00 Nurse Comment for the treatment Made on...

08 Jun 2010 00:00 Nurse Comment for the treatment Made on...

fim 20T A AB-AN Alirmon Fmmncmmme fae ohm brmmtmm s M= dm ~m

ac
47 records found

Click the Add button to insert a new item. In the commend field (Diary), information to be recorded can be entered.
Once this form has been saved, is stored in the patient's diary. The user shown is the full name as recorded in the User
Management section. Selecting the category will assign the comment field the last comment entered for this category.
This function can be enabled or disabled using the “Configuration Parameters” in the “Master data” section.
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9.5.2 ALLERGIES

The patient's allergies can be recorded in this section. Most of the fields are described below:

= Allergy type: Mandatory field; this drop-down fixed list allows the user to select the type of allergy the patient
suffers from.

Allergy type E3 | E

I

Active ingredient
Animals

Dialysis biomaterials

Drug ATC classification

Food

No allergy known

Not matched, review needed
Other

Plaster

Pollen/Dust

Spray

= Drug active ingredient: If the allergy is to the drug's active ingredient, this field becomes mandatory, and a
customised list will be displayed.

Drug active ingredient X

Full list || Search ‘

F Local active ingredient code | Active ingredient name Complex Active Ingredient \

[show Details| 001 Alinuy

|Snow Details| 010 Alinuv/Eriramuf Yes
i§§gw0iaﬂ§i 1210 Alinuv/Eriramuf/Fascox/Hephobase/Iraderac/Nunpan/Pa... Yes
|Show Details| 002 Eriramuf

| Show Details | 003 Fascox

[show Details| 11 Hephobase No
w m@é\ 004 Iraderac

| ghﬁl{tala 005 Nunpan

[Show Details| 007 Paletal No
|Show Details| 005 Pentac

|Show Details| 12 Reetinerumin No

| 11 records found

=  Drug ATC code: if the allergy is identified by the drug's ATC code, a customised list appears. A drug can be
located within the ATC Code field starting from its description or the code.

If the selected allergy is to an active ingredient or an ATC code which the patient is already taking as a pharmacological
therapy, when the user clicks on save the following message will appear:

1 wWaming: 100935

Some pharmacological prescriptions or single day therapy are in confiict with this allergy. Saving the allergy they will be set to status 'to be reviewed' . Do you want to proceed?

(v ] No |
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If the user clicks “Yes”, the allergy is saved and the relative drugs are set as “To be reviewed”, while if “No” is clicked
the allergy is not saved.

Warning
Risk for the patient as a result of indications of allergy being shown

If the patient is allergic to an ATC Code, he will also be allergic to all drugs which
derive from it.

Warning
Risk for the patient as a result of indications of allergy being shown

It is very important to record allergies accurately because they are critical for
patient safety. The recorded allergies are displayed in several sections, including
prescriptions and treatment. This ensures that doctors can always have them
under control. Moreover if the patient has an allergy to a specific active
ingredient and a doctor tries to prescribe a drug which contains it, the system
informs the user accordingly by displaying the following dialogue box:

Patient Aitken Lambert, David [39807] is allergic to: Nunpan

9.5.3 VACCINATIONS

Vaccinations can be recorded in this section. The most important fields are described below:
Vaccination date: The date in which the vaccine was performed.

Performed by: The personnel who administered the vaccination.

Batch: Vaccine batch.

Comment: Free text for additional information.

Vaccination type: This drop-down list allows the user to select the type of vaccination the patient has received.
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Based on the value selected, additional fields can be displayed:

Vaccination Type E3 ’ @

Hepatitis B
Influenza
Other
Pneumococcus

Tetanus-diphteria
= Influenza and Pneumococcal: do not add any field.

= Other: Add the vaccine field, which allows the drug administered to be selected.

=  Tetanus-diphtheria: Add the fields Vaccine dose and Date next dose.

= Hepatitis B: If the Hepatitis B vaccination is selected, more detailed information will appear:

Hepatitis B vaccine: Details of the drug administered as a vaccine.

Has the patient received any Hepatitis B vaccination? This prompt asks the user if the patient has
already received hepatitis B vaccine in the past.

Date of next dose and Vaccine dose: These fields must be filled in to indicate when the next vaccine
must be performed.

Vaccination recommended: Yes, if the vaccination is recommended; No, if it is not.

Hepatitis B vaccination: Date of first dose: Date of first hepatitis B vaccination administered in the
clinic. Filled-in automatically by the system.

Hepatitis B vaccination: This field asks the user to explain why a new vaccination event has been
created, e.g. to record a vaccination (dose2, dose3, etc.) or to record other vaccination-related events.

Hep B vacc. ‘ ‘a‘
[ - —

Anti-Hbs (UI/L) check Additional dose

Batch Already vaccinated
Booster dose
Dose 1
Dose 2
Dose 3
Dose 4
| HBs ag carrier

Natural immunisation

No, patient refuses vaccination
Non responder

Yes, vaccination to be done

Vaccination cycle: More information about the vaccination cycle.

Anti-HBs Check: This field is calculated automatically by the system. The value is GREEN if the last
laboratory value for anti-Hbs is lower than 10; YELLOW if it is between 10 and 100; and RED if it is
greater than 100.

Vaccination in double dose: Yes, if the vaccination is in double dose; No, if it is not.

At the bottom of the window, a list of the most important values of the last 20 laboratory tests is
shown.
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9.5.4 FAMILY MEDICAL HISTORY

In this section information about the clinical disease history of a patient’s family members can be recorded. Most of
the fields are described below:

= Family medical history for relatives: This drop-down fixed list allows the user to select the patient’s family
member(s) who are affected by a specific clinical disease.

Family medical history relative ’ o select one ent E”

Aunt

Brother

Cousin
Father
Grandfather
Grandmother
Mother
Sister

Uncle

=  Family medical history disease: A specific disease can be selected from the disease catalogue. It is possible to
filter the catalogue in order to search only among the renal diseases in the chosen disease classification, such
as the ICD code. Please refer to the Service Manual for instructions on customisation of the disease catalogue.

Family medical history disease X

Search by disease catalogue || Search || Search on renal diseases | Search by code
Cataloguelm X E\] Name I Searc o,
?‘ User code Name Is it a renal disease?
[Show Details| No ICD Code No
i_Show Detail_s} (ADD-AQS) Intestinal infectious diseases No
| §r]9v{v Pftrari}éi (ADD-B99) Certain infecticus and parasitic diseases No
§h939ej§,i!§3 (A15-A18) Tuberculosis No
|Show Detail;i (A20-A28) Certain zoonotic bacterial diseases No
|Show Details|  (A30-A43) Other bacterial diseases No
|Show Details| {A50-A64) Infections with a predominantly sexual mode of transmission No
iSch bétaiisi (AB5-A63) Other spirochaetal diseases No
Shoiwaetiallis‘ (A70-A74) Other diseases caused by chlamydiae No
i§how Detailf} (A75-A73) Rickettsioses No
| §r]9w pﬁgtﬁaﬁiﬁlrsri (ABD-ABS) Viral infections of the central nervous system No
ShPH P‘i(,a,,i,l?: (AS0-ASS) Arthropod-borne viral fevers and viral haemorrhagic fevers No
|Show Detail;i (B00-80S) Viral infections characterized by skin and mucous membrane lesions No
| Show Detail;i (B15-819) Viral hepatitis No
|Show Details|  (B20-824) Human immunodeficiency virus [HIV] disease No
ShowDetalIs‘ (B25-834) Other viral diseases No
14497 records found
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9.5.5 TRANSFUSION LIST

Any transfusions given to the patient can be recorded in this section.

Transfusion list

ity
? Date of transfusion Type QL:;;S y Prescribed by | Done by Blood transfusion comment
26 Sep 2019 00:00 Erythrocytes 11.00 demouser demouser
24 Sep 2019 00:00 Plasma 22.00 demouser demouser

2 records found

Click on the m button to add a new transfusion. The fields present are:

= Date of transfusion: This is the date and time the transfusion is performed.
=  Prescribed by: This is the person who has prescribed the transfusion.

=  Type: This is the type of transfusion to be performed.

= Quantity: This is the amount of bags used for the transfusion.

= (Clinic: Location where the transfusion will be performed.

=  Done by: The person who will perform the transfusion.

=  Date of cytotoxicity: the date on which the cytotoxicity test was performed.

= Bag code: The codes of the bags used during the transfusion can be entered.

=  Blood transfusion comment: This is a field where comments regarding the transfusion can be entered.

Allergies Transfusion list
Vaccinations

Family medical history “Transfusion list’ has been saved successfully

S staion Date of transfusion 02 Oct 2020 00:00
Transfusion list
Comorbidity Prescribed by DemoUser

specialist examination T [eo—
Diagnostic test
Self-sufficency Quantity 11.00 bags
Outpatient clinic visit Blood transfusion comment
Patient medical history
Amputations
PD
PD access

Source centre
Done by
Date of citotox

Bag code

Chapter 9: Patients

| a0 Jepoece | pim |

DemoUser

19 Aug 2020
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9.5.6 COMORBIDITY

Information about the patient’s secondary clinical diseases can be recorded in this section. The most important fields
are described below:

= Disease: A specific disease can be selected from the Disease Catalogue. The catalogue can be filtered to search
only among:

e Disease catalogues and description;
e Disease classification description;
e Renal disease catalogue;

e Disease classification code.

Disease detail X

Search by disease catalogue | Search || Search on renal diseases || Search by code
CataloguelLCD_lo % [] | Name‘ e o,
? [ User code Name Is it a renal disease?
[Show Details| No ICD Code No
§how Detailéi (ADD-AQS) Intestinal infectious diseases No
.§n9w F’E‘?‘,‘é“ {ADD-B99) Certain infecticus and parasitic diseases No
Show De;ai!s: (A15-A18) Tuberculosis No
|Show Detail_si (A20-A28) Certain zoonotic bacterial diseases No
|Show DetaiI;§ (A30-A48) Other bacterial diseases No
|Show Details|  (AS50-A54) Infections with a predominantly sexual mode of transmission No
'éﬁow 'tr)ret'aiisl (AB5-A69) Other spirochaetal diseases No
vgﬁow ﬁétéi[s} (A70-A74) Other diseases caused by chlamydiae No
§how Delailfi (A75-A73) Rickettsioses No
.§h9w Pﬁ‘?j‘si (ABD-ABS) Viral infections of the central nervous system No
Shqu Dg;ai!;} (ASD-ASS) Arthropod-borne viral fevers and viral haemorrhagic fevers No
|Show Detail;i (B0O-BOS) Viral infections characterized by skin and mucous membrane lesions No
|Show Detail§§ (B15-819) Viral hepatitis No
|Show Detail;‘ (B20-824) Human immunodeficiency virus [HIV] disease No
isﬁow betaiis§ (B25-834) Other viral diseases No
14497 records found

9.5.7 SPECIALIST EXAMINATION

This section contains all the specialist examinations the patient has undergone. Specific specialist examinations not
directly correlated to the dialysis session, such as a cardiology examination, can be entered.

These specialist tests can be entered in "Prescribed" status meaning, for example, that they have been prescribed for
the patient but not yet carried out, or in “Performed” status, meaning that they have already been performed on the
patient and thus already recorded.
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Thanks to the filters, specific views can be recreated based on the Status or by Specialist examination type and also for
a specific time interval.

From date| o @| To date[ d @l
S!atus| E]| Specialist examination typel El
? i Status | Examination date Exam. request date | Specialist examination type | Specialist examination comment
Done 30 Sep 2010 00:00 Vascular Surgery Special G for this ination.
Done 28 Sep 2010 00:00 Cardiology Special C for this ination.
Done 23 Sep 2010 00:00 Neurology Special G for this ination.
Done Cardiology

The user can click the m button to create a new specialist examination. The examination request date, the

actual date of the specialist examination and its status (prescribed, performed or cancelled) can all be entered. The
specialist examination type can be used to select the specialist examination required. If the result is Abnormal, the
disease code can be entered. The Location field is used to describe where the visit will take place. Furthermore, there

are two fields for attachments, (images and standard attachments) and a specialist examination comment field for
text information.

/A itken Lambert, David 5o 15/08/1952 (67y) Gendercf" Cod. 39807 Status Active/Hemodialysis | [ [£)

Specialist examination e
Exam. reguest date | | %I Examination date E!
Status ’ Prescribed B| Location | '
Specialist examination type |:‘:f, alist examination type E]|
Image
Attachment y —h
Specialist examination comment
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9.5.8 DIAGNOSTIC TESTS

This section contains all the patient's diagnostic tests. Here the user can enter specific diagnostic tests such as an ECG
for the cardiovascular system, or for the muscular-skeleton system that are not directly linked to the dialysis sessions,
but are necessary for a better assessment of the patient's clinical condition.

Thanks to the filters, specific tests can be searched for based on a specific time interval, status or by diagnostic test
type.

¥ || Aitken Lambert, David [39807] X | Clinic Home Page +

S

Z\ AitkenLambert, David Born 15/08/1952 (67y) Gendercy" Cod. 39807 Status Active/Hemodialysis ‘

Diagnostic test m Export Excel m

From date| dd/mm/yyyy @| To datel da/mm/yyyy @I
S(a’(us’ E” Diagnostic(esttypel Diagnostic test type E”

?: Status Diagnostic test date | Request date Diagnostic test type Result... [ Diagnostic test medical report m
Done 02 Sep 2010 00:00 Cardiovascular system Color-coded Doppler sonography - Pelvic-leg arteries Normal Example of Medical Report for this Intr... ‘
Done 01 Sep 2010 00:00 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 21 Jul 2010 00:00 Cardiovascular syS(em Echocardiography Normal Example of Medical Report for this Intr...
Done 04 Dec 2005 00:00 04 Dec 20059 Cardiovascular system Color Coded Doppler sonography - Leg veins Normal Example of Medical Report for this Intr...
Done 09 Nov 2009 00:00 09 Nov 2009 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 05 Aug 2009 00:00 05 Aug 2009 Gastrointestinal system Opaque clisma x-ray Normal Example of Medical Report for this Intr...
Done 19 May 2009 00:... 19 May 2009 Muscular-skeletal system Other Normal Example of Medical Report for this Intr...
Done 03 Mar 2009 00:00 03 Mar 2009 Cardiovascular system Echocardiography Normal Example of Medical Report for this Intr...
Done 03 Mar 2009 00:00 03 Mar 2009 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 15Dec 2008 00:00 15 Dec 2008 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 15 Dec 2008 00:00 15 Dec 2008 Cardiovascular sy;stem Echocardiography Normal Example of Medical Report for this Intr...
Done 14 Aug 2008 00:00 14 Aug 2008 Nervous system Computed tomography Normal Example of Medical Report for this Intr...
Done 04 Aug 2008 00:00 04 Aug 2008 Cardiovascular sys(eﬁ\ Color-coded boppler sonography - Supra-aortic arteries Normal Examp]e of Medical Report for this Intr...
Done 01 Aug 2008 00:00 01 Aug 2008 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 25Jun 2008 00:00 25 Jun 2008 Cardiovascular sy;sxem Echocardiography Normal Examp;le of Medical Report for this Intr...
Done 09 May 2008 00:... 09 May 2008 Cardiovascular system Other Normal Example of Medical Report for this Intr...
Done 02 Méy 2008 00... 02 Mév 2008 Respiratory sys!e}n Other Normal Exam;;le of Medical Report for this Intr...
Done 12 Mar 2008 00:00 12 Mar 2008 Nervous system Other Normal Example of Medical Report for this Intr...
Done 18 Feb 2008 00:00 18 Feb 2008 Nervous system Other Normal Examéle of Medical Report for this Intr...
Done 28 Dec 2007 00:00 28 Dec 2007 Cardiovascular system Color Coded Doppler sonography - Leg veins Normal Example of Medical Report for this Intr...
Done 10 Dec 2007 00:00 10 Dec 2007 Cardiovascular syStem ECG ) Normal Example of Medical Report for this Intr...
Done 29 0ct 2007 00:00 29 Oct 2007 Nervous system Other Normal Example of Medical Report for this Intr...
Done 110ct 2007 00:00 11 Oct 2007 Respiratory system Other Normal Example of Medical Report for this Intr...
Done 21Jun200700:00 21 Jun 2007 Muscular-skeletal system Other Normal Example of Medical Report for this Intr...
Done 14 Jun 2007 00:00 14 Jun 2007 Muscular-skeletal system Skeleton X-ray Normal Example of Medical Report for this Intr...
Done 06Jun 2007 00:00 06 Jun 2007 Cardiovascular system Echocardiography Normal Example of Medical Report for this Intr...
Done 06 Apr 2007 00:00 06 Apr 2007 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 26Jul 2006 00:00 26 Jul 2006 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 08 Jun 2006 00:00 08 Jun 2006 Cardiovascular sy;stem Echocardiography Normal Examéle of Medical Report for this Intr...
Done 29 Sep 2005 00:00 29 Sep 2005 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 20 Apr200500:00 20 Ap} 2005 Cardiovascular sy;s(em Echocardiography Normal Examp]e of Medical Report for this Intr... '
Done 17 Sep 2004 00:00 17 Sep 2004 Muscular-skeletal system Lumbosacral spine X-rey Normal Example of Medical Report for this Intr...
Done 14Sep 2004 00:00 14 Se;; 2004 Cardiovascular system Color Coded Doppler sonbgraphv - Leg veins Normal Examp;le of Medical Report for this Intr... ‘
Done 03 Sep 2004 00:00 03 Sep 2004 Cardiovascular system ECG Normal Example of Medical Report for this Intr...
Done 14Jan 2004 00:00 14 Janr 2004 Cardiovascular sy;s‘(em ECG Normal Exam;;le of Medical Report for this Intr... ‘
Done 03 Jan 2004 00:00 03 Jan 2004 Muscular-skeletal system Skeleton X-ray Normal Example of Medical Report for this Intr...
Done 03 Jan 2004 00:00 03 Jan 2004 Muscular-skeletal system Lumbosacral spine X-rey Normal Exam;;le of Medical Report for this Intr... ‘
Done 21 Nov 2003 00:00 21 Nov 2003 Eye Fluorangiography Normal Example of Medical Report for this Intr... Ll

47 records found
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These diagnostic tests can be entered in "Prescribed" field meaning, for example, that they have been prescribed for
the patient but not yet carried out, or in a “Performed” status, meaning that they have already been performed on the
patient and thus have already been recorded. The Location field is used to describe where the test will take place. The
result of the test (Normal or Abnormal), and also details of the illness for an "Abnormal" result, can be entered.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gendercy' Cod. 39807 Status Active/Hemodialysis [ 17 @

Diagnostic test m m o@
Reguest date Diagnostic test date 02 Sep 2010 00:00
Status Done Location
Diagnostic test type Cardiovasculor system Requested by

Color-coded Doppler sonography - Pelvic-leq
arteries

Other type of diagnostic test Result type Normal
Disease detail Checked by
Attachment Image

Diagnostic test medical report
Example of Medical Report for this Intrumental Test.
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The m button can be clicked to create a new Diagnostic test.

Diagnostic test

Aitken Lambert. David 5o 15/08/1952 (67) Gender? Cod 39807 Stous AcveMemodiaysis (31 ()

o

Request date | %I Diagnostic test date | dd/mm/yyyy ht:mm @|
Swtus | Prescried =] location | |
Diagnostic test type |Cardiovascular system Arteriography X B| Requested by Requested by |E||
Other type of diagnostic test
Atachnent click on the button below fmage
Di; ic test medical report
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9.5.9 SELF-SUFFICIENCY

This section is used to record information about the self-sufficiency level of a specific patient. This level is determined
by evaluating the following parameters:

=  Walking aids: such as wheelchairs, crutches, hearing aids, etc.
= Dependency level: level of dependency, from “independent” up to “totally dependent”.

=  Therapy education: knowledge acquired about the patient on various themes like access care, hemodialysis,
diet, etc.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender(y' Cod. 39807 Status Active/Hemodialysis [ 1] Ej

Self-sufficency m Export Excel m

Test date

24 Feb 2017
1 record found

Seftsufcency ERa
Test date 24 Feb 2017 Dependency level 21-30: Severe dependence

Walking aids Blindness Therapy education Diet osteodystrophy
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9.5.10 OUTPATIENT CLINIC VISIT

The follow-up visit section can be used to save the data relating to outpatient clinic visits for each patient.
The user can specify whether a new visit should be scheduled or performed for each patient.

9.5.10.1 SCHEDULING A NEW VISIT

To schedule a new visit for a patient, the user must select "Schedule a new visit" from the two options supplied by the

pop-up that appears when the m button is clicked.

Outpatient clinic visit type

Select the new visit type I

Schedule a new visit

Perform a visit

= Visit date: Date when visit will be performed.

=  Doctor: The doctor who prescribed the visit.

= Method of creation: If created manually or if it arrived by interface.

= Created by: The user who created the visit.

= Last change: the user and date of the last change

= Qutpatient clinic: The hospital unit where the patient will go for the visit. This list can be defined freely.
= Reason for visit: This list can be defined freely.

=  Medical services list: If there are any medical services associated with the outpatient clinic visit, if valid, they
will be shown. The user can also add additional services.

/A Aitken Lambert, David Born 15/08/1952 (67y) Gender(f' Cod. 39807 Status Active/Hemodialysis [ 2] B

Outpatient clinic visit m m

‘Outpatient clinic visit-Programmed visit, 24 Sep 2015 07:52" has been saved successfully

Visit date 24 Sep 2019 07:52 Doctor Demo User
Creation method Manual Created by demouser 24 Sep 2019 07:52
Last modified demouser 24 Sep 2019 07:52 Clinical unit Hemodialysis
Visit type Programmed visit Reason for visit [ 7
Medical service list ‘
Dafé ] - v Medical service ‘ Quantity Performed Status Auto creau‘on: Version Service unigue ID‘]
24 Sep 2019 07:52 12.0 Consultation visit 1 Yes Ready v 1 26
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A patient may fail to attend a scheduled visit. In this case the user can click the m button to switch the visit
to cancelled status.

A\ AitkenLambert, David Born 15/08/1952 (67y) Genderf' Cod. 39807 Status Active/Hemodialysis [ [

Outpatient clinic vist EEIEEFEIETE O
Visit date 24 Feb 2017 09:45 Doctor Demo User
Next Consulta

Creation method Manual Created by demouser 24 Feb 2017 09:45
Last modified demouser 24 Feb 2017 09:45 Clinical unit Hemodialysis
Visit type Programmed visit Reason for visit [

Medical service list

Date Medical service Quantity Performed Status Auto creation| Version Service unique ID
24 Feb 2017 00:00 12.0 Consultation visit 1 Yes Ready v 1 4
Qutgoing hour Dialysis fluid status

9.5.10.2 PERFORMING A VISIT

There are two possible ways of performing a visit. The user can open an existing "scheduled visit" by selecting it from
the follow-up visit list and then clicking the button. It is also possible to select “Perform a visit” from the two options

provided by the pop-up which appears after the m button is clicked.

Outpatient clinic visit type

Select the new visit type ! Perform a visit [Z”

OK Cancel

If the outpatient clinic visit has been performed, it can be closed by clicking the m button.

Automatic generation of reports in PDF format can be associated with the closure of the outpatient clinic visit.
Specifically, the expressions (see “Service Manual” section 4.2.9) set in the "Configure PDF Export" section (see
“Service Manual” section 4.2.7), which are enabled and valid for the current clinic, will be assessed.

If the outpatient clinic visit meets the defined expression criteria, the report associated to the valid expression will be
generated automatically. Depending on the setup, the report may be exported via Filesystem and/or sent via cDL.

PDF reports created can be viewed in the "PDF export" section (see “Service Manual” section 4.2.8).

When the outpatient clinic visit is in "Closed" status, its data can no longer be edited. Press the button to
"Reopen" the visit; its data become editable again.

If the automatic generation of reports in PDF format have been configured and, in Power Tool, the option “Filesystem
Undo” has been enabled, when “Re-opening” the outpatient clinic Visit, the PDF file connected to the outpatient clinic
Visit reopened will be deleted/renamed (based on the action configured in Power Tool).
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Each visit consists of several tabs.

¥ || Aitken Lambert, David [39807] X  Manage patient groups

HD survey - Single treatment query

External reports

/\ AitkenLambert, David Born 15/08/1952 (67y) Gender(y' Cod. 39807 Status Active/Hemodialysis [ 2] |§|

Configuration parameters =5

Outpatient clinic visit m m
Visit date 24/09/2019 07:53 @! Outgoing hour l h:mm |
Creation method Manual Doctor [demouser X DI
Created by demouser 24 Sep 2019 07:53 Last modified
Clinical comment Comment for patient
Unigue ID Related cDL messages
Diagnostic Tests Nutrition and other Next appointment Medical services
I General data Laboratory tests Pharmacological treatment Specialist examination
General information
Clinical unit IHemadia"zs[s X D] Visit type First visit (new clinical episode)
Reason for visit | E] 1 Is visit urgent ? O
Is visit justified? (]
Vital parameters
Pressure visualisation mode | Simple BI Systolic/Diastolic pressure |121 ‘ / |8ll l mmHg
Pulse visualisation mode | Simple [ZH Pulse [ [ ppm
Pulse pressure |40 l mmHg Temperature [ [ c
Previous ten results for vitals
’ Arterial systolic pressure | Arterial diastolic pressure | Pulse | Pulse pressure | Temperature
P | Visit date
mmHg mmHg ppom mmHg °C:
24 Sep 2019 07:52
27 Feb 2017 16:38
24 Feb 2017 09:45
24 Feb 2017 09:45
250ct 201017:00 120 80 25 40 36
5 records found
Anthropometric data
Weight ISS ] Ke Dry weight l [ Kg
Withfluid [ Height [185 ‘ m
Body surface area 210 m* Body mass index 24.84 Kg/m*
Waist size | ] cm Hip size } ‘ cm
Hip/Waist proportion | ] Wrist size l [ cm
Residual diuresis ml (0 - 6000)
Previous ten anthropometric results
? Visit date W?,ifm Dry :/eight With fiuid Height | Body su'r“f?ce area Bcdv‘:v’!'a/is‘:ndex Waif't“size Hip size Hip/Waist proportion Wrist size Residual‘?iuresis

9.5.10.3 GENERAL DATA

The following can be saved in the “General Data”:

= General information about the visit (Clinic, Reason for visit, etc.).

= Vital signs: e.g. arterial pressure, pulse and temperature. For arterial pressure and pulse, the preferred
measurement procedure can also be specified.

= Simple: The relative numeric fields provided for systolic/diastolic pressure (or pulse) have to be filled-in.

= Advanced: To fill in the pressure measurement field, the related pop-up must be opened and the rows of the
table filled-in with the requested data. Then specify the calculation method to be used.

= Average of all selected measurements: The pressure values are calculated as the average of all selected
measurements. To set a measurement as "selected", the user must check the “Used” flag.
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= Value of the last selected measurement: The last measurement entered (and flagged as used) is used to fill
the pressure measurement field.

=  The same options are available for pulse measurements.
= Anthropometric data: list of all the data relating to the patient.

=  (Clinical notes: this section allows the user to enter data relating to the patient’s physical health and dialysis
fluid status.

Clinical note Patient physical exam l

Nurse observation

Abdomen

Other exploration

Cardiac auscultation

Pulmonary auscultation

Extremities

Skeletal

Urogenital

Body constitution

Nutrition

Decubitus

Oedemas

(1| | G| | B | (&0 | (& | & | | (B | 20 | (&

Dialysis fiuid status Please select one entry B]

Comments
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9.5.10.4 LABORATORY TESTS

This tab contains an overview of the patient's last ten laboratory tests, grouped by specific categories. A laboratory
test can be displayed by selecting it from the specific list.

i = | Aitken Lambert, David [39807] X : eranaigei pal'ient groups \ iHD survey - Sipge treatment query 7; irExternal reports 7: | Qonflguraﬁon parameters ‘ ‘ :|" i
/A AitkenLambert, David 8o 15/08/1952 (67) Genger ' Cod. 39807 Status Active/Hemocdalyss (] [&]
: 1 2 :

Outpatient cliic visit EIEsE @ 6

Visitdate | 24/09/2019 07:53 ] outgoinghour | phimm |
Creation method Manual Doctor demouser X E‘]
Created by demouser 24 Sep 2015 07:53 Last modified
Clinical c Comment for patient
[ [
Unique ID Related cDL I |
Diagnostic Tests “ Nutrition and other “ Next appointment “ Medical services
I General data “ Laboratory tests H Pharmacological H Specialist
Prescribed laboratory exams for next visit
=)
Labtest [+]
Exam date| 24/09/2019 07:53 =z Specific lab test| soec1 =]
i ? 19 Oct 2010 00:00 21 Sep 2010 00:00 17 Aug 2010 00:00 720 Jul 2010 11:12 22 Jun 2010 09:47
'V Haematology
Basophils 1% 0.70 0.30 160 0.40 0.30
% 450 5.20 3.90 3.80 3.60
Lymphocytes % 14.80 2170 20.10 14.40 23.20
Monocytes % 7.70 870 7.40 6.20 9.50
Leucocytes 10E3/uL| 6.74 5.88 459 5.57 406
Reticulocytes % 220 168 141 0.95 157
phil % 69.60 61.90 65.00 73.80 60.20
Mean cell volume (MCV) fl 1033 103.6 1013 105.0 107.2
Mean cell haemoglobin content (... P8 33.10 33.20 33.00 33.60 34.00
Mean cell haemoglobin conc. (M... g/! 321.00 320.00 326.00 320.00 317.00
'V Biochemistry
Blood glucose ‘ mg/dl | 50.00 74.00 89.00 81.00 82.00
Urea mg/dl
Pre-dialysis creatinine mg/dl
HDL cholesterol mg/dl 33
LDL cholesterol mg/dl 81
Total cholesterol mg/dl 123
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Laboratory tests for the next visit can be prescribed in this screen. The user simply selects the tests required from
those offered in the “exam picker” screen.

Show only items with medical | OvYes @No

Description Search O\]

service

By category ‘: By profile
Electrolyte aﬁd \Jéter balénoe ]
CJau

[] Anion gap ["]chioride
[] Potassium []Sodium

Haematology

A

[] Haemoglobin [] Mean cell hemoglobin content {(MCH)
[ Reticulocytes

Virology
Jau

[] Anti-HBs IU/L [ Hos Ag
[T]HCV status (RT_PCR) [C1HIv2 status

Groups and tests are freely definable in the master data (Global Manager) section.
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9.5.10.5 PHARMACOLOGICAL TREATMENT

This tab contains an overview of all pharmacological therapies that have been active since the last follow-up visit
performed.

A\ AitkenLambert, David Born 15/08/1952 (67y) Genderd" Cod. 39807 Status Active/Hemodialysis ‘ 2] ‘ @

Outpatient clinic visit m m

Visit date 24/09/2019 07:53 @I Outgoing hour

]
Creation method Manual Doctor |demouser X E”
Created by demouser 24 Sep 2019 07:53 Last modified
Clinical comment Comment for patient
Unigue ID Related cDL \ |
Diagnostic Tests “ Nutrition and other H Next appointment l Medical services
[ General data ’ Laboratory tests ” Pharmacological treatment ‘f Specialist examination
Pharmacological therapy
tatus| Active ] Type|au [~
From date| 50/mm/i) = To date| 24/09/2019 07:53 =
¥ } Status Drug type Start Stop Drug / Active ingredient Dosage and frequency
' W1 Mo: 12, Tu: 12, We: 10, Th: 12, Fr- 8, So: 12, Su: 8 mg/ml
Active Dialysis 06 Oct 2011 Mitopep W2 Mo: 10, Tu: 12, We: 11, Th: 1, Fr: 2, Sa: 5, Su: 6 mg/ml
See more...
Active Dialysis 04 Jul 2013 Fepili 12 mi All treatments
Active Regular 11 Feb 2015 Fascox 12-0-32-0mg Mo, We, Th, Sa, Su
3 records found
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9.5.10.6 SPECIALIST EXAMINATION

This tab contains an overview of all specialist examinations divided between those already performed and those
scheduled for the future.

A Aitken Lambert, David Born 15/08/1952 (67y) Genderd' Cod. 39807 Status Active/Hemodialysis ‘IZ‘; @

Outpatient clinic visit EES
Visitdate | 24/09/2019 07:53 ] Outgoinghour | nhmm |
Creation method Manual Doctor ‘ demouser x |E||
Created by demouser 24 Sep 2019 07:53 Last modified
Clinical comment Comment for patient
Unique ID Related cDL ‘ l
Diagnostic Tests H Nutrition and other H Next appointment H Medical services
[ General data H Laboratory tests ‘\: Pharmacological treatment ‘\ Specialist examination
Patient related iali inations (p ibed and current)
?1 Exam. request date | Examination date | Status Specialist examination type
‘ No data ‘
Patient related specialist examinations
From date| dd/mm/yyyy %| To date| 24/09/2019 %]
¥ \ Exam. reguest date | Examination date | Status Specialist examination ty... '
30 Sep 2010 00:00 Done Vascular Surgery
28 Sep 2010 00:00 Done Cardiology
23 Sep 2010 00:00 Done Neurology
3 records found
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9.5.10.7 DIAGNOSTIC TESTS

This tab contains an overview of all diagnostic tests divided between those already performed and those scheduled

for the future.

f ~ | Aitken Lambert, David [39807] X || Manage patient groups
A\ AitkenLambert, David 5o 15/08/1952 (67y) Genderd' Cod. 39807 Status Actve/Hemodialysis (2] [£) |

Outpatient clinic visit

HD survey - Single treatment query

External reports Configuration parameters &

Visit date 24/09/2019 07:55

%i Outgoing hour I hh:mm ]

Creation method Manual

Created by demouser 24 Sep 2019 07:55

Clinical comment

Doctor

xlz\l

’ demouser

Last modified

Comment for patient

Unigue ID

Related cDL ‘ ‘

[l General data I

Laboratory tests ”

Pharmacological treatment H Specialist examination ‘

Diagnostic Tests “ Nutrition and other

“ Next appointment ][ Medical services [

Patient related diagnostic tests (prescribed and current)
?i Request date | Diagnostic test date | Status | Type

No data ‘

Patient related diagnostic test

From date| dd/mm/yyyy

2]

To date| 24/09/2019

| 5| Request date | Diagnostic test date | Status |
[ 025€p201000:00 Done
015ep201000:00 Done
21)u1201000:00 Done
04 Dec 200900:00 Done
09 Nov 2009 00:00 Done
05Aug 200900:00 Done
19 May 200900:00 Done
03 Mar 2009 00:00 Done
03 Mar 2009 00:00 Done
15Dec 200800:00 Done
15 Dec 2008 00:00 Done
14 Aug 200800:00 Done
04 Aug 200800:00 Done
01Aug200800:00 Done
25Jun 20080000 Done
09 May 2008 00:00 Done
02 May 2008 00:00 Done
12 Mar 2008 00:00 Done
18 Feb 2008 00:00 Done
28 Dec 200700:00 Done
10 Dec 2007 00:00 Done
290ct200700:00 Done

Diagnostic test type
Cardiovascular system ECG

04 Dec 2009
09 Nov 2009
05 Aug 2009
15 May 2009
03 Mar 2009
03 Mar 2009
15 Dec 2008
15 Dec 2008
14 Aug 2008
04 Aug 2008
01 Aug 2008
25 Jun 2008
09 May 2008
02 May 2008
12 Mar 2008
18 Feb 2008
28 Dec 2007
10 Dec 2007
26 Oct 2007

Cardiovascular system ECG

Muscular-skeletal system Other

Cardiovascular system ECG
Cardiovascular system ECG

Cardiovascular system ECG

Cardiovascular system Other
Respiratory system Other
Nervous system Other
Nervous system Other

Cardiovascular system ECG

Nervous system Other

Cardiovascular s&stem Color-coded Doppler sonography - Pelvic-leg arteries

Cardiovascular system Echocardiography
Cardiovascular system Color Coded Doppler sonography - Leg veins

Gastrointestinal system Opaque clisma x-ray
Cardiovascular system Echocardiography
Cardiovascular system Echocardiography
Nervous system Computed tomography

Cardiovascular svste{n Color-coded Doppler sonography - Supra-aortic arteries

Cardiovascular system Echocardiography

Cardiovascular system Color Coded Doppler sonography - Leg veins
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9.5.10.8 NUTRITION AND OTHER

This tab allows the user to prescribe the quantities for specific nutritional parameters such as water, proteins and so
on. In this section the system also displays the last two anthropometric measurements and the biochemical and renal

function parameters.

\ v || Aitken Lambert, David [39807] X Manage patient groups ] HD survey - Single treatment query External reports | Conﬁguraﬁon parameters [ +
Aitken Lambert, David Born 15/08/1952 (67y) Genderd" Cod. 39807 Status Active/Hemodialysis \ @' (]

Outpatient clinic visit m m & e

| hh:mm |

Visit date 24/09/2019 07:55 %I Outgoing hour
Creation method Manual Doctor demouser X EI
Created by demouser 24 Sep 2019 07:55 Last modified
Clinical comment Comment for patient
[ =]
Unigue ID Related (DL [ |
[ General data ‘ ‘ Laboratory tests “ Pharmacological ” Specialist
Diagnostic Tests I Nutrition and other I Next appointment I Medical services
Diet
Water I I mi Proteins I | g
Calories per day | | Kcal Potassium IP ease select one entry |Z||
Salt IT:'S::‘ select one entry IZ”
=
[
Anthropometric data
Anthropometric data Biochemistry
? 24 Sep 2019 07:52 ? 19 Oct 2010
Weight ke |8s.00 Blood glucose mg/di | 50.00
Height m 185 |Albumin lg/dl
Body mass index Kg/m* | 2484 Prealbumin g/dl
[Waist size cm Lymphocytes 1% 14.80
Hip/Waist proportion Retinol binding protein | mg/di
2 records found — 2 records found E—
Renal function
& 190ct 2010
Creatinine me/dl | 8.96
(Creatinine clearance mi/min
gl ra... | mi/min

Dialysis dose PCRn g/kg/day
2 records found [—
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9.5.10.9 NEXT APPOINTMENT

This tab displays the next appointments related to the outpatient clinic visit.

patient groups

‘ ‘ HD survey - Single treatment query

‘ ‘ Configuration parameters ‘ ‘E‘

‘ ‘ External reports

Outpatient clinic visit
Vistdate | 24/09/2019 07:53 = outgainghour |
Creation method Manual Doctor |M
Created by demouser 24 Sep 2019 07:53 Last modified
Clinical c Comment for patient
? i
Unigue ID Related cDL | |
[ General data “ Laboratory tests “ Pharmacological “ Specialist examination
Diagnostic Tests I Nutrition and other [ Next appointment I Medical services
Visit date | mm/yyyy @[ Doctor Doctor [+ |
Clinical unit I Ciinical unit E”
for next
[
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9.5.10.10 MEDICAL SERVICES

This tab displays the medical services related to the outpatient clinic visit. One or more services may be linked to a
single visit.

Every service is characterised by the following information:

[ ¥ | Aitken Lambert, David [39807] X | Manage patient groups | HD survey - Single treatment query ] External reports tonﬁgumﬁon parameters +
A Aitken Lambert, David Born 15/08/1952 (67y) Gender§' Cod. 39807 Status Active/Hemodialysis ‘ =] ‘ () \
. 0|;tpatient clinic visit m )€ e
Visitdate | 24/09/2019 07:55 = outgoinghour | rhimm |
Creation method Manual Doctor demouser X E]|
Created by demouser 24 Sep 2019 07:55 Last modified
Clinical comment C for patient
[ [
Unigue ID Related DL \ |
[ General data H-— Laboratory tests H Pharmacological treatment “ Specialist examination ‘
Diagnostic Tests i[ Nutrition and other H Next appointment H Medical services l.
Medical service list
Date ‘ Medical service | Quantity ‘ Performed ‘ Status ‘ Auto (reaﬁoni Version Service unigue IDl
[ 2410972019 0755 P (120 consutation visit x []] [1 | [res [+] reasy v 1 2
il

A report can be printed once the visit has been saved, by clicking the m button.

The user can display and print a medical prescription by clicking the button in a visit already

performed.
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9.5.11 PATIENT MEDICAL HISTORY

The “Patient medical history” section allows answers to be recorded to several lists of questions defined by the user,
called patient medical histories. First, a new medical history is created for the patient and, once the Medical History
configuration has been chosen, the list of questions to be answered, set in the chosen configuration, appears.

9.5.11.1 FILLING IN THE MEDICAL HISTORIES

After enabling the "Global Manager" function, the user can configure new medical histories, or modify medical history
configurations using the “Master Data (Global Manager)” > Medical History

If a descriptive medical history is selected, the system will provide a multi-line free text field where this can be
entered.

Configuration of Medical History 2 from Master Data:

Anamnesis 2

Medical histories

Medical history name Anamnesis 2
Is the medical history descriptive? Yes
Created on 24 Feb 2017 10:12 Created by Demo User
Last change 24 Feb 2017 10:12 Modified by Demo User
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Filling in Medical History 2 for the patient:

/\ Brennan, Nicholas B8orn 28/10/1962 (56y} Gender (' Cod. 399489 Status Active/Hemodialysis [ | @

Patient medical history

Medical history type lAnamnesr‘s 2 [E‘ Medical history date l 24/09/2019 @i
Created on 24 Sep 2019 14:23 Created by demouser
Last change Modified by
Revalidationdate | 24/09/2019 H Enddate | 25/09/2019 =z
Comment

List of questions

Descriptive comment

comment lj

If a NON descriptive medical history is selected, the user can configure a number of questions, the answers to which
may be of different kinds:

= Attachment: the question requires a file to be loaded in the form as an attachment
= Date/time: the answer is in a date field
=  Whole: the answer is in a whole numeric field

= List or checkbox: a list of yes/no answers displayed as a drop-down list or horizontal or vertical checkbox can
be configured. If Checkbox display is chosen there is no need to configure the answers because they will be to
Yes/No questions

= Multiple line text: the answer is a multiple line descriptive text field

=  Multiple choice: a set of multiple choice answers can also be configured

= Numeric: the answer is a numeric field with the option of setting Min, Max, Measurement unit and format
= |mage: the answer is a field in which an image can be loaded or drawing using the system's drawing tools
= Text: the answer is a single-line text field

These questions can then be catalogued in groups, setting a group name and the relative set of questions
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Creating a Medical History

Anamnesis 1
—e EEEZE 06
Medical history name Anamnesis 1
Is the medical history descriptive? No
Created on 24 Feb 2017 10:14 Created by Demo User
Last change 24 Feb 2017 10:16 Modified by Demo User
L medical history g list
Question type Multiline text Question Muitiline question
Question type Text Question Text question
Grouped medical history question list
Group name group 1
Group question list
Question type Date/time Question Datetime question
Question type Integer Question Integer question
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Filling in Patient Medical History 1

\ Brennan , Nicholas 8orn 28/10/1962 (S6y) Gender ' Cod. 399489 mmﬁmnm[[j{ g\

Patient medical history ElIEl o6

Medical history type lénamnesis 1 |Zﬂ Medical history date | 24/09/2019 %|
Created on 24 Sep 2019 14:25 Created by demouser
Last change Modified by
Revalidationdate | 24/09/2019 =] Enddate | 25/09/2019 =
Comment
2

- List of questions
Multiline question
Multiline answer E

Text question |Text answer |
group 1
Datetime question | 24/09/2019 00:00 @| Integer question 5 |
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9.5.11.2 COPYING MEDICAL HISTORIES

So users can copy an existing medical history and its fields without having to re-enter the same values, there is a
"Copy from" function. Select and open a completed medical history. Click the "Copied from" button in the upper right
part of the window to create a new medical history, identical to the one selected. This also permits the values to be
modified, if different.

/A Thompson , Josie Sorn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ | @

Patient medical history m é

Medical history type Anamnesis 1 Medical history date 17 Sep 2019
Created on 24 Sep 2019 13:42 Created by demouser
Last change 24 Sep 2019 13:42 Modified by demouser
Revalidation date End date

Comment
Anamnesis comment

List of questions

Multiline question
Muttiline

Text question Text
group 1
Datetime question 24 Sep 2015 00:00 Integer question 10

9.5.12 AMPUTATIONS

Amputations can be recorded in this section.

/A Metcalfe , Jonathan Born 04/11/1940 (78y) Gender (' Cod. 16821 Status Active/Hemodialysis [ |

Amputations [ v Joponece
Weight | Weight after amputation | Height after amputation | Body mass in
Ki

Kg cm Ka/m?
24 Sep 201913:41  Yes Arm below elbow Hand Leg below knee Foot 82.00 154 2482

? Date of amputation | Is traumatic injury ? | Left arm position | Right arm position | Left leg position | Right leg position

Clicking on m, a new amputation can be entered. The most important fields are described below:
Date of amputation: The date the amputation was performed.

Was it a traumatic accident? Indicate if the amputation was due to an accident or not.

Amputation reason: Allows the reason for the amputation to be added.

Other reasons: Free text to add other reasons.
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Amputation position: in this section, indicate which limbs were amputated and to what extent the limb was
amputated. The limbs for which amputation can be recorded are the following:

= Left arm position: If this limb is selected, more detailed information will appear:
e Nothing: No Amputation.
e Hand: Amputation of the hand.
e  Forearm: Amputation of the forearm.
e Arm: Amputation of the arm.

e Arm to the shoulder: Amputation of the arm up to the shoulder.

Left arm correction factor: If a position is selected, it will automatically put the configured value in the reference
section (if configured), otherwise it will be possible to enter a value manually.

Right arm position: If this limb is selected, more detailed information will appear:
e Nothing: No Amputation.
e Hand: Amputation of the hand.
e  Forearm: Amputation of the forearm.
e  Arm: Amputation of the arm.
e Arm to the shoulder: Amputation of the arm up to the shoulder.

=  Right arm correction factor: If a position is selected, it will automatically put the configured value in the reference
section (if configured), otherwise it will be possible to enter a value manually.

= Left leg position: If this limb is selected, more detailed information will appear:
e None: No Amputation.
e  Foot: Amputation of the foot.
e Legbelow the knee: Amputation of the leg below the knee.
e  Thigh: Amputation up to the thigh.
e Legto the hip: Amputation of the leg up to the hip.

= Left leg correction factor: If a position is selected, it will automatically put the configured value in the reference
section (if configured), otherwise it will be possible to enter a value manually.
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= Right leg position: If this limb is selected, more detailed information will appear:
e None: No Amputation.
e  Foot: Amputation of the foot.
o Legbelow the knee: Amputation of the leg below the knee.
e Thigh: Amputation up to the thigh.
e Legto the hip: Amputation of the leg up to the hip.

= Right leg correction factor: If a position is selected, it will automatically put the configured value in the reference
section (if configured), otherwise it will be possible to enter a value manually.

Weight: the weight recorded in the Medical Data is entered automatically. However, the weight can also be entered
manually.

Weight after amputation: Post-amputation weight.
Body mass index: this field is calculated using the body mass index.

Body surface area: this field is calculated using the body surface area.

Amputations | Gncel | sme |

Date of amputation ‘ 24/09/2019 13:41 % Is traumatic injury ? , E”
Amputation reason ‘ B‘ Other reason | |
Amputation position
Left arm position | Arm below elbow E” Left arm correction factor ’0.031 l
Right arm position ] E‘ Right arm correction factor ' |
Left leg position l Leg below knee E” Left leg correction factor |0.065 |
Right leg position 1 Iz” Right leg corraction factor ' |
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10 PATIENT TRANSFER OFFLINE

“Patient Transfer Offline” is used to import and export a patient between clinics in two separate, non-communicating
“Therapy Support Suite" installations.

The clinic from which the patient is exported is the "source clinic" and the one to which he will be imported is the
"destination clinic".

The patient exported from the source clinic is known as the "source patient" and will be imported "on top of" another
patient in the destination clinic. This patient is known as the "destination patient".

Patient data are encrypted in a password protected compressed file with a .zip extension. The password must be
entered during both export and import of the data.

This section describes this function and its constituent phases, which are:
= Export;
=  Loading the import file;
= Data check;
= Performance of the import;

= Checking of the patient's data and final validation of the import.

Warning
Risk for the patient as a result of incorrect patient data being shown

The user is responsible for checking what information will be imported into
the destination clinic and how.
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10.1 SOURCE CLINIC - EXPORT

Export of a patient starts from the “Patient status” section. In order to be exported, the source patient must be

deactivated by means of an outgoing transfer to a non-TSS clinic.

Patient status Readonly patient m m °

Event date 26 Sep 20195 00:00 New dialysis status Hemodialysis
Hospital Hospital Two
Patient status type Outgoing - Transfer to a non-TSS unit New positional status Not active
Transfer type Definitive

When this movement is saved, the patient becomes “Not active” and the - button appears to indicate that
the patient is ready for export.

When this button is clicked, the patient export screen appears.

Patient export

! You must select at least one entity

% {*) The reference date you select will be used to filter the type of data
selected below. For each set of data marked with (*) only the records
with a date after the selected one will be exported.

From reference date ’ 26/03/2019

All the exported data will be enclosed in a zip file, protected with an
AES encryption {256 key bits) and a password. Please fill in the fields
Confirm password. E3 I l on the left with the password you want to use to zip the data.

Password E3 |

Select entities to export:

] an
[] Allergies
[:] Charlson Comorbidity Index (*} - (Last modification date}
[] Clinical diary (*) - {Date)
D Diagnostic test (*) - (Diagnostic test date)
[] Dialysis dose
[] Family medical history (*) - (Date)
[:] Fast peritoneal equilibration test
[] Home visit {*) - (Creation date)
El Laboratory data (*) - (Lab test date)
[] Medical data
[] Messages
[] Outpatient clinic visit {*) - (Visit date)
[] PD access
[] PD prescription
[C] PD treatments (*) - (Date)
[] Pharmacological prescription
[[] Review (*) - (Review date)
D Specialist examination (*) - (Examination date)
[] Treatment prescription (*) - (Creation date)
D Treatments (*} - (Treatment date)
[T] session details
[:] Vaccinations (*) - (Vaccination date)
[] Vascular access

This screen allows the user to enter:

The reference date from which the patient's data must be exported. All information created at or found to
belong to the period prior to this date will not be exported.
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=  The password to be applied to the .zip compressed file must:
e Consist of at least 8 characters
e Contain at least one numeric character
e Contain at least one lower case character
e Contain at least one upper case character
e Contain at least one non-alphanumeric character.
= The patient sections to be extracted to the zip file. Initially, only the data in the list shown will be exported.

After this, all the information linked to the data initially extracted will also be exported. This will prevent
inconsistency between the data during importation.

@ Note
The data in the Master Data — Clinic Configuration section will not be

extracted, and all fields that refer to them will only contain a
description of the data not exported.

@ Note
Information linked to the data extracted but not specified by the user

will not be exported in turn.

Warning
Risk for the patient as a result of patient data not being shown

The patient's administrative data are always extracted and there is no
need to specify them when setting the export.

Once the date and password have been entered and the sections chosen, the actual export can be performed by
clicking the Export button.

After a short wait (depending on the quantity of data for export), a dialogue window will appear enabling you to save
the compressed file containing the patient's data.

Once the file has been saved, the export procedure is closed.
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10.2 DESTINATION CLINIC - LOADING IMPORT FILES

Once the user has reached the destination clinic, he can proceed with the first stage of importing the source patient.
In this first phase, the destination patient and the transfer will be created, allowing the zip file to be loaded into
Therapy Support Suite.

First the user has to access the “Dialysis clinic — Clinic name” — “New patient creation” section. In this section, a new
patient must be admitted with the initial positional status "Not Active".

Therapy Support Suite

A oo | P [NOSRIRGHREN reporsne e
| ¥ Open patient list | ~ || Aitken Lambert, David [39807] | Patient % || Bxternal reports +
Basic data test, test1 Born 26/09/2001 (18y) Gender@' Cod. [4] Status / ®
Administrative data m m
Administrative data Te | [ Fistname  [testd ‘
: lastrame [test | second lastname | |
sithname | | Dateorbirth | 26/09/2001 H
Natonaiity | =l Genger | wale [~
HD Patient number | | patientregional autonomicnumber | |
Patentcode  |[4] | Patient monitor ID (key code)
Admission dilysis tatus | Hemodialysis =) Admission positional status | Not active [~
Admissiondate | 26/09/2019 08:13 e Reason for patient admission | New ESRD patient =]
Patient RRT iitiation date | oa/mm/yyy 2] First dialysis in centre =
Dialytic age First contact with clinic @‘
Laboratories Current hospital Patient exoneration codes ‘
Residence address
Street | ‘ Gity l E”
Medical Data Postcode | =] Country | Great Brtain and Northem irelana X [
Domicile address
Street (home address) | ‘ City (home address) [ iﬂ‘
Postcode (home address) | E‘ Country (home address) | Great Britain and Northern Irelond. % E]‘
Contacts details
Patient Tel: Home | ‘ Patient Tel: Home (2) [ ‘
Patient Tel: Mobile | | Patient Tel: Work | |
Paentiax | | Patientemail | |
Identity document
Documenttype | | Document number | |
Expiration date ‘ cd/mn @‘ Issuing country [ B]
Transplant .
= Health insurance
MR \ T \
PD Local health authority | B ‘ Responsible healthcare authority l B‘
European health insurance
European health insurance code | | Vaiid from (TEAM) [ do/m H
(TEAM)
Valid to (TEAM) | @‘
Temporary foreigner insurance
Foreigner temporary code (STP) | ‘ Valid from (STP) [ dd/mm/yyyy E‘
Valid to (STP) | ad @\
Note

5

The standard procedure involves the admission of a new patient,

but a patient can also be imported on any "not active" patient.
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After creating the destination patient, the user must create a new transfer starting from the “Dialysis clinic— Clinic

name” — “Patient transfer” section, using the button.

The destination patient can now be selected using the search field.

~ || Aitken Lambert, David [39807] test, test1 [4] External reports Patient transfers x ||+
Default Clinic
Patient transfers Export Excel m
Draft transfers || Complete transfers
? Patient name Transfer reason Status | Start date End date | Hospital name TSS clinic | TSS clinic name | Transfer direction
Middleton , Mary Temporary transfer Draft 24 Feb 2017 09:36 Ospital Five - Satellite Clinic  Yes Satellite Clinic  Outgoing
1 record found

Patient transfers m

Patient to transfer EJ o e [E” Transfer reason Import patient data

Start date 26 Sep 2019 08:13
Destination clinic Defauit Clinic

Start clinic Transfer direction Incoming

Status Draft Import file

Patient to transfer

? Last name | Second last name | First name | Patient code | Date of birth | Gender | Positional status
|Show Details|  Aitken Lambert David 39807 15Aug 1952 Male  Not active
|Show Details| test testl 4 26Sep 2001 Male Notactive

2 recordé found

Once the destination patient has been chosen, the zip file needs to be attached to the transfer via the Import file field.

After the file has been chosen, the password can be entered.

Patient transfers m s

Patient to transfer 2 x E]‘ Transfer reason Import patient data

Start date 21Nov 2017 11:40
Destination clinic Defauit Clinic

Start clinic Transfer direction Incoming

Status Draft Import file
‘i PatientData_Hartley_Sarah_93710

Insert password X

Once the password has been entered and the transfer has been saved, the button will appear.

The first patient import phase is now complete.
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10.3 DESTINATION CLINIC - DATA CHECK

Once the zip file has been loaded into the system and the destination patient has been selected, the user can proceed
with the data check procedure.

In this phase, the program will actually load the information in the zip file and will compare it with what is in the
destination clinic database. It will also attempt to match the source information with that present at the destination.
Once this has been done, the outcome of the data processing operation will be displayed.

The logic applied for comparing and matching the data varies from section to section. Although designed to prevent
problems and conflicts during matching, these processing tools will not always be able to create strong matches
between the data. Conflicts may therefore occur and they must be viewed and then resolved by the user.

Warning

During this phase, the outcome of the import, meaning what is to be entered as new,
what is not to be imported and what is to be overwritten and/or maintained in the
destination, will be decided. The user is responsible for viewing and checking the
data before performing the import procedure. Failure to check the data correctly
may lead not only to poor import of the source patient's data into the destination
clinic but also to the loss or incorrect modification of data shared by all sections of
Therapy Support Suite.
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10.3.1 LAUNCHING THE CHECK PROCEDURE

Click the Import data button to launch the procedure that checks and matches the source patient's data with the data
in the destination clinic. On completion, the following screen will appear.

Patient import X
[11) Please search and check all problems to prepare patient imported data ready to execute import procedure
TSS source server version 172 Sourceuser  demouser - demouser Source export date 10 Nov 2017 14:57
First of all, you need to review the Master data referred from the Patient Data involved in the import process. Please review and confirm any proposed match with already existing master data or new
master data to import to include in the present installation. If a proposed match is wrong mark the action as “skip”, in this case all other data it refers to will only keep the description and not the reference
toit.
Master data Show all the referred master data [_|
Source Destination Action Overwrite  Value after import
Bicarbonates
bibag "mvﬂ-’t [~
Checklist
Checkist Import =l
Checklist 1poe =]
HD treatment categories
HE |import [~]
HD treatment types
Cronic Import [~]
Hospitals
Ospital Four |import [~]
Clinical units
Hemodialysis Import =]
Consumables/Ancillary
Fisiologique 500 ml ‘Wupon [~]
Dialysis device types
AK200 [import [~

Note

The screen shown above only appears when problems occur with
\ P regard to the "Master Data" section. Otherwise, the section relating to
the strictly patient-related data will be displayed at once. However, in

this case the section shown above can still be accessed using the
navigation buttons at the bottom of the screen.

10.3.2 DESCRIPTION OF THE GRAPHIC INTERFACE

The heading information extracted from the file appears at the top.
= Source Therapy Support Suite version.
= A brief description of the user who performed the source clinic side extract.
= Date when the export was performed.

Still at the top of the screen, there is a banner that shows the user the current validation status of the import. The
confirmation button will not be enabled until all the "matching conflicts" are resolved.

If a matching conflict occurs when the program matches a source parameter with one found in the destination clinic,
which however is unable to choose the import action. In this case, the action for the element is not populated and the
user has to decide how the function is to respond during performance of the import.
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The image below shows the message displayed if there are problems to be resolved.
n Please search and check all problems to prepare patient imported data ready to execute import procedure
Once all the conflicts have been resolved, the above message will change to the following.
Import is ready to execute procedure

The navigation, start and import confirmation buttons appear at the bottom.
Previous Import Close

The central part of the screen consists of the tables containing the result of the matching procedure, which will be
described in detail in the following points.

10.3.2.1 MASTER DATA

@ Note
This table contains the details of all the clinics in Therapy

Support Suite.

Data are grouped by patient details record type by Therapy Support Suite. Each row of this table contains an item
from the patient details record that has been exported and then processed.

Outpatient clinic visit reason

B Renal Atrophy Renal Atrophy ﬂ Renal Atrophy

The table comprises the following columns:
=  Source: description of the source clinic information
= Destination: result of the matching and search. This field may contain two different types of value:

o If the logics applied for matching have found a match, they will show the description of the
information matched with the source concerned.

e Otherwise, the message "does not exist" will be displayed, indicating that there is no match for the
source information in the destination clinic.

= Action: the type of action to be carried out during the import. A detailed description of what will happen to
the function, on the basis of the action chosen, will then be provided.

Note

@P This field is mandatory. The import will not be ready for execution

until all the action fields have been filled in.
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= Overwrite: if a match is found, it will allow the user to specify whether or not the destination data are to be
overwritten.

=  Value after import: a calculated field that describes the value of the parameter after the import operation.

N, Tip
N[/ e :
There is a filter in the top right-hand corner.

Show all the referred master data [_]

When the filter is set as false, it only allows display of the patient
details records for which the action field is empty, or is populated
with the "Import" action. This will make it easier for the user to view
the conflicts and the information that will be added.

Clicking the source description, or double clicking the entire line, opens the screen showing the details of the item.

Bicarbonates

Source bibag Destination Value after import bibag
Entity existing state Doesn't exist Import action Import
Referred data || Parent-child data
Description Source value Existing value | State Import action
Manufacturer 10 FMC 10 FMC Exists in both

At the top, the patient details record header data are shown. This information also appears in the main screen; the
parameter's existence state is also displayed.

Two tables appear below the heading.
Linked data:

This is the list of references to a parameter present in the source, and is structured as a table.
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= Description: shows the tab that describes the field.
=  Source: field description originating from the source clinic.
= Destination: result of the matching and search. This field may contain two different types of value:

e If the matching methods applied have found a match for the reference data, they will show the
descriptive value of the matched destination parameter.

e Otherwise, the message "does not exist" will be displayed, indicating that there is no match for the
referenced data in the destination clinic.

= Action: the type of action to be carried out during the import. A detailed description of what will happen during
the import, on the basis of the action chosen, will then be provided.

Note

This field is mandatory. The import will not be ready for execution
until all the action fields have been filled in. In addition, the element
that contains links to the unpopulated action will be indicated by
warning messages.

Outpatient clinic visit reason

e@ Renal Atrophy Renal Atrophy [+ [~] Renal Atrophy

P anis record refers to other data records. Please search and fix all elements referred by this to make it valid for impnnl
\ Other Reasons Other Reasons EI‘ TH Other Reasons

The image below shows the case when a patient details record
contains links to the action that has not been filled in.

Outpatient clinic visit reason

Source  Renal Atrophy Destination  Renal Atrophy Valueafterimport  Renal Atrophy
Entity existing state  Exists Importaction €3

Referred data || Parent-child data
Description Source value Existingvalue | State Import action

Parent category Other Reasons Other Reasons. Exists in both q v

[5o B ieiowes T e Gy G B rpoed Pl nacoon s e e

= Status: This shows the existing state of the information to which the referred data refer. Further explanations
concerning a parameter's existing state will be provided later.

Parent-child data:

This second tab will show all the imported patient details record data that are the children of the item displayed, and
an exact replica of the main "Master Data" tab.
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10.3.3 MAIN PATIENT DATA

Once any conflicts in the “Master Data” patient details record section have been resolved, the user can click the

button to move on to the section where the strictly patient-related data are checked.

The first section, containing the main patient data, will now appear.

Patient import X
Import is ready to execute procedure
TSS source server version 172 Source user demouser - demouser Source export date 10 Nov 2017 14:57
You need to review the patient data which will be imported and how they will overwrite all the existing information. Please review and confirm any proposed match with already existing data or new data to
import and include it in the present installation. If a proposed match is wrong mark the action with “skip”, in this case of all other data referring to it only the description (only a label) will be kept and not
the navigable reference to it.
| Main paﬁenk data || Patient records Show: only conflicts [V]
Field Source value Destination Overwrite Value after import ‘
Patient
Patient
Photo [Photo] [Photo]
First name Katherine test destination O test destination
Last name Morton test destination O test destination
Date of birth 06 Aug 1925 02 Mar 2017 O 02 Mar 2017
Gender Female Male O Mazle
Nat. Insurance number 654321 654321
Patient number 12 12
Patient code 47829 1 O 1
Patient monitor ID (key code) 49 1 O 1
Admission dialysis status Ambulatory Hemodialysis O Hemodialysis
Admission positional status  Active Not active O Not active
Admission date 09 Apr 2010 00:00 02 Mar 2017 11:14 O 02 Mar 2017 11:14
First dialysis in centre 25 May 2010 25 May 2010
Current hospital Ospital Four Ospital Four O
Addresses
Street 30 Dover Road 30 Dover Road
Postcode IP19 INF P19 INF
Ll AMECTIIALL. v MIESTHALL L]
Previous | import | Close

This part shows all the fields (if present in the compressed file with the patient's source data) of the following
sections:

=  "Patient administrative data"
=  "Medical data"
= “Charlson Comorbidity Index”

Here again, the information is grouped into sections and displayed in the form of tables. However, each row
represents a single field of the section for import.

Warning
Risk for the patient as a result of incorrect patient data being shown

Import and overwrite choices are made on individual fields; the main patient
detail record item will always be matched with the one in the destination.
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The table comprises the following columns:
=  Field: shows the tab that describes the field.
= Source value: the value of the field, in alphanumeric format, from the source patient.
= Destination value: the value of the field, in alphanumeric format, in the destination.
= Overwrite: allows the user to specify whether or not the destination data are to be overwritten.

=  Value after import: a calculated field that describes the value of the parameter after the import operation.

LI Tip
There is a filter in the top right-hand corner.
Show only conflicts ||

When the filter is set as true, it only allows display of the patient details
records for which the destination field is empty, or is different from the
source value. This will make it easier for the user to identify the data that
require supervision.

WM, Tip

All the fields in all the sections can be overwritten by simply clicking on the
name of the “Overwrite” column.

10.3.4 PATIENT DATA

This section shows all the patient's data for import that are not displayed in the section described previously.

Every row contains a patient data item from the source, such as prescription, dialysis treatments, etc. It has the same
columns and functions in the same way as the "Master Data" record display screen.

Warning
Risk for the patient as a result of incorrect patient data being shown

The "overwrite" field of the data relating to treatments will be set to true by
default.
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10.3.5 ACTIONS AND EXISTING STATES

The way in which the function operates during import depends on two factors:

= The existing state of the data item;

=  The matched action.

The possible values for the existing state are as follows:

=  “Exists in import”: the source element has been matched to a data item that exists in the destination.

=  “Exists in destination”: the source element has been matched to a data item that exists in the destination.

=  “Does not exist”: the source item has not been matched to an item in the destination.

= “Exists in both”: this status indicates that the element and all of its links are already in the destination clinic.

G

—

Note

Performance of the import is not blocked when this situation occurs. The
user is responsible for deciding whether or not to proceed with the import
process. A user who continues with an import when the patient data in the
source belong to a patient other than the destination patient, must be aware
of the fact that an anomaly may be generated. In other words, this may lead
to the creation of two patients representing the same actual person, both of
them with incomplete data, apart from the fact that it will not be possible to
reimport any of the patient data imported by the user.

The table below shows the list of the actions available in relation to the data item's existing state and their effect on

the import procedure.

Existing state

Action

Result

“Exists in Import”

llskipu

The element will not be imported. All source fields
linked to the element concerned will have the
reference "broken" and only a description of the
element will be displayed. There will be no change
to the matched element.

“Exists in Import”

"Confirmed match" The element will be imported: there will be no

change to the matched destination data item. All
source fields linked to the element concerned will
be directed towards the relative matched
destination element. All those fields linked to the
matched destination patient details record element
will not be changed.
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Exists in Destination “Skip” The element will not be imported. All source fields
linked to the element concerned will have the
reference "broken" and only a description of the
element will be displayed. There will be no change
to the matched element.

Exists in Destination "Confirmed match" The element will not be imported: there will be no
change to the matched destination data item. All
fields originating from the source and linked to the
element concerned will be directed towards the
relative matched destination element. All these
fields that refer to the matched patient details
record element will show the information relating to
the imported element.

“Exists in both” “Skip” The element will not be imported. All source fields
linked to the element concerned will have the
reference "broken" and only a description of the
element will be displayed. There will be no change
to the matched element.

“Exists in both” "Confirmed match" The element will be imported: the linked destination
data item will be overwritten. All fields originating
from the source and linked to the element
concerned will be directed towards the relative
matched destination element. All fields that refer to
the matched patient details record element will
show the information relating to the imported

element.
“Does not exist” The only action that is or can be | The element will not be imported. All source fields
linked is "Skip" linked to the element concerned will have the

reference "broken" and only a description of the
element will be displayed.

@ Note
The data from the source record can never overwrite the destination if it forms part

of the list of drug database sections. There is a special tool for importing information
of this type.
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My, Tip

\ l- In the event that a link is “broken” by setting an action as "Skip", the red message
"Tab only" is displayed on the right-hand side of the field line.

10.3.6 TABLES OF INTERFACE RESPONSES TO CHANGES IN ACTIONS

@ Note
If one action is replaced by another one, the latter is also applied automatically to all

the links that refer to the information concerned.

The table below illustrates the response of the "Patient Transfer Offline" to the change in the action of one of the data
displayed in the "Master Data" and "Patient Data" sections tables.

Note

In some cases, when the selected action is changed the following alert message

appears:
G
1

1 Waming: 160037

This record is referred from other data records. All the fields which are refering to this record will be disconnected from it and only the description will b kept. Below is the full list of the fields referring
toit:
[Diagnostic test subcategories] Other - Parent :

[ ox | cancel |
Value of Current action Alert message Button clicked | Expected response
action is changed to: shown? when alert
message
appears
Empty "Confirmed No NA The action of all the links referring to the
match" value just modified will be set as a
"Confirmed match". The overwrite field
appears (if it belongs to the list of
importable sections).
Empty “Skip” Yes “OK” The action of all the links referring to the
value just modified will be set as "Skip".
Empty “Skip” No "Cancel" Nothing is changed.
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"Confirmed “Skip” Yes “OK” The action of all the links referring to the
match" value just modified will be set as "Skip".
"Confirmed “Skip” No "Cancel" Nothing is changed.

match"

“Import” “Skip” Yes “OK” The action of all the links referring to the

value just modified will be set as "Skip".

"Import as “Skip” No "Cancel" Nothing is changed.

new"

“Skip” "Confirmed No NA The action of all the links referring to the
match" value just modified will be set as a

"Confirmed match". The overwrite field
appears (if it belongs to the list of
importable sections).

“Skip” “Import” No NA The action of all the links referring to the
data item just modified will be set as
"Import".

The table below shows the way the function responds to the various changes in the actions in the links. Here again, an
alert message will be shown:

Note

In some cases, when the selected action is changed the following alert

message appears:
G '
I Waming: 160038

Do you want change actions on all of same links?
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Value of
action

Current action
is changed to:

Alert message
shown?

Button clicked when
alert message
appears

Expected response

Empty

"Confirmed
match"

Yes

ﬂYesll

All the links of the same type will
assume the same action is to be
taken.

The value matched with the link will
assume the same action is to be
taken.

Empty

"Confirmed
match"

Yes

HNOII

Nothing else is changed.

Empty

uskipu

Yes

"YES"

All the links of the same type will
assume the same action is to be
taken.

The value matched with the link will
assume the same action is to be
taken.

Empty

uskipu

Yes

IINOII

Nothing else is changed.

"Confirmed
match"

”Skip"

No

NA

All the links of the same type will
assume the same action is to be
taken.

The value matched with the link will
assume the same action is to be
taken.

“Import”

”Skip"

No

Na

All the links of the same type will
assume the same action is to be
taken.

The value matched with the link will
assume the same action is to be
taken.

”Skip"

"Confirmed
match"

No

Na

All the links of the same type will
assume the same action is to be
taken.
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The value matched with the link will
assume the same action is to be
taken.

“Skip” “Import” No Na All the links of the same type will
assume the same action is to be
taken.

The value matched with the link will
assume the same action is to be
taken.

10.3.108 SAVING AND LOADING PROGRESS

The information and the data check phase status can be saved, allowing the operation to be restarted at a later time.
This can be done by clicking the "X" in the top left-hand corner or the "Close" button at the bottom of the screen. At
this point the following alert message will appear:

Do you want to save the changes you made to 'Patient import'?

Click "Yes" to close the data check screen and save the progress made.

Click "No" to close the screen without saving the progress made. Click "Cancel" and the screen will not be closed.
Whenever the user clicks the Import data button, the calculation of the links will be carried out again, to combine the
implemented status/progress of the data control with the latest changes made to the information managed by
"Therapy Support Suite".

10.4 DESTINATION CLINIC - IMPORTING DATA

Once all the conflicts have been resolved and all the problems have been checked and analysed, the actual

importation of the data can be started by clicking the

10.5 DESTINATION CLINIC - PATIENT DATA REVIEW AND IMPORT CONFIRMATION PHASE

After a short wait, which depends on the amount of information to be imported, the user will be informed that the
patient's data has been imported. However, some of the links/fields that were "broken" by setting the corresponding
action on "Skip" may have to be fixed before the import can be confirmed. In other words, these fields must be
checked and re-referenced to an existing parameter.

Prescribing doctor [}

Genera) data | [ECar Stk A ¥l Linked entity doesn't exist, you are viewing only its previous description. This field will be you used by TMON during treatment, please correct it. [160064]
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Until all the links referred to have been checked and fixed, the relative transfer and destination patient will be in

"Review" status.

Once all the links listed in the above screen have been fixed, the user can confirm completion of importation of the

patient.

Note

As long as the patient is in this transitional status, he or she will not be

displayed in the “Dialysis Clinic - Clinic Name” — “Activity Planning” and

“Dialysis Clinic - Clinic Name” — “Resource Planning” sections.

The image below shows how the transfer appears when it is in "Review" status.

Default Clinic
Patient transfers
Draft transfers Complete transfers \

® ; Patient name

1 record found

ﬁ | o Jecorece] pim |

Transfer reason Status | Start date End date | Hospital name | TSS clinic | TSS clinic name | Transfer direction
test destination , test destination Import patientdata Review 02 Mar 2017 11:15 Yes Default Clinic

Incoming

Patient transfers

e

g There is 1 error

Patient name test destination , test destination Transfer reason
Start date 02 Mar 2017 11:15 End date
Centre type TSS Centre Destination clinic
Start clinic Transfer direction
Status E3 Review Import file

Import patient data

Defauit Clinic

Incoming

Please fix the link in these entities before proceeding with the confirmation:
Pharmacological prescription : Dialysis, Baxada, 0 - [Drug: Baxada]
Pharmacological prescription : Dialysis, Baxada, 0 - [Product packages: Spieces 20mg tablets ]

[160063]

=TT

PatientData_test source_test
source_4

Fresenius Medical Care

Therapy Support Suite — Software version 1.9 — Revision 2/05.21 257


../IMG/Note.jpg
../IMG/pto_035.jpg

Chapter 10: Patient transfer offline

The image below illustrates a patient in "Review" status.

test destination , test d

Born 02/03/2017 (2y) Gender 3 Cod. 1 Status Not active/Hemodialysis [ | @

@_] Patient needs review and definitive confirmation of patient transfer (see details]

Administrative data

m Configurations for this clinic are not properly setted. This can cause several issues. Please contact a user with clininc manager role.

Title

Last name

Birth name

Nationality

Patient number

Patient code

Admission dialysis status
Admission date

Patient RRT initiation date
Dialytic age

Current hospital

Residence address
Street

Postcode

Domicile address

Street (home address)
Postcode (home address)
Contacts details

Patient Tel: Home
Patient Tel: Mobile
Patient fax

Identity document
Document type
Expiration date

Health insurance

Nat. Insurance number
Local health authority
European health insurance

European health insurance code
(TEAM)

Valid to (TEAM)

First name

test destination Second last name

Date of birth

Gender

12345 Patient regional autonomic number
1 Patient monitor ID (key code)

Hemodialysis Admission positional status

02 Mar 2017 11:14 Reason for patient admission
First dialysis in centre

First contact with clinic

Patient exoneration codes

City

Country

City (home address)

V10 7vL Country (home address)

Patient Tel: Home (2)
Patient Tel: Work

Patient email

Document number

Issuing country

Insurance company name

Responsible healthcare authority

Valid from (TEAM)

test destination

02 Mar 2017

Male

1
Not active

New ESRD patient

Great Britain and Northern Ireland

A banner appears at the top of the screen indicating that the patient is in this transitional status. Click “See details” to

access the screen shown at the start of this point.

10.5.1 “BROKEN" LINKS

During the control phase, the actions of some elements and the relative links have been set as "Skip". In other words,
the value to which the link refers has not been imported by the "Patient Transfer Offline" and therefore it will not be
possible to access the parameter to which the connections referred. However, it will still be possible to select another
element and thus create a new link. A link in this status is said to be “broken”.

To avoid the total loss of information content, links referring to data not imported will be provided with a
representative description of what the related information was. In other words, they will become little more than a
descriptive field.

“Therapy Support Suite” highlights the fact that the information can no longer be accessed by colouring it grey; in
some cases, it will be further indicated by an alert or even an error message.
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10.5.2 CONFIRMATION OF THE IMPORT

Once all the links indicated have been fixed, the screen will be as follows:

ﬂ You can proceed with the confirmation of the patient transfer after patient review

There is no blocking issue on the patient at the moment. If you have reviewed all the patient data, you can proceed to finalise the import by confirming the patient review. Otherwise, if you want to check
the patient status again and review the therapies you can close this form and return back later to confirm it. In any case, the patient cannot be treated until the patient review has been confirmed by clicking
on the button below.

No blocking issues present

It is now sufficient to click the "Confirm review" button.

After this the patient will become active, the transfer will be complete and the patient offline transfer procedure has
been concluded.
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11 DIALYSIS CLINIC — CLINIC NAME

11.1 CREATING A NEW PATIENT

A new patient can be created in this section. The system automatically assigns a patient code that identifies the
patient in Therapy Support Suite. This code cannot be changed. All the patient’s administrative data can be entered.
To save the new patient's details, at least, fill in all the fields in purple. Once this information has been saved, the
patient will automatically appear in the patient list.

Born (y) Gender Cod. [4] Status / ®
Administrative data E=mr
Title I o |E|| Firstname E3 | |
Last name | | Second last name | |
Birth name | | Date of birth £3 | do/mm/yyyy @|
Nationality | Vat ‘E” Gender £3 | B|
Patient number | | Patient regional autonomic number | |
Patient code |[4] | Patient monitor ID (key code)
Admission dialysis status | E| Admission positional status 3 | E”
Admission date | 24/09/2019 11:41 E| Reason for patient admission | New ESRD patient B|
Patient RRT initiation date dd/mm/ %l First dialysis in centre | dd/mmy/y @|
Dialytic age First contact with clinic | dd/mm/yyyy @|
Current hospital Patient exoneration codes | |
Residence address
Street I | City ‘ Cit [-+] ]
Postcode l Post: E” Country [Great Britain and Northern ireland X E]]
Domicile address
Street (home address) l | City (home address) [ Cl B]
Postcode (home address) l 0stco E” Country (home address) [ Great Britain and Northern Ireland X E]]
Contacts details
Patient Tel: Home I | Patient Tel: Home {2) [ 1
Patient Tel: Mobile l | Patient Tel: Work [ ]
Patient fax I | Patient email [ 1
Identity document
Document type l ] Document number [ ]
Expiration date I dd/mm/yyy @I Issuing country [ SSUir E}
Health insurance
Nat. Insurance number I | Insurance company name l ]
Local health authority l L E” Responsible healthcare authority l Respo E]
European health insurance
European health insurance code | | Valid from (TEAM) l dd/mm/yyy gi
(TEAM)
Valid to (TEAM) | da/mm/yyyy =]
Temporary foreigner insurance
Foreigner temporary code (STP) l | Valid from (STP) ‘ dd/mm, @1
Validto (STP) | do/mm/pyy =2

The patient is considered a duplicate if the First name, Last name, Date of birth and Gender are the same as those of
an existing patient. In this case, admission is only possible if the specific flag in Configuration parameters is enabled.
When this flag is enabled, the duplicate check can be extended to another text field, in addition to those listed above.
(See section 4.1.1 of the Service Manual).

If a duplicate patient is created, both patients (the already existing one and the new one) will be in a blocked status
until the merge of both patients is completed. The same blocked status can be triggered by creating a new merge of
two patients even if not duplicates. In this blocked situation the patients’ data cannot be edited.

n Please proceed to Patient merge with duplicated patient/s before use this one

recsony prere TR

Title Firstname I3 | David | \I\

Administrative data
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11.2 GENERAL INFORMATION

This section contains:

In the first tab, general Information on the dialysis clinic (name, code, clinic description, address, staff, etc.).

Default Clinic
Dilysisunit [ [ o 7]
General inf ion ‘ Dialysis unit [
Clinic information
Clinic name Default Clinic Clinic code 99999
Clinic description Default Clinic City Test Town
Postcode 16039 Address Test Street, 23
Country Great Britain and Northern ireland Fax
Telephone 02356-125422 Photo
Medical Director Dr. Tester Acquisition/Opening date 01 Dec 2009
Contact person Tester ‘
Staff
full I SR S c I Consatiant
ploy part-time| Employ |
Staftype units ‘ units F 5/ | units ‘ Hours/week
Nephrologists 4.00 2.00 2.00 1.00 4.00
Available modalities HDE
APD
Note Centre module
Test
Centre opening time
Opening day Is openi Opening from| Opening to! Centres shifts.

Monday v 07:00 21:00 2.00
Tuesday v 07:00 21:00 2.00
Wednesday v 07-:00 21:00 2.00
Thursday v 07:00 21:00 2.00
Friday v 07:00 21:00 2.00
Saturday v 07:00 21:00 200
Sundav LI

In the second tab, information about the organisation of the clinic’s dialysis stations and the emergency equipment

installed.
Dialyss ui ENZx
General information ] Dialysis unitrl
Dialysis unit main features
Centre stations 22.00 units For infected patients 5.00 units
Isolation level s
Infection WPEI Isofation level No. centre stat'xl::\; tot. dedicated
-- Empty Grid -
Emergency equipment
Electrical generator Yes Oxygen distribution plant Yes
Second electrical power provider Yes

Fresenius Medical Care

Therapy Support Suite — Software version 1.9 — Revision 2/05.21

261


../IMG/8_002.jpg
../IMG/8_003.jpg

Chapter 11: Dialysis unit

11.3 HOME PAGE

This section contains a quick overview of the patient's key dialysis parameters. It is divided into two main screens:
The first screen contains all active prescriptions.

= Click each line to access the Patient HD prescription;

= (Click the o button for direct access to the Patient dashboard;

»

* Clickthe *~ button for direct access to the Vascular access for the prescription;

= (Click the ® button for direct access to the Treatment schedule;

Default Clinic

Clinic Home Page

Active HD prescriptions

2 Patient Prescription name Uty boc:zweight Treatment duration | Dialyzer name | Basic buffer name | Concentrate name
o / ® Thompson, Josie Default Prescription  51.0 03:00 FX 100 bibag smartbag 111.5
o ya @ Morten, Katherine Default Prescription  73.0 03:30 FX 10 bibag AC-F 219/1
o # ® Middieton, Mary Default Prescription  78.7 04:00 FX 100 bibag 5008 AC-F313/1
o # @ Metcalfe, Jonathan Default Prescription 85.8 04:00 FX 100 bibag AC-F 219/1
0 # @ Hartley, Sarzh Default Prescription  80.0 03:30 FX 100 bibag AC-F213/1
0 p~ @ Brennan, Nicholas Default Prescription  60.0 05:00 FX 100 classix bibag AC-F313/2
'~ yZ @  Aitken Lambert, David Default Prescription  65.2 04:00 FX 1000 bibag AC-F 313/2

The second screen contains the last 20 treatments performed in the clinic. Click a row for direct access to the selected
treatment.

Last twenty treatments at clinic

Pre-dialysis weight | Post-dialysis weight | UF volume | Pre-dialysis systolic | Post-dialysis systolic BP | Pre-dialysis diastolic | Post-dialysis ¢

¥ Patient Treatment date Ko s s Tt = o el
¥ Middleton, Mary 20 Nov 2010 16:50 79.10 2480 142 136 74 66
% Thompson, Josie 20 Nov 2010 16:34 4910 2480 142 136 74 66
¥ Newman, Nozh 20 Nov 2010 15:46 92.10 2480 142 136 74 66
¢’ TRTEST_137560, TRTEST_2 20 Nov 2010 15:46 92.10 2480 142 136 74 66
" Morton, Katherine 20 Nov 2010 15:41 72.10 2480 142 136 74 66
% Moore, Eleanor 20 Nov 201015:34 49.10 2480 142 136 74 66
® TRTEST_39841, TRTEST_1 20 Nov 2010 15:34 45.10 2480 142 136 74 66
¥ Metcalfe, Jonathan 20 Nov 2010 15:28 84.10 2480 142 136 74 66
& Hartley, Sarah 20 Nov 2010 15:22 79.10 2480 142 136 74 66
%¥ Brennan, Nicholas 20 Nov 2010 15:16 59.10 2480 142 136 74 66
¢ Aitken Lambert, David 20 Nov 2010 14:58 84.10 2480 142 136 74 66
¥  Aitken Lambert, David 18 Nov 201000:00 66.80 65.20 1900 167 140 76 73
E Hartley, Sarah 18 Nov 201000:00 82.60 79.90 3240 156 136 87 68
¥ Middleton, Mary 18 Nov201000:00 81.00 78.60 130 120 80 80
e Moore, Eleanor 18 Nov 2010 00:00 48.50 47.00 805 99 52 64 59
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11.4 CLINIC SCHEDULER

This section provides a complete weekly or monthly overview of the clinic's scheduling and treatments. The navigation
buttons next to the time bar display the weeks or months before or after the current date, depending on the precision
set in the Accuracy filter.

11.4.1 SCHEDULING

Scheduling covers planned recurrent treatments, where no dialysis session has yet occurred. If two or more
treatments are scheduled at the same time and using the same bed, they will be displayed with a red border and

yellow diagonal bands.

Room 1 -Bed 2
-+ Afternocon shift

@

Passing the mouse over a recurring treatment, the following specifications will appear:

=  Resource, Shift, Prescription name: taken from “Treatment schedule”;
=  Therapy, Administration, Dosage: taken from “Pharmacological therapy”;
=  Medical orders: read from “Medical orders” (see section 9.3.7);

= Laboratory tests: read from “Laboratory test scheduling” (see section 9.4.3);

Dati 23/09/2019 24/09/2019 N 25/09/2019 26/09/2019 27/09/2019 28/09/2019 29/09/2019
atiept Monday Tuesday Wednesday Thursday Friday Sarurday Sunday
Room 1 -Bed 1 Room 1-Bed 2 Room 1-Bed1 Room 1 -Bed 2 Room1-Bed 1 Room 1-Bed 2
Aitken Lambert David afterncon Shift Morning Shift Afternoon Shift Morning Shift Afternoon Shift Morning Shift

- Resource: Room 1 -
Brennan, Nicholas eSoureez Room 1~ Bed 1

Shift: Afternoon Shift

Hartley, arah :?::‘;n Prescription: Default Prescription
0 Active ingredients (Drug name) Administration route Dosage
Room 1 - Fascox (Fepili) Oral 12mi
Metca”e' Jonathan Aﬂem; Nunpan (Mitopep) Oral 12 mg/ml
Room 1-g | Messages

Morning 5|

Middleton, Mary Need Potassium at dialysis end

Room 2-Bed 1 Room 2-Bed 1
i Afternoon Shift i shift
Morton, Katherine e"z A emz i

Thompson, Josie

Room 1-8ed2 Room 1-Bed 2
Morning Shift Morning Shift
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After clicking on a treatment schedule, more scheduling data information is viewed and changes can be made where
necessary:

Aitken Lambert, David

X

8o B
=3

Scheduled date Fp)
[ov0ams o Treatment prescription
Resource Resource: Room 1-Bed 1
[Room 1-gea 2 =] Shift: Afternoon Shift
Shift
‘Agemoan Shift = B] Prescription: Default Prescription

The images show the Treatment Schedule, the Pharmacological Therapy, the Medical Orders and the Laboratory Tests.

11.4.2 CHANGING THE TREATMENT SCHEDULE

The treatment schedule can be changed by suitably populating the desired fields. Once the date, resource and shift
have been changed, the schedule will appear as follows.

Brennan, Nicholas

X
8¢
T T

Scheduled date Original date PR

[01/10/2019 =] @ 305ep 2019 Treatment prescription

Resource Original resource Resource: Room 1-Bed1

Room 1-Bed 2 X! E} @ Boom1-fed1 Shift: Afternoon Shift

Shift Original shift

|Mommg Shift x D‘ @ Afernoon Shift Prescription: Default Prescription

Several operations can now be performed, including:

®

Click the button to return to the original data;

Open schedule plan
button to view the original schedule in a pop-up window;

Click the

il

Click the button to close the pop-up window and delete all pending changes;

Click the button to close the pop-up window and save pending changes;
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Example: Schedule change

HD Clinic scheduler OL

Accura cy Week 40 Filter for Shift:| EH [ Advanced filters I Nextitem
IWeek lz” | 01/10/2019 @| Filter for Room: Filter for Resource: >
2 30/09/2019 01/10/2019 02/10/2019 03/10/2019 04/10/2019 05/10/2019 06/10/2019
{ Patient >
Monday Tuesday Wednesday Thursday Friday Saturday Sunday
Room 1 -8ed 2 Room 1-Bed 1 Room 1-Bed 2 Room 1-8ed 1 Room 1-Bed 2 Room 1-Bed 1 Room 1 -8ed 2
i LambeT Dand Afernoon shift Afternoon shift ‘ Morning shift ‘ l Afternoon shift ‘ Morning shift Afternoon shift Morning shift
Room 1-Bed 1 Room 1-Bed 1 Room 1-Bed 1
Brennan, Nicholas Afternoon shift Afternoon shift Afterncon shift
& & &
goom 1-Bed 2 Room 1-8ed 2 Room 1-Bed 2
Hartley, Sarah Afternoon shift Afternoon shift Afternoon shift
Room 1 - Bed 2 Room 1-8ed 2 Room 1-Bed 2
Metcalfe lonathan Afternoon shift Afternoon shift Afternoon shift
Room 1- Bed 2 Room 1 -Bed 2 Room 1-Bed 2
Middleton, Mary Morning shift Morning shift Morning shift
& & &
Room 2 -8ed 1 Room 2-Bed 1 Room 2-Bed 1
Morton, Katherine ‘ Afternoon shift ‘ Afternoon Shift ‘ ‘ Afterncon shift
Thompson, Josie
Patient is itali: @ Real R Laboratory exam % Messages p Drug
Step 1 - Select schedule to be changed
Brennan, Nicholas X
8 &
"
date Original date . .
fouriaons ] @ o Treatment prescription
@ Original resource Resource: Room 1-Bed1
| Room 1 - Bea2 x [+ Room 1-Bed 1 Shift: Afternoon Shift
Shift Original shift
| Morning Shift X [EI @ Afternoon Shift Prescription: Default Prescription
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Step 2 - Correct scheduling information

HD Clinic schedul (<> 15

Accuracy Week 40 Fiter for Shift: | E]| | Advanced filters |
|Week |z|| ‘ 01/10/2019 @r Filter for Room: Filter for Resource:
!
< (e 30/09/2019 01/10/2019 02/10/2019 03/10/2019 04/10/2019 05/10/2019 06/10/2019 >
Monday Tuesday Wednesday Thursday Friday Saturday Sunday
Room 1-Bed2 Room 1-Bed 1 Room 1-Bed 2 Room 1-Bed1 Room 1 -Bed 2 Room 1-Bed1 Room 1 -Bed 2
Aitken Lambert. David Afternoon shift Afterncon shift Morning shift Afterncon shift Moning shift Afternoon shift Morning shift
| Room1-Bed1 Foom 1-Bed 1 Room 1-Bed1
Brennan, Nicholas ‘ 2 Afternoon shift Afternoon shift Afternoon shift
Room 1-Bed2 Room 1-8ed2 R00m 1-Bed2
Hartley, Sarah Afternoon shift Afernoon shift Afterncon shift
Room 1 -Bed 2 Room 1-Bed 2 Room 1-Bed 2
Metcalfe, Jonathan Afternoon shift Afternoon shift Afternoon Shift
Room 1-Bed2 Room 1-Bed2 Room 1-Bed 2
Middlet on, M. ary Morning shift Morning Shift Morning shift
Room2-Bed1 | Room 2-Bed 1 Room 2-Bed 1
Morton, Katherine Afternoon shift Afternoon shift Afternoon shift
Room 1 ‘smz Resource: Room 2-Bed 1
Thompson, Josie Mogee
& Shift: Afternoon Shift
Prescription: Default Prescription
Active ingredients (Drug name) Administration route Dosage
Alinuv {Adolaf) Intramuscular 15ml
Eriramuf (Eriramuf) Oral 78mg

Patient is hospitalised @ Real treatment ﬂ Laboratory exam @ Messages p Drug

Step 3 - Scheduler updates its status with new scheduling information
11.4.2.1 DRAGGING

The treatment date can be changed by dragging it to the day desired. Scheduled treatments cannot be dragged into
the past or into the same position as an existing scheduled treatment.

If there are drug therapies associated with the treatment, they will be managed as administrations with no specified
dosage. A message will notify the user of the change.

1 waming: 100872

The drug list is removed for this treatment, and all active and to be review drugs will be passed to the treatment with [?] and without dosage
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11.4.2.2 IMPACT ON THE DRUG THERAPY AFTER SHIFTING A SCHEDULED TREATMENT

Every time the scheduled treatment date is changed, the drug therapy dosage for that treatment is reset. When a
treatment is to be performed on the newly scheduled date, the user will be asked to manually confirm the related
drug therapy, as described in detail in Section 9.3.8

11.4.3 TREATMENTS

The scheduler allows the user to display patients' past recurring treatments. A recurring treatment differs from a
scheduled treatment in that the former is marked with a dialysis devce icon.

Room 1-Bed 2
Morning Shift

&

Past recurring treatments where no treatment was administered are not displayed.

If the treatment icon has a red border, problems occurred during the dialysis session and some messages may appear
in the preview.

HD Clinic scheduler oo
ACCU racy Week 39 Filter for Shif(:‘ E‘ ‘ Advanced filters ‘
= S — —
| week [+ [24/09/2019 B Fiter for Room: | [~]| Fitter for Resource:l ~] =
Pati 23/09/2019 24/09/2019 ¥ 25/09/2019 26/09/2019 27/09/2019 28/09/2019 29/09/2019
Ehent Monday Tuesday Wednesday Thursday Friday Saturday Sunday
Foom 1 -Bed 1 Room 1-Bed 2 Room 1-8ed 1 Room 1-Bed 2 Room 1-Bed 1 Room 1-8ed2
‘Aitkor tambert: David Afternoon shift Aorning shift Afternoon shift Morning shift Afernoon shift Morning shift
Brennan, Nicholas Resource: Room 1-Bed1 [j No start treatment related time, use shift ime[161]
—
Shift: Afternoon Shift [;J No end time information, using duration[165]
% Prescription: Default Prescription
Hartley, Sarah
Created in Default Clinic
ik z = SR
Metcalfe, Jonathan ard | Active ingredients (Drug name) Administration route Dosage
Fascox (Fepili) Oral 12ml
= Nunpan (Mitopep) Oral 12 mg/ml
3 Mo
Middleton, Mary s
Need Potassium at dialysis end
Morton, Katherine

Room 1-Bed 2 Room 1-8ed2 Zoom1-Bec2
i s v K Noging; Morning shi
Thompson, Josie vcw,p it M mj‘_)shﬁ orr ,rg; ft

Patientis hospitalised & Real treatment & Laboratory exam [£] Messages @ Drug

Click the desired recurring treatment and the associated treatment administered will be opened so that all the data
can be viewed.

Recurring treatments cannot be moved.
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11.5 PD TREATMENT SCHEDULER

The PD scheduler displays all dialysis treatments scheduled and completed for patients during the selected month.
Different time intervals can be selected using the filters and navigation arrows.

PD treatment scheduler

 create wreatments trom schecuing < ] > )

Se pte mber Advanced filters ]
/1
24/09/2019 @ z
e 01] 02030405 06 07 08 0010111213 14[ 15[ 16|17 181920212223 [ 24 25V 26 27 28 29| 30

Sun Mon Tue Wed Thu| Fri | Sat | Sun Mon| Tue Wed Thu| Fri | Sat | Sun Mon| Tue Wed Thu| Fri | Sat | Sun Mon| Tue Wed Thu| Fri | Sat | Sun Mon

Saunders, Benjamin [ i 2 R = R = R =aii=2 0 = B e R [ N ca RN e R = R e (e e R e R s R e

Patient is hospitalised B Real treatment Scheduled treatment

The scheduler includes scheduled PD treatments and completed treatments. The dates indicated with an orange
stripe refer to the patient’s admission status.

Moving the mouse over the recurrences, a bubble appears that summarizes the prescription to be used for that date
or for that treatment.
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s}
Clicking on a scheduled appointment the details are displayed as follows:
Saunders, Benjamin X

Schedul date

(heted e = PD treatment schedule plan

o Prescription: CAPD prescription - CAPD - INCR

PD Modality: CAPD - INCR
8

Click on a recurring treatment to open a window with the details of the treatment administered.

11.5.1 CHANGING THE TREATMENT SCHEDULE

A scheduled recurrence can be moved to a different date provided that there is no other appointment there already.
There are two ways to change a recurrence.

The first method requires clicking on the recurrence to be moved and waiting for the details to appear at the bottom
of the window. The Scheduled date field permits a new date to be selected and the update to be saved. If there is
already a scheduled appointment on the date indicated, the message below appears, and the date cannot be saved.

There is already a recurrence on the selected date

An appointment date can also be changed by dragging the recurring appointment to be updated to a date where
there are no appointments. In this case, there is no need to save because dragging has an immediate effect.

-

Regardless of the technique used to update a schedule, it will be displayed with the symbol .=—|, which acknowledges
the schedule exception.

Updated schedules can be returned to their initial status using the button located next to the Scheduled date field of
the details, and then saving. Alternatively, the appointment can be dragged back to its original date. In this case, the
change is effective immediately.
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11.5.2 CREATING PD TREATMENTS

Patient treatments can be created individually in the patient tab or in the PD treatment scheduler. To create
treatments in the patient tab, refer to the Optional PD Form.

The PD treatment scheduler allows recurring PD treatment appointments to be created to replaced schedules in the

. . . . . Create treatments from scheduli
selected time interval. Creating treatments is performed by pressing the button. A
menu asks the user if the treatment should be created for all patients displayed or for only one.

Create treatments from scheduling

For all patients

Select patient...
After selecting, creation will start.
At the end of the operation, a message informs the user of the number of treatments created.

j information: 170055

Creation completed. Created 21 treatment/s

11.5.3 DELETING PD TREATMENTS

. . Deiete real treatments
PD treatments can be deleted in the PD treatment scheduler using the button. The system asks

the user it the operation should be performed for all patients or only for one as described in the previous paragraph.
At the end of the operation, a message informs the user of the number of treatments deleted.

§| (information: 170056

Deletion completed. Deleted 21 treatment/s

@ Note
Only treatments not yet closed can be deleted.
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11.6 CLINIC RESOURCE SCHEDULER

This section provides a complete overview of resource scheduling.

Clinic resource scheduler oo
Accuracy Tuesday Fier for Shift: 1| Advanced fiters |
|Dav E” | 24/09/2019 %| Filter for Room: Filter for Resource:
< ‘ s “05100 0600 07:00 08:00 09:00 10:00 11:00 1200 1300 1400 1500 16:00 1700 18:00 1900 20:00 2100 ZL‘Od >
||||I ||||| Hlllllllllllllll!lllll II'IllI|||Ill||||IIIllIIIllIIIIIlIIIIIIII Hll(llllll!lllll |I|I| Ill‘
Room 1-Bed 1 [E@ Amuumbm.:wid[s_l i i
‘0 iMary [63416] ‘ P’ rartley , Sarat}[83710] ]
Room 1 - Bed 2 H : 2
[0 Josie tm-] }47 Metgale , Jonjthan [16821] ‘
Room2-Bed1
Room 2 - Bed 2
Room4-Bed1

The difference compared to the "Clinic Scheduler" is that planning is resource-led (based on rooms and beds).

In the background, with the configured colours, the various shifts are displayed for the current day, and in grey, the
times the clinic is closed. In the weekly view, a full view of the resource planning for the entire week is displayed. This
makes it easy to identify any empty schedule slots.

Clinic resource scheduler °° )
Accuracy Week 39 Fittr for shift:| =1 Advanced filters |
|Week lz” I 24/09/2019 @| Filter for Room: Filter for Resource: )
< ‘ . 23/09/2018 24/09/2019 25/09/2019 ’ 26/09/2018 27/09/2019 28/09/2019 20/09/2019 ‘ N
st Monday Tuesday | Friday Sunday
" v 113 <
Room 1-Bed 1 B :
Room 1-Bed 2 " 3 y : g
§

Room 2-Bed 1
Room 2-Bed 2
Room 4 -Bed 1

Clicking on a specific resource displays details of the treatment scheduled for that resource in that specific time-frame
(the same procedure is explained in the "Clinic Scheduler".

Aitken Lambert, David X
[oven v i e
o110 /20:’9’“ m Treatment prescription
Resource Resource: Room 1-Bed 1
|M X E” Shift: Afternoon Shift
Shift
| Afternoon Shift X E” Prescription: Default Prescription
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11.7 PATIENT TRANSFERS

A patient may sometimes be transferred to another Clinic/Hospital. This is documented in Therapy Support Suite by
creating the movement of a patient.

Transfers are divided into the following steps:

= “Draft”: the receiving clinic has not yet accepted the transfer or has accepted a temporary, holiday or
hospitalisation transfer;

= “Completed”: the receiving clinic has accepted a definitive transfer, or has sent the patient back to the clinic of
origin using the “Return to clinic of origin” button.

Draft transfers || Complete transfers

The transfer will start “automatically” once the event date is reached at the “destination” clinic.

Satellite Clinic
Patient transfers ] m Export Excel m
Draft transfers | Complete transfers
?‘ Patient name Transfer reason Start date End date | Status Hospital name TSS clinic | TSS clinic name | Transfer direction
Freeman, Mason Hospitalisation transfer 23 Feb 2017 11:10 Cancelled Ospital Five - Satellite Clinic  Yes Satellite Clinic  Incoming
Metcalfe , Jonathan  Hospitalisation transfer 23 Feb 2017 11:09 Cancelled Ospital Five - Satellite Clinic  Yes Satellite Clinic  Incoming

If the transfer is temporary, for holidays or hospitalisation, both clinics have the option to return the patient to the
original clinic. Once the transfer has been accepted by the destination clinic, this button can still be clicked.

T

@ Note

If the movement that ends the transfer has not been defined, it will
be created automatically when the "Return to start clinic" button is
clicked. Conversely, if the transfer end date has been set, clicking this
button will change the date of the return (and/or the date of the end
of hospitalisation if the transfer originated from one of these).
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11.7.1 CREATING A NEW TRANSFER

A new transfer can be created from this section using the “Add” button.

Therapy Support Suite

=" FRESENIUS
v  MEDICAL CARE

Internal patient's admission

~ | Aitken Lambert, David [39807] test, testl [4] External reports Patient transfers x|+
New patient admission
Patient merge Default Clinic

Basic data Patient transfers m

General information
Draft transfers || Complete transfers

Home page
Scheduler and transfers 5P| Patient name Transfer reason Status | Start date End date | Hospital name TSS clinic | TSS clinic name | Transfer direction
Clinic scheduler Middleton , Mary Temporary transfer Draft 24 Feb 2017 09:36 Ospital Five - Satellite Clinic  Yes Satellite Clinic  Outgoing
Clinic resource scheduler 1 record found
Patient transfers

Daily walk-in clinic visits
HD clinic treatments closing
PD Treatment scheduler
PD clinic treatments closing
Query & patient groups
Manage query
Manage patient groups
HD survey
Manage HD survey all treatments query
Manage HD survey single treatment query

Transplant management Patient transfers

Donor data

Clinic waiting list Patient to transfer E3 ﬂ‘ Transfer reason Import patient data
fedieal prescatpsion Start date 26 Sep 2019 08:13

Scheduled exams

Medical prescriptions for patient groups Destination clinic Defauit Clinic

Start clinic Transfer direction Incoming
Status Draft Import file

Creation of a new transfer from this section forms part of the importation process described in the "Patient Transfer
Offline" section.
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11.8 DAILY WALK-IN CLINIC VISITS

In this section, the user can view all the walk-in clinic visits (Completed, Planned or Cancelled) scheduled for the
current day for patients belonging to the clinic.

Default Clinic

Daily walk-in clinic visits

oporcce | |

? | Visit date Visit type Status Patient code | First name | Last name | Reason name | Doctor Patient clinic
25 Sep 2019 10:43  First visit (new clinical episode) Open 16821 Jonathan Metcalfe Demo User Default Clinic
25Sep 2019 10:43  Programmed visit Open 16821 Jonathan Metcalfe Demo User Default Clinic
25 Sep 2019 10:43 Cancelled visit (No-show) Open 16821 Jonathan Metcaife Demo User Default Clinic

3 records found

Clicking the individual visit opens a window where its details are displayed.

Daily walk-in clinic visits

bxeicxr] i |

? ‘ Visit date Visit type Status Patient code | First name | Last name | Reason name | Doctor Patient clinic
25Sep 2019 10:43  First visit (new clinical episode) Open 16821 Jonathan  Metcalfe Demo User Default Clinic
25Sep 2019 10:43 Programmed visit Open 16821 Jonathan Metcalfe Demo User Default Clinic
25Sep 2019 10:43 Cancelled visit (No-show) Open 16821 Jonathan Metcalfe Demo User Default Clinic

3 records found

Dutpatient clinic visit
/A Metcalfe , Jonathan B8orn 04/11/1940 {78y) Gender Cod. 16821 Status Active/Hemodialysis g
Outpatient clinic visit m o
Visit date 25 Sep 2015 10:43 Doctor Demo User
Creation method Manual Created by demouser 25 Sep 2019 10:43
Last modified demouser 25 Sep 2019 10:43 Clinical unit Peritoneal Diaiysis
Visit type Cancelled visit (No-show)

Reason for visit [}
Medical service list

Date Medical service ‘ Quantity | Performed

| Status Auto creation| Version | Service unigue IDl
25 Sep 2019 10:43 12.0 Consultation visit 1

Yes Ready v 1 26

The visit cannot be edited or closed unless it was created inside the clinic. Visits created at other clinics can only be
printed.
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11.9 CLOSING TREATMENTS

Treatments, whether hemodialysis or peritoneal dialysis, can be closed individually from the patient menu or in bulk
from the clinic menu. This paragraph illustrates how to close multiple treatments from the clinic menu.

While there may be slight variations, treatment closure works the same way whether selected from the Close HD
Treatments or from the Close PD Treatments section.

Opening one of the two sections, TSS shows a list of treatments that can be closed, i.e., with a “Completed” status for
hemodialysis and an “Open” for peritoneal dialysis. Treatments have a predefined order but it can be changed using
the custom view tool. In the image of the example below, see the screen for closing of hemodialysis.

Default Clinic
HD clinic treatments closing Export Excel m
From| 15/11/2010 =] To| 03/06/2019 =z
Clinic shift! E]| Rooml [ ]
Patient name or last name|, O‘ l
?‘ | Last name First name Date of birth | Patient number | Treatment date Shift name Room name Clinical case ID

D |Show Details|  Aitken David 15 Aug 1952 11 16 Nov201000:00  Morning Shift Room 1
| 1@;‘ Aitken David 15Aug1952 11 18 Nov 201000:00  Morning Shift Room 1
D léhg‘{vpgajﬁ Aitken David 15Aug1852 11 20 Nov 2010 14:58  Afternoon Shift

D |Show Details| Brennan Nicholas 28 Oct 1962 1 16 Nov201000:00  Morning Shift Room 2
[] [showDetails| Brennan Nicholas 280ct1962 1 20Nov201015:16  Afternoon Shift  Room 1
O }éhow De(ai[s‘ Hartley Sarah 21May 1957 8 16 Nov 201000:00  Morning Shift Room 2
D |Show Details|  Hartley Sarah 21May1957 8 18 Nov201000:00  Morning Shift Room 2
[] [showDetails| Hartiey sarah 21May1957 8 20Nov201015:22  Afternoon Shift

[C] |Show Details| Metcalfe Jonathan 04Nov1940 9 15Nov201000:00 Morning Shift Room 1
[] [show Details| Metcalfe Jonathan 04Nov1940 9 17 Nov201000:00  Morning Shift ~ Room 1
[ [show Details| Metcalfe Jonathan 04Nov1940 9 20Nov201015:28  Afternoon Shift

O }éhow Details) Middleton Mary 09 Jan 1935 6 16 Nov 201000:00  Morning Shift Room 2
E] |Show Details| Middleten Mary 09 Jan 1835 6 18 Nov 201000:00  Morning Shift Room 2
[] [show Details| Middieton Mary 09Jan1935 6 20Nov201016:50  Afternoon Shift

[i] \éh;VDéI;IlS Moore Eleanor 03Apr1938 4 16 Nov201000:00  Afternoon Shift Room 2
[] [showDetails| Moore Eleanor 03Apri1938 4 18Nov201000:00  Afternoon Shift  Room 2
D |Show Details| Moore Eleanor 03 Apr 1938 4 20 Nov 2010 15:34  Afternoon Shift

[J [show| geitrailrsj Morton Katherine 06 Aug1925 12 16 Nov201000:00  Afternoon Shift Room 2
E] ESVDQYVPEGE[S‘ Morton Katherine 06 Aug1925 12 18 Nov201000:00 Afternoon Shift Room 2
D lsrTow Details) Morton Katherine 06 Aug 1825 12 20 Nov201015:41  Meorning Shift Room 2
O ‘§how Details) Newman Noah 06 May 1950 3 15Nov 201000:00  Morning Shift Room 2
D }Show Detailss Newman Noah 06May 1950 3 17 Nov 201000:00  Morning Shift Room 2
D iéhow Details’ Newman Noah 06May1950 3 20 Nov 2010 15:46  Afternoon Shift Room4
[] [showDetails| Thompson Josie 23011950 2 16Nov201000:00 Morning Shit  Room 1
E] | Show Detailsy Thompson Josie 23 Oct 1950 2 18 Nov 201000:00  Morning Shift Room 1
[] [show Details| Thompson Josie 230ct1950 2 20 Nov 2010 16:34  Afternoon Shift

26 records found

To close a treatment, it is necessary to check the box corresponding to the first column and press the Close
treatments button.
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The filters located at the top of the page allow the desired treatments to be found quickly. A selected treatment that
is excluded by the filter application keeps the check and can be closed even though it is not displayed. At the bottom
of the list, the number of treatments displayed is always visible, followed by the number of treatments selected.

The filters available vary with the type of treatment to be closed. The time interval and the patient name are available
for both types of treatment, while Shift and Room are characteristics of hemodialysis treatments only because they
have to be performed at the clinic.

After pressing the Close treatments button, the procedure to close the treatments is started. An animation displays
the state of advancement of the operation.

Loading ...
0%

At the end of the procedure, any errors that may have made closure impossible are displayed:

1 Close entities results

The following errors have been found during the closure:
Date Lastname | First name | Code Error message Error code
é 16 Nov 2010 00:00 Brennan Nicholas 399489 Dilution factor is mandatory [100501]
Ed 20 Nov201015:16 Brennan Nicholas 399489 Dilution factor is mandatory [100501]
E3 16 Nov201000:00 Hartley Sarah 93710  Dilution factor is mandatory [100501]
E3 18 Nov201000:00 Hartley Sarah 93710 Dilution factor is mandatory [100501]
E3 20Nov201015:22 Hartley Sarah 93710  Dilution factor is mandatory [100501]
E3 15Nov201000:00 Metcalfe Jonathan 16821  Medicinal product is mandatory [100501]
E3 17 Nov201000:00 Metcalfe Jonathan 16821  Medicinal product is mandatory [100501]
E3 20Nov201015:28 Metcalfe Jonathan 16821  Medicinal product is mandatory [100501]
F1_16 Nov 201000-00Middleton  Marv. f3416 _ The selected measurement unit is not anvmare suanorted (1701161 _
[ oc |

Treatments not closed will remain selected so that they are easy to identify for correction. The Show details button
opens the treatment in a window so that the data can be checked.
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If there are no errors, a message informs the user that the operation has been completed.

§ information: 170028

All items have been closed successfully

During treatment closure, the user can continue to work on sections that belong to menus other than the clinic
menus. At the end of the closure operation, the treatment closure page is automatically opened so that it is possible

to verify if there have been any faults.

A message blocks the user from accessing other sections of the clinic menu during bulk closure.

§ information: 170029

It is not possible tc leave this section because a closing process is running.

Treatment closure from the clinic menu performs all operations required for individual closure of the patient
treatments, like the PDF export of the treatment (if configured) or the operations defined by any plug-ins installed.

4
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11.10 MANAGING PATIENT GROUPS

The same interface and the same functions found in Query Builder can be used to generate groups of patients.
The patient groups generated can be found (together with the default groups):

In the Patient section at the top of the list of patients. This allows the entire list to be filtered in accordance with the
settings of the query;

As the recipients of a message sent from the user’s Inbox section;

Patient groups also appear in the report section. In fact, for some reports, multiple printouts for several patients or
groups of patients are possible.

To access this section, simply select "Patient Groups" from the Nephrology Clinic menu.

From here it is easy for the user to find his way around the groups of patients already created and to create new ones.
11.10.1 CREATING A NEW PATIENT GROUP

To generate a new patient group, simply click the “New” button. Therapy Support Suite will show the user the same
generation interface as for a query, but with some sections and options disabled:

= Charts: there would be no point in creating charts for patient groups.
= Thisis a private query: patient groups cannot be defined as private.
= “Qutput values” section: the fields for display are reset and cannot be modified.

Otherwise, the method for creating, saving, publishing (read only) and cancelling queries for patient groups is the
same as described in the Query Builder sections.

¥ || Aitken Lambert, David [38807] Manage patientgroups X Query builder External reports Configuration parameters +

Manage patent groups Reur o uery b
Description: Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate  Include patients in other
IBV Machine Patient Show all results: query: c&nc&

C

Drag and drop field to create a parameter

“X] Dialysis Device Type ./|

Drag and drop the columns to dispiay ‘ ]_Exﬂ'gssion COIETE_J [_
Photo ‘/H Patient code ./H First name /” Last name ./“ Second last name ,/“ Gender ./H Date of birth ,/‘ @
Drag and drop field to create a filter [ Add Group \L
‘ : Dialysis device type | Keyword is equal to B‘ l[:l <Dialysis Device Type> |
And

‘ Positional status IKevword is different than E‘ ‘ llmported IZ”

Note: after a patient group has been published, the user must be enabled to use it via User Management.

Note: If a patient group contains more than 5000 patients and is published, it will never be sent to TMON.
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11.11 MANAGING HD SURVEY FOR ALL TREATMENT QUERIES

The "All treatment query management" section allows the Query Builder interface and functions to be used to apply
the first filter to a patient's treatments within the HD Survey analysis.

To generate a new query for all treatments simply click the “New” button. Therapy Support Suite shows the user the
same query generation interface, but the aggregation of results and private queries are disabled.

Otherwise, the method for creating, saving, publishing (read only) and cancelling the query is the same as described in
the Query Builder sections.

11.12 MANAGING HD SURVEYS FOR SINGLE TREATMENT QUERIES

In the "Single treatment query management" section, the user can use the query builder interface and functions to set
the list of values that define the “session details” of interest. These values can then be consulted by choosing a single
treatment in the list of the patient’s treatments filtered previously with the first filter.

To generate a single treatment query, simply click the “New” button. Therapy Support Suite shows the user the same
query generation interface, but the user is only able to modify the values of the "query properties" section (except the
private query flag) and the list of output values to be displayed.

These values can only be selected from the “Session details” entity; in fact, not even the queried entity from which the
data was drawn can be changed.

Otherwise, the method for creating, saving, publishing (read only) and cancelling the query is the same as described in
the Query Builder sections.

¥ || Aitken Lambert, David [39807] Manage patient groups HD survey - Single treatment query X  External reports Configuration parameters +

HD survey - Single treatment query Return o query list
Description: Main Entity name: Number of records: Is Pivot: Aggregate Thisis a private  Include patients in other
‘Session details demo Session details iso (] Showall L Eslu'm qUESY: c‘i:u,ncs

f%
Drag and drop the columns to display \m[ L
’ X Time ‘/H [X] Arterial pressure ./“ [X] Venous pressure /“ [%] T™P pressure ./H [X] pialisate flow ./’
Drag and drop field to create a filter ,

@
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11.13 SCHEDULING TESTS

In this section, the clinic’s laboratory test schedule can be displayed. The tests are grouped by patient and date.

Therapy Support Suite

VIEEEENETTE 0 T e | o

Internal patient's admission

v Treatment places Clinic Drug catalogue Clinic Home Page x|+
New patient admission =
Patient merge Default Clinic
st . == 00
General information
Home page Accuracy September oAtk ek rior
Scheduler and transfers | | [Active patients ]| =)
[Montn [+] [ 2410912019 = 2

Clinic scheduler

Clinic resource scheduler - 5
[] Include hospitalised patients

Patient transfers
Daily walk-in clinic visits Aitken Lambert David - 29/09/2019 X
HD clinic treatments closing
Patient code: 39807 11
PD Treatment scheduler
PD clinic treatments closing [004] Anion gap
Query & patient groups [002] Sodium
Manage query [003] Chloride
Manage patient groups [001] Potassium
HD survey
Manage HD survey all treatments query 4 exams, 1 prescription

Manage HD survey single treatment query
Transplant management

Donor data

Clinic waiting list
Medical prescription

Scheduled exams

The user can filter the laboratory tests by:
= Week
= Month
=  Start date / End date
=  The tests can also by filtered using the “Patient Selector”.
=  The user can choose to display or not display the tests of hospitalized patients using the flag:
[] Include hospitalised patients

The group of tests that are to be printed can be chosen. Press the X button to exclude the group of tests from the
printout:

-~
= Pressthe * button to include the group of tests in the printout again.

= If the clinic has activated a plug-in for the printout of medical prescriptions, the button is

displayed.
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11.14 PATIENT MERGE

Patient merge is used to combine the data of two patients to form a single patient. The patient merged into another
patient is called the “Source Patient”, and the patient who receives the information the “Destination Patient”.

Make sure that no data are overwritten during the merge process. All information already entered for the destination
patient will not be overwritten by the source patient information.

For example: Source Patient before the merge:

Destination Patient before the merge:

Destination Patient after the merge:

For example, if the source patient has a certain drug prescribed as home therapy and the destination patient has the
same drug prescribed (always as home therapy), information about the destination patient’s home therapy should not
be overwritten.

The user is responsible for ensuring that the merge has been done correctly for every section where the merged data
are duplicated (e.g. Treatment prescription).

11.14.1 MERGE PREREQUISITES
A new merge operation can be defined from the Therapy Support Suite user interface for patients with Active status

only. All possible Merge cases (one or more non-existent patients, even with different statuses) are handled by the
TSS.
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11.14.2 STARTING THE MERGE

To create a new Merge, the user presses the "New" button, then selects two active patients to be merged, and then
save.

Patient merge X

Default Clinic
Patient merge m m
Patient merge M
Source patient Mertcolfe Jonathan 16821 X E]] Destination patient [ﬂ_q_rﬁg_g Sorah 93710 X [E”
Source patient actual clinic Defoult Clinic Destination patient actual Default Clinic
clinic
Request date Approval date
Review date Merge status Draft

Merge notes

Simultaneously, a message (Inbox) informs all users defined in User Management are notified that a merge process
has been requested.

~ | Aitken Lambert, David [35807] Patient merge Messages and tasks o |+
p— [eren 1 ociee | reowJrepwioon] rorars | v Jrcwmesess |
# Type Acknowledge | Attachments | Linked entities | Sender Date Subject
|show Details| ] Therapy SupportS..  26Sep 201908:55  Merge pending for approval

1 record found(1 Selected)

Sender
Therapy Support Suite
Recipients

User groups - Demo Group

Needs acknowledgement Create as Task
Is scheduled
No
Subject
Merge pending for approval
Linked data

Patient merge

Attachments

Message
imbox ks A merge request from Metcalfe Jonathan to Hartley Sarah has been created and is on hold pending user approval. Please check with
F | Type Al attention the merge request before approving it. A merge operation could lead to having patients with duplicate or conflicting information. tatus | Comment

l

Archive Reply Reply to all Cancel

The full list of requested merges is available in the “Patient merge” section of the Dialysis clinic menu. Users can
“Approve” or “Reject” every Merge request in this overview.
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11.14.2.1 REJECTING THE MERGE PROCESS

To refuse a merge, select the merge created by clicking on the m button. The following page opens:

Patient merge

Source patient actual clinic

Default Clinic

Patient merge

Patient merge

Source patient

Reguest date
Review date

Merge notes

Nicholos Brennan 393489

Defouit Clinic

17 Nov 2017 11:31

Destination patient

Destination patient actual
clinic
Approval date

Merge status

David Aitken Lambert 39807

Default Clinic

Approval required

If the “Reject” button in the “Patient merge” section is pressed, the merge process will not start. The source and the
destination patients will not be modified. All that will be left is a row in the "Merge patient" section with "Rejected"

status.

11.14.2.2 ACCEPTING THE MERGE PROCESS

To refuse a merge, select the merge created by clicking on the m button. The following page opens:

Patient merge X

Default Clinic
Patient merge

Patient merge

Source patient

Source patient actual dlinic

Request date
Review date

Merge notes

Nicholos Brennan 3939489

Defouit Clinic

17 Nov 2017 11:31

Destination patient

Destination patient actual
clinic
Approval date

Merge status

David Aitken Lambert 39807

Defauit Ciinic

Approval required
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Press the “Approve” button in the “Patient merge” section to start the merge process immediately. For a few
moments the status of the merge will be “In execution” (Therapy Support Suite will perform the merge by means of a
batch command), and once it has been completed its status becomes “Review requested”.

A new message will be sent to all users defined in User Management to notify them that the merge process has been
completed, with all the details of the main sections modified. The main sections in the message are:

e Treatment prescription;
e  Medical prescription;

e Treatment scheduling;
e  Comorbidities;

o Allergies;

e Laboratory data;

e  Clinical case.

The user has to review the destination patient data. The two patients involved in the Merge process are marked with
an icon in the top menu bar.

¥ | Hartley, Sarah [93710] X | Patient merge Messages and tasks +

/\ Hartley, Sarah@isom 21/05/1957 (62y) GenderQ Cod. 93710 Status Active/Hemodialysis [ |

11.14.3 MERGE DETAILS

Two scenarios are possible during a merge:

=  Only administrative and medical data were merged (because no other information was entered for one of the
two patients);

=  Some sensitive information was merged (not only administrative and medical data)

11.14.3.1 ONLY ADMINISTRATIVE AND MEDICAL DATA WERE MERGED

If the merge involved only administrative and medical data, the merge can be considered “complete”, and the user
does not need to complete the merge.

11.14.3.2 NOT ONLY ADMINISTRATIVE AND MEDICAL DATA WERE MERGED

In this case all data were merged from the source to the destination patient. The merge cannot be considered
“complete”, until the user has reviewed all the merged data.

@ Note
In this state, it is not possible to create treatments with TMON or

to use the Card Reader for either patient.
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In the Source patient only the “Administrative” and “Medical data” will be visible; the other sections have been
emptied.

Metcalfe , Jonathan & 8orn 04/11/1940 (78y) Gender Q" Cod. 16821 Status Not active/Hemodialysis | [/ ()

Summary

Last forty treatments

Pre-dialysis weight

Post-dialysis weight

Dry body weight

Weight gain

R AR A

Weight gain percent

UF volume mi

Pre-systolic/Diastolic pressure No data

Post-systolic/Diastolic pressure

Pre-dialysis heart rate bpm

Post-dialysis heart rate bpm

(Critical RBV %

Min RBV %

Effective Kt/V

[Total substitution volume L

In the destination patient all the merged data will be visible, and the new “Treatment prescription” and “Treatment
schedule” data will be marked as shown below.

~ | Hartley, Sarah [93710] X Patient merge Messages and tasks v

A\ Hartley, Sarah & Bom 21/05/1957 (62y) GenderQ Cod. 93710 Status Active/Hemodialysis | l:]‘ =

ENETES 0 6

Default Prescription - Merged from Metcalfe
Jonathan

Treatment prescription

Creation date 30Jun 2016 15:41 I Prescription name

Prescribing doctor

General data || C || Anticoagulant agent || Dialysis device settings | Comments |

General information

Leading prescription Yes Prescription enabled Enabled
Valid from 30Jun 2016 Valid to
Prescription version 8 Unique ID 111
Basic information
Treatment type 2 Cronic Treatment category 4 HF
Treatment duration 04:00 Treatment frequency 3 Days/Week
Fluid intake Estimated tara weight 0.0 Kg

Vascular access selection Fistula Upper arm brachiol mediai - Left

|

Dry body weight 858 Kg

Last available BCM measurement

Last available normohydration weight

(date) (BCM)
Long term target weight Target TAFO (Time Averaged Fluid
Overload)
Device preparation duration Device cleaning duration
Allergy list
| Date | Allergy type Allergy type specification Details
24 Feb 2017 Active ingredient (Nunpan)
1 record found
~ | Hartley, Sarah [93710] X | Patient merge Messages and tasks ar
/A Hartley, Sarah & Born 21/05/1957 (62y) GenderQ) Cod. 93710 Status Active/Hemodialysis ‘ = i ]
Treatment schedule plan m |
From 24u1 2010 T Reference start date 2411 2010
Mo [T we |m |Fr s |su |
Default Prescription Defoult Prescription Defouit Prescription
-
= Afternoon Shift Afternoon shift Afternoon Shift
Room1-Bed2 Room 1 - Bed 2 Room1-Bed2
Planned i Single day planning
[ Week planner From [10 Restart | [Day pianner Date [ snife Resource ‘
‘ No data ‘ No data ‘
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11.14.3.3 REVIEWING THE MERGE

As already mentioned, sometimes the merge has to be reviewed before it can become “Complete”. This is a very
important section. The critical sections are shown below. Some of them can stop completion of the merge until all
conflicts have been resolved.

Blocking sections:

=  Treatment prescription: if the source and destination patients both have a main prescription, at this point the
destination patient will have 2 main prescriptions, and this is not correct. The user has to select one of these
prescriptions. If there are other merged prescriptions, the user must verify them. The merge cannot be
completed until the patient has just one main prescription.

¥ | |Hartley, Sarah [93710] X | Patient merge Messages and tasks +
/\ Hartley , Sarah & Born 21/05/1957 (62y) GenderQ Cod. 93710 Status Active/Hemodialysis | [ | @
Treatment prescription

Active prescriptions | Disabled || Full list

? Defauit Prescription Default Prescription - Merg...
Prescription version 19 8
Leading prescription Yes Yes I
Creation date 02 Nov 2017 15:01 30Jun 2016 15:41
Valid 1o . A V
Treatment category . » 4 HF » 4 HF
[Treatment duration . ‘ 03:30 A 04:00
Treatment frequency . Davs/Weekl 3 ' 3
Dry body weight » Kg A 80.0 ‘ 85.8
Dialyzer name . A FX 100 A FX 100
Anticoagulant Tizeb - S0pieces 1mg Tablets

Additional anticoagulant

Not blocking sections:

= Vascular access: There may be two identical vascular accesses with different creation dates. The user must
check this information.

=  Treatment schedule: If the source and destination patients both have treatment schedules, now after the
merge, the destination patient will have the entire treatment schedule. This is not correct because the two
patients could have two different schedules. The user should review the schedules.

=  Drug therapy: if both the source patient and the destination patients have drug therapies, now, after the
merge, the destination patient will have the entire drug therapy. This is not correct and it is also dangerous for
the destination patient. The user should review the drug therapy.

= Allergies: if for any reason the two patients have different allergies, the user should review the allergy section,
because it could be dangerous for the destination patient.
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11.14.4 COMPLETING THE MERGE

After the Data Review, the user can complete the merge. This is done by pressing the “Complete” button in the
“Patient merge” section. If there are two main prescriptions, when the user clicks the Complete button the system will
stop the merge.

The source patient will become “Not active” and the icon in the top bar will show the patient's merged status.

~ || Metcalfe , Jonathan [16821] X || Patient merge Messages and tasks +

Metcalfe , Jonathan ﬁBom 04/11/1940 (78y) Gender ' Cod. 16821 Status Not active/Hemodialysis | [ [¥]

= [oomcce | _omor

The destination patient will remain “Active” and there will be no icon to indicate that the patient was involved in a
merge process.

For the destination patient, it is now possible to create treatments with TMON and to use the Card Reader.

The merge is shown as “Completed”.

Patient merge X

Default Clinic

Patient merge m m

7 Patient merge ]

Source patient Jonathon Metcalfe 16821 Destination patient Sarah Hartley 93710
Source patient actual clinic Defoult Clinic Destination patient actual Defauit Ciinic
clinic
Request date 26 Sep 2019 08:55 Approval date 26 Sep 2019 08:55
Review date 26 Sep 2019 08:56 Merge status Completed

Merged ¢ Treatment prescription entities.
Merged 28 Treatments entities.

Merged 1 Allergies entities.

Merged 2 Comorbidity entities.

Merged 5 Laboratory data entities.
Merged 1 Patient status entities.

Merge must be reviewed

Merge notes
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11.14.5 PATIENT STATUS

The master patient's status on completion of the merge process is set in accordance with the basic rule that the
"strongest" status wins.

Here are some examples:

= Before merge: master patient active, slave patient inactive -> After merge: master patient active
= Before merge: master patient inactive, slave patient active -> After merge: master patient active

= Before merge: master patient inactive, slave patient imported -> After merge: master patient imported

The table below contains all the rules for status assignment after merges:

MASTER PATIENT STATUS

MERGED PATIENT STATUS

Active Imported Not Active In transit

Active Active Active Active Active
Imported Active Imported Not Active In transit
Not Active Active Not Active Not Active In transit
In transit Active In transit In transit In transit
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11.14.6 MULTI-CLINIC MERGES

Patients belonging to different clinics can be merged. In fact, when patients are selected those belonging to other
clinics will also appear.

Patient merge
Default Clinic

Patient merge m m

Patient merge

Source patient | Thompson Josie 166334 X E]l Destination patient I Newman Noagh 137560 X E]l
Source patient actual clinic Destination patient actual
clinic
Request date Approval date
Review date Merge status Draft
Merge notes

Once two patients belonging to different clinics have been selected and the merge process has been started, it can be
viewed from the "Patient merge" menu of both clinics, as the screenshots below show

R=rd
: FRESENIUS e = o)
|— ] Reporting ™ MEDICAL CARE | il cisl bl .

v Patient merge X ||+
Satellite Clinic
Patient merge m Export Excel m
Only active patients Merge status| Please select one ent lz\l
| ?} Request date | Merge status Source patient actual clinic | Source patient code | Source patient last name | Destination patient actual clinic | Master patient code | Master patient last |
31 May 2019 14:52 Approval required Default Clinic 166334 Thompson Satellite Clinic 137560 Newman

: == FRESENIUS i DR Ui o)
| Defauttclinic v " MEDICAL CARE I Dialjsks Uit .

¥ || Aitken Lambert, David [39807] Patient merge x|+
Default Clinic
patent merge [wew | woreca [ prm
Only active patients Merge status| P/ease select one ent lzu
| ?: Request date Merge status | Source patient actual clinic | Source patient code | Source patient last name | Destination patient actual clinic | Master patient code | Master patient last 1
31 May 2019 14:52 Approval required Default Clinic 166334 Thompson Satellite Clinic 137560 Newman
31 May 2015 14:45 Completed Default Clinic 16821 Metcalfe Default Clinic 83710 Hartley

Once the merge process has started, the procedure is the same as for merges in the same clinic: the only difference is
that it will appear in the "Patient merge" menu of both clinics even after completion. The status of the patients
involved in the merge will be modified using the same rules as for the merge within a single clinic.
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11.14.7 FLOW CHART

A flow chart is provided below to aid in understanding the process.

Patient
Source

Merge Request
Merge
----- Request
message
Merge
Approved
YES

L - - . ./EndofMerge

erge involved onl
Patient

Administrative/Medical

Data

Merge Review

Merge
Reviewed

Merge
Completed
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12 REPORTING

12.1 REPORTS

In this section the user can view and print all the reports installed in the clinic. There are two types of report:

= External reports: reports customised inside the clinic.
Custom reports: reports created through Query Builder.

When you print a Custom Report, the "Print Options" window appears, where it can be indicated if the report should
contain information about the date and time of printing (at the bottom of the page).

External reports \
Active Drugs
Active Patients
Active Patients by Machine
Ambulatorial Visit
Database Health Status
Dialysis Protocol Blank
Dynamic Printout Report
Information about Dialysis
Medical Orders Per Shift
Medication Preparation Report
Monthly Report
Patient Anticoagulant
Patient Treatment Status
Patient Treatment Status by Month
Patient-Actual Lab Test
Regular Medication
Treatment Drug at home
Treatment Drug for HD Treatment
Treatment Preparation Report
Treatment Prescription Report
Treatment Protocol

Custom reports
Session details OCM data
Test Hb
Test Lab Data
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To run a report, simply click on its name on the side bar. Some reports open automatically, others require that further
parameters be inserted (e.g. treatment date in a dialysis treatment report):

Date From| dd/mm %l Date T°| %]
First name | Last name | Date of Lab §Test Haen;g{lobin

The Pseudonymise report option allows a user to extract a report containing pseudonymised sensitive patient data. This

option may or may not be available depending on the clinic’s configuration parameters (see the specific section in the
Service Manual).

After entering the required parameters, press the &=

button to launch the report. Reports can be easily
exported in a variety of formats (Word, Excel, PDF).

Warning
Risk for the patient as a result of an incorrect prescription being shown

Scheduling reports may have unrecognised recurrencies when recalculation
is underway.
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12.2 DYNAMIC PRINTOUT REPORT

Dynamic Printout Reports are special reports where it is possible to specify which sections to include inside the report
itself via the creation of profiles (as described in detail in point 4.2.6 of the service manual).

Profiles are therefore presets which allow the user to specify which subset of information will be printed in the report.
For example the user can create one profile to just print personal and medical history data and another which will
print a series of information related to the dialysis process (prescription, treatments performed, treatment schedule
plan, etc.)

When a Dynamic Printout report is selected, the user is requested to select a patient and a profile (in this case two
profiles have been created in the Master Data section, one containing only the patient's administrative data and the
other containing a set of information related to the patient's treatment and the relative scheduling)

Dynamii Printout Report

Patent selector

protee

Lt ang xam

Once a profile has been selected, clicking Update opens profile parameter compilation screen. This window shows all
the sections which are available for the report, with only those found in the profile chosen by the user selected. In this
phase it is possible to deselect certain sections or add others.

Profiles for dynamic printout X

Sections [m]
Administrative data
Diagnosis (primary renal disease) O
Patient medical history [
Allergies ]
Laboratory data [ ‘Ll ‘ |L”
Diagnostic test ‘ [+]
Outpatient clinic visit ]
Specialist examination ‘ [~]
Pharmacological prescription O
Hospitalisations O
Vascular access |
PD access ]
Treatment schedule plan O
Treatment prescription ]
PD prescription [
Treatments O
Transfusion list =

oK Cancel
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Extraction filters can be specified for each enabled section (if it supports them). The filters vary depending on the
section, for example, allowing the user to extract data in a specific time frame, active\non-active data, or as in the
case of laboratory tests, to specify which tests should be included in the report.

Clicking OK prints the report, with the selected sections filled with data as specified by the user.

As for all reports, dynamic printout reports must be installed via *.tcf before they can be used.

12.3 PRINTING PRESCRIPTIONS FOR GROUPS OF PATIENTS

In the “Medical prescription for patient groups” section, which can be accessed from the clinic menu, it is possible to
print the Italian NHS prescription for the laboratory tests of a patient group.

After creating a new prescription the user can enter the date of the prescription and the title and select the laboratory
tests to be included in the prescription. To conclude, it is possible to specify a patient group for whom the prescription
has to be printed, as shown in the screenshot below.

Patient group X

# Patient group description
Show Details| ~ Active patients
Show Details| By Machine
Show Details|  Dizbetic patients
Show Details|  Inactive patients
Show Details| ~ Patients by bed
Show Details|  Patients by shift
Show Details| ~ Patients by status
Show Details|  Patients disabled after merge
Show Details|  Patients with haemoglobin <11

Show Details| ~ Pre-dialysis patients
10 records found

Once all parameters have been entered, the user clicks “Save and Print” to access the prescription printout interface,
where he can select the patients (from the group selected previously) for whom he wants to print the prescription.

fiterpatients bynomeor[scocn Q]
patient code
-] Lastname |Second last name | Firstname | Date of birth | Photo | Patient code | Gender | Patient monitor ID (key code) | Nat. Insuran
Show Details| Aitken  Lambert Davia  15Augios2 [] 39807 Male 41 654321
Show Details| Brennan Nicholas 280ct1962 [] 399489  Male 200 654321
Show Details| Freeman Mason i3 [] 3478 Male 336
Show Details| Hartley s 21May1957 [] s3710 Female 80 654321
Show Details|  Metcaife Jonathan  04Novisso [ 16821 Male 214 654321
Show Details|  Middleton Mary  0sian1sss  [] 63416 Female 60 654321
Show Details| Morton Katherine 06 Aug 1925 D 47829 Female 49 654321
Show Details| Saunders Benjamin 20 Sep 1957 D 72362 Male 63 654321
Show Details| Thompson Josie 230ct 1950 D 166334 Female 133 654321
9 records found

After selecting the patients, the user clicks “OK” to print one or more prescriptions depending on the number of Tests
\ Patients selected.
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13 CLINIC MASTER DATA

This section is only visible to users with the “Clinic Manager” role activated. When a user enables the “Clinic Manager”
role, the "Master data" section appears in the upper menu bar:

. Therapy Support Suite
@ octat e+ | foporing

Clicking the “Configuration Parameters” button displays a menu in the left of the screen enabling configuration of the
clinic's specific parameters (e.g. Shifts, staff, external personnel, etc.):

Therapy Support Suite

Basic setup

Configuration parameters
Clinic setup

Shifts

Shift groups

Clinic wards

Clinic rooms

Treatment places

Dialysis device lists

Dialysis device disinfection

Clinic staff

External surgeons

Family doctors

Departments
Categories and list settings

Event catalogue

Transport types

Transport

Clinical diary category

Clinic drug

Clinic drug catalogue

Batch mapping

User action

Self sufficiency

Dependency level

Therapy education
Mobility aids
Concentrate source

Department catalogues settings
Clinic drug catalogue

Clinic consumables catalogue
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13.1 BASIC CONFIGURATION

13.1.1 CONFIGURATION PARAMETERS

This section is used only for Clinic master data. It should only be used by IT technical support staff. Please refer to the
Therapy Support Suite Service Manual for further information.

13.2 CLINIC MASTER DATA

13.2.1 SHIFTS

In this section, the Clinic Manager can specify the clinic shifts (e.g. morning - afternoon - night), where the start and
end times, the colour, the head physician and the start of the next day can be configured. These are then displayed in
the clinic resource scheduler.

When this section is opened, a timeline that shows the current shift configuration will be displayed. It will then be
possible to click on the various shifts to change them, delete them, or add new ones.

Default Clinic
Shifts

Timeline || List

0 07:00 08:00 09:00 10:00 11:00 12:00 13:00 14:00 15:00 16:00 17:00 12:00
T T I T A A A B B S AT T T T
; : Morning 5"'“‘% ; : Amunﬂnn shitt :
shifts ©
Shift name Afternoon Shift Scheduler colour Orange
From 14:00 To 18:00
Responsible doctor for shift Start on next day

If the end time is less than the start time, it will be considered as the next day.

If the Start-next-day flag is active, the start time will be considered to be the next day following the day the shift is
being used. For example, if a shift is used with the control field activated on Tuesday, its start time will be considered
to be on Wednesday.

In this last case, if a treatment is created on Wednesday, the prescription selected will be for Wednesday in any case.
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13.2.2 SHIFT GROUPS

In this section the Clinic Manager can specify the clinic shift groups that will be used during treatments.

Default Clinic
Shift groups

o i )

| ? ’ Shift name [ [

| MW-FAfternoon |

| M-W-F Morning

TS Afternoon |
T-T-5 Morning

4recordsfound

Shift groups

Shift name M-W-F Afternoon

Weekday list
Shift weekdays | shift

Wednesday Afternoon Shift 14
Monday Afternoon Shift 14:
Friday Afternoon Shift 14:1

5]

18:

]

5]

|
|.

81

]

S
5

18:
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13.2.3 CLINIC WARDS

This section allows the user to manage different wards. The system shows all rooms linked to the ward.

Default Clinic
Ok I I T
| ? ‘i Ward name ‘

Default Ward

New ward
2 records found

A
Clnic wards EEEZE 0
Ward name Default Ward
Comment

Test Ward

Rooms in this ward
¥ “ Room name?
Room 1
Room 2
2 records found
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13.2.4 CLINIC ROOMS

This section is used to manage the clinic's different rooms by linking a room to a specific ward.

Default Clinic
cinc roms QSN oo [ coocces | o |
| ?l Room name ?Ward [
Room 1 Default Ward
Room 2 Defauit Ward

Room4 New ward
3 records found

Clinic rooms

EEEZE 0

Ward of the room Defauit Ward

Room name Room 1

Comment
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13.2.5 TREATMENT PLACES

In this section the Clinic Manager will enter the beds for every single room in the clinic. Every bed will have a name
and a number for sorting. . By selecting a resource, if it is occupied, which patients are using it can be seen
immediately in the “HD Treatment Schedule Plan” section.

Default Clinic
Treatment places [ ads | owonbxel| pom |
Enabled elect one ent Bl Name O\ I
G | Name Enabled | Sort index Room name

Room1-Bed1l Yes 1 Room 1
Room1-Bed2 Yes 2 Room 1
Room2-Bed1l Yes 3 Room 2
Room2-Bed2 Yes 4 Room 2
Room4-Bedl Yes 5 Room4

5 records found

Treatment places m m °

Name Room 1-Bed1 Enabled v

Room Room 1 Sort index 1

Patients using this resource
?; Patient code | Last name | Second last name | First name
39807 Aitken Lambert David
399489 Brennan Nicholas
2 records found

Resources can only be disabled if they are not being used in the patient schedule (HD Treatment Schedule Plan) and
are not visible in the clinic scheduler associated with a patient.
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Resources can only be deleted if they have never been used (even for old treatments) and if they are not currently
scheduled. It is possible that resources that do not currently show any associated patients cannot be deleted because
they may have been used in the past to create treatments.

Default Clinic
Treatment places [ prine_|
Enabled [~ Name| o,
G Name Enabled | Sort index | Room name

Room1-Bed1l Yes 1 Room 1
Room1-Bed2 Yes 2 Room 1
Room2-Bed1 Yes 3 Room 2
Room2-Bed2 Yes 4 Room 2
Room4-Bed1l Yes 5 Room4

5 records found

The resource cannot be deleted, it is used in the schedulation of
Aitken Lambert David - 33807
Brennan Nicholas - 399489

Deleting in progress ...
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13.2.6 DIALYSIS DEVICE LIST

The “Clinic Manager” can manage all the dialysis devices installed in the clinic in this section.

Default Clinic
Dialysis device lists \ [ paa | [ pim |
? ‘ Local ID | Serial number | Device types Special Usages
FMC4008 FMC4008001 4008
FMC5008 FMC5008001 5008
FMC5008 Modules FMC5008002 5008 With Modules HBsAg+ Pts, HCV+ Pts, HIV+ Pts
FMC6008 FMC6008001 6008
GME AK200 GMBAK200001 AK200

5 records found

Dialysis device lists ENEKIR ©

Local ID FMC4008 Serial number FMC4008001
Device types ‘ D 2008 ' Delivery 13 Jul 2007
T
Installation 13 Apr 2007 Special usages |
User Label Software version

Dialysis device ists ESEEIE O

Local ID FMC5008 Serial number FMC5008001
Device types ‘ [ sos Delivery 01 May 2010
|
Installation 01 May 2010 Special usages |
User Label Software version
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13.2.7 DIALYSIS DEVICE DISINFECTION

In this section the Clinic Manager can specify which clinic disinfection program is associated with the dialysis devices.

Dialysis device disinfection

Date ’ 20/09/2019 %‘ Cleaning program ’ Disinfection (front concentrate suction t... ‘ZH
Disinfection agent ’Citrostaril 1}1‘ Frequency l after each dialysis treatment [EH
Residual disinfectant test frequency ‘ 5‘

13.2.8 CLINIC STAFF

In this section the Clinic Manager can enter all information related to the clinic staff. The Clinic Manager can define
the type of information for each clinic staff member. The following three fields are particularly important:

=  Therapy Monitor Type: The "Clinic Manager" can specify the Therapy Monitor category to which each staff
member belongs.

=  Treatment doctor: The Clinic Manager can specify whether the clinic staff member is the doctor in charge of
the treatment.

=  Doctor responsible for the pharmacological prescription: The Clinic Manager can specify whether the clinic
staff member is the doctor responsible for prescribing the pharmacological therapy.
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The “print” field contains the text which will be printed in the Italian prescription form such as the doctor’s stamp.

Default Clinic
Clinic staff m m e

General information
Badge ID || | First name ‘ |
Last name | I VAT Code | |
Title | tie E” Related user ‘ elate E]|
L = TMONtype [ Fleose ]
Treatment doctor | Please lz” Doctor responsible for the ‘ Please EH

pharmacological prescription
Form of address | ’ Date of birth da/mm/yyy @|
Nationality | atic EI]

Address
Street I I Postcode i I
City I \ State / Country l State E]I

Work
Profession | l Position I I

Department | ]

Phone
Telephone work | ] Private phone I |
Private phone 2 | ] Fax I |

Comments

Comment

=

@ Note

The Clinic Staff section is not linked to the TDMS User
Management module; it is only used in Therapy Support Suite to
link patient information to the members of the clinic's staff.

13.2.9 EXTERNAL SURGEONS

In this section the Clinic Manager can enter the list of external specialist surgeons who are not clinic employees but
who are present as private practitioners. The Clinic Manager can include a list of contact details (name, address, office
address, telephone and a general comment).

13.2.10 FAMILY DOCTORS

In this section the Clinic Manager can insert a list of all the patients’ primary care General Practitioners.

13.2.11 DEPARTMENTS

In this section the Clinic Manager can insert a list of the medical departments in the hospital.
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13.3 CATEGORIES AND LIST SETTINGS

13.3.1 EVENT CATALOGUE

In this section the Clinic Manager can customise the list of events that can occur during a treatment session, which the
person in charge of the treatment can then send from the data eXchange panel (dXp).

This information is transferred to Therapy Monitor before the treatment session, to allow it to be accessed from the
dialysis device dXp panel. After the treatment session this information is returned to Therapy Monitor and then back
to Therapy Support Suite, and can be visualised in the dXp (data eXchange panel) tab of the Treatment data section in
the Patients menu.

Description ’IEvem One ‘ Event code 1 ‘

13.3.2 TRANSPORT CATEGORIES

In this section the Clinic Manager can specify the transport types (e.g. taxi, ambulance). These categories will appear
in the Transport section, Type field.

13.3.3 TRANSPORT

In this section the Clinic Manager can specify the means of transport used by the clinic.

13.3.4 CLINICAL DIARY CATEGORY

In this section the Clinic Manager can define the Clinical Diary categories. These categories will be seen by the doctor
when he enters information in the Patient's Clinical Diary.

Default Clinic

Clinical diary category

8| Category description
Familiar Anamnesis
Nurse HD comment
Nurse PD comment
Nurse Pre Dialyisis Visit Anamnesi
Physical anamnesis
Pre Dialyisis Visit Anamnesi
6 records found

Clinical diary category
Category description Familiar Anamnesis

Sortindex 1 Category code AF
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13.3.5 CLINIC DRUG

In this section the Clinic Manager can manually enter the drugs used without using the official drug database. For

example, drugs made directly at the hospital or at an associated laboratory can be entered. The following information
will be requested:

drug/active ingredient: compulsory field, representing the drug’s name;
two flags, also compulsory, to indicate whether a drug is not generic or an active ingredient;

active ingredient: this field can be left empty, but once it is selected one or more active ingredients must be
entered;

drug details: optional field where the user can insert an attachment to provide further explanatory details
about the drug.

Default Clinic
Clinic Drug ‘:]
Drug / Active ingredient  E3 ’ ‘
Generic/Active ingredient E3J l ":H Commercial generic £4 l ?
Active ingredients 3;1 Medicinal details
=

Related drug catalogue
? Package Pharmaceutical form description Is the drug enabled?

Interactions

Drug interactions
? Active ingredient name | Description of the interaction

The “Drug catalogue” and “Interactions” sections are compiled automatically when the drug is saved. The first will

show all the drug catalogues associated with the drug just entered. The Interactions section will show all the

interactions between the selected active ingredient and the other existing active ingredients.

13.3.6 CLINIC DRUG CATALOGUE

In this section the Clinic Manager can manually specify the of drug catalogue used. This section is closely related to the

“Clinic drugs” section, since a drug catalogue is only associated to a single clinic drug. Instead, a clinic drug can be

associated to many drug catalogues. The following information will be requested:

306

Drug: compulsory field where the user must select a drug from the list of drugs;

Drug name: compulsory field where the user must enter the name of the drug again;

Package: compulsory field where the user must specify the package details;

Pharmaceutical form: optional field where the user can specify the drug’s pharmaceutical form;

ATC classification: voluntary field, but important as it is used to check for allergies and to filter anticoagulants
in the prescription section;

Possible administration routes: optional field, where the user can enter the drug’s routes of administration;
Drug details: optional field where the user can use an attachment to further describe the drug;

Single unit cost: optional field where the user can enter the cost of a single unit;
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Single unit weight/capacity: optional but important field because it is used in the drug prescription.

Measurement unit: optional but very important field because it is used in the drug prescription.

Default Clinic
Clinic Drug Catalogue :]
Information
Drug E3 l [-=+]]
Medicinal product name E3 ‘ ‘ Product code £3 ‘ ‘
Package E3 ‘ l Drug pharmaceutical form ‘ j‘
ATC classification ‘ [+ \ Possible administration routes [+]

Medicinal details

Unit's details

Cost of the single unit ‘ Weight/capacity of the single unit

Measurement unit ‘

Active Ingredients

5P | Active ingredient name

Interactions

? Active ingredient name | Description of the interaction

The “Active ingredient” and “Interactions” sections are compiled automatically when the drug catalogue is saved.
These show the list of active ingredients associated with each drug (entered in the Clinic Drug section) and the list of
interactions among the active ingredients (selected in the Clinic Drug section) with other active ingredients.

13.3.7 BATCH MAPPING

In this section, the Clinic Manager can map the consumables and assign each a code and an expiry date.

13.3.8 USER ACTIONS

In this section the Clinic Manager can map all the user actions, which will be displayed and can be selected on the
Therapy Monitor (if connected).

13.3.9 DEPENDENCY LEVEL

In this section, the Clinic Manager can enter the patient's dependency level with respect to the nursing care required
during treatment.

13.3.10 THERAPY EDUCATION

In this section the Clinic Manager can list the types of instruction the nurse can provide so the patient can become
independent during a treatment.

13.3.11 MOBILITY AIDS

In this section the Clinic Manager can enter the list of aids the patient might request to improve mobility.
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13.4 DEPARTMENT CATALOGUES SETTINGS

13.4.1 CLINIC DRUG CATALOGUE

In this section the Clinic Manager can add drugs to the Clinic Drug Catalogue. The Clinic Drug Catalogue is a subset of
the complete drug catalogue. It allows rapid drug searches to be performed in Therapy Support Suite (e.g., in the HD

prescriptions section), filtering the list of drugs in the Clinic Catalogue.

Starting from a drug in the Clinic Drug Catalogue, a drug can be defined as well as one or more recommended doses.

The doses selected can be quickly applied in Therapy Monitor.

All drugs saved in the Clinic Catalogue will be available in Therapy Monitor and on the dXp panel on the 5008 CorDiax

device.

308

Default Clinic
Clinic Drugs

Full list

Medicinal product name{ adola x

% | Medicinal product name | ATC description | Medicinal details Package

Adolaf - 20pieces Iml... Paracetamol Adolaf 20pieces 1ml vials

1 record found

House catalogue
% | Medicinal product... | Package ATC descrip... | Pharmaceu... | Medicin...

Fresenius Medical Care
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13.4.2 CLINIC CONSUMABLES CATALOGUE

In this section the Clinic Manager can add consumables to the Clinic Catalogue. When clinic staff enter a consumable
in another section of Therapy Support Suite (e.g. in HD prescriptions) they can filter the list of materials by those in
the Clinic Catalogue. The contents of this field are transferred to Therapy Monitor.

Default Clinic

Clinic consumables catalogue

Consumable type Acid concentrate [Z\

Full list House catalogue
? Concentrate name Article Number m'\:;;l/n Composi... m:’;w nfran:;/) ’:Ani:;,‘ ? Concentrate... |Article Number m'\:;l/l Composi... m:u:I/l' ns;;:/‘ :’5;;'
AC-F119/5 6621631 138.... 1.00 125 0.50 l] No data
AC-F113/1 2624631 138... 1.00 150 0.50
AC-F219/1 4624631 138... 2.00 125 0.50
AC-F 213/4 2628631 138... 2.00 150 0.50
AC-F 313/2 5629631 138... 3.00 125 0.50
AC-F 313/1 5626631 138... 3.00 150 0.50
AC-F 119/5 6621621 138... 1.00 125 0.50
AC-F113/1 2624621 138... 1.00 150 0.50
AC-F 219/1 4624621 138.... 2.00 125 0.50
AC-F 213/4 2628621 138... 2.00 150 0.50
AC-F 313/2 5629621 138.... 3.00 125 0.50
AC-F313/1 5626621 138... 3.00 150 0.50
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14 SECURITY MANAGEMENT

14.1 LOGGING

The Logging section has been created to store the list of all events that each user triggers using the application.

To see the Log information it is necessary to enable the Security Manager role for the user. When the role is active a

Logging button appears on the top toolbar.

Clicking on the button opens a list of all actions and events recorded in the application.

Each row of the list contains information about:

= Action Type (Read, Update, Create, Switch to Edit, etc.).

= Date of action.

= User.

= Entity involved.

In case of exceptions a button shows the exception details (humber of exceptions) to the Security Manager user. The

complete list can be filtered using the filter fields at the top of the list.

Logging window

From date| 01/12/2018 @ To date[ 31/12/2018 @1 Actiontypelr ease select one entr \z‘
Patient| “orient [E] User{ B] Enl'itv| \z‘
User extended
IP Address Host name Entity Details Relatad journaling I
192.168.56.1 DESKTOP-IMARC.
70
192.168.56.1 %SKTOP “AMAPO
192.168.56.1 DESKTOP-SMAPQO
70
DESKTOP-SMAPO
192.168.56.1 70 [Patient] Saunders , Benjamin [72362]
192.168.56.1 %SKTOP.QMAPO [PD 2 related journal
DESKTOP-9MAPO Lo et '
192.168.56.1 St 5 IPD
PARAMETER_1_Solution name |
[TSS 2 related journal
192.168.56.1 %'SKTOP'QMAPO [PD solutions]
192 168.56.1 _[I)SSKTOP “OMAPO. 1op solutions] Available
192.168.56.1 %SKTOP “OMAPO 755 message] Inbox
192.168.56.1 DESKTOR:IMARO
70 |
[TSS scheduler status]
[TSS scheduler status] 2 related journal
;lport " o --> [Consultation visit] First visit (new clinical episode), 01 |
[Patient] Saunders , Benjamin [72362] mag 2010 09:00 2 related journal |
[FIS User groups] demouser
[
23 records found

310

Fresenius Medical Care

Therapy Support Suite — Software version 1.9 — Revision 2/05.21



../IMG/12_001.jpg

Chapter 14: Security management

With the Security Manager role activated, a new button appears on entity views to show the rows which have been

removed and by which user.

Therapy Support Suite

'
FRESENIUS
:mm T D

o‘|

| ¥ Open patient list

~ | Brennan,, Nicholas [399488] X | Clinic consumables catalogue ||+

Basic data
Patient summary
Treatment overview
Administrative data
Medical data
Hospitalisations
Patient status
Medical prescription
Patient agenda
HD
Vascular access
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data
Laboratory test schedule
Medical Data
Clinical diary
Allergies
Vaccinations
Family medical history
Germ situation
Transfusion list
Comorbidity
Specialist examination
Diagnostic test
Self-sufficency
Outpatient clinic visit
Patient medical history
Amputations
Clinical case
PD
PD access
PD prescription
PD treatment scheduler
Review
Home visit
PD treatments
Peritonitis
Tunnel exit site
Adequacy and nutrition

tact

/\ Brennan, Nicholas Born 28/10/1962 (56y) Gender (' Cod. 399489 Status Aaive/nemodiarvsis‘[j Q

patintstaus I e e
| Patient status || Patient change status
? Event date Patient status type New dialysis status New positional Description of patient status Planned
08 Jun 2010 16:22 Incoming - New patient admission Hemodialysis Actia Hospital One No

1 record found

Logging window

From date| do/mm/yyyy B
Patient| Brennan Nicholas x [ User,

Action type Date User

To date

!!

IP Address Host name Entity

Fresenius Medical Care
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With the Security Manager role activated, a new button appears on the entity detail and will show the Log list related
to that entity.

Q Therapy Support Suite
=" FRESENIUS
m:— ¥ LA o

[ ¥ Open patient list ~ | Brennan , Nicholas [399489] X | Clinic consumables catalogue +
Basic data /\ Brennan, Nicholas Born 28/10/1962 (56y) Gender " Cod. 399489 Status Active/Hemodialysis [ || @
Patient summary
Allergies See deleted entities | Export Excel
etk ovenn L [ s | | oportcel | _pame_|
Administrative data P | Creation method | Date Allergy type Allergy type specification | Details
Medical data Manual 06Mar 2015 Food
Hospitalisations Manual Feb2007  Active ingredient (Eriramuf)
Patient status 2 records found

Medical prescription
Patient agenda
HD
Vascular access
Treatment prescription
Checklist
Treatment schedule plan
Pharmacological prescription
Messages
Treatments
HD survey
Laboratories
Laboratory test
Laboratory data Date 06 Mar 2015

Allergies

Laboratory test schedule
Medical Data

Clinical diary 5 z

e Logging window

Vaccinations m

Family medical history

Creation method Manual

Erom date| oo/mm /vy @! @\
Germ situation
Transfusion list Action type| ] =]
Comorbidity User extended| |
Specialist examination
Disgnostic test Action type Date User P Address Host name Entity
Self-sufficency Read 205ep201916:58  demouser 1014620196  DVATTSSAPODG [Patient] Brennan, Nicholas [399489] ™ [Allergy] 06 Mar 2015 Food
Ditpatlent:clinicyisie Read 14May201909:37  demouser 1014620119 PCMSUARDI {Patient] Brennan , Nicholas [389489] ™ [Allergy] 06 mar 2015 Food
Patient medical history ‘ - —
Amputations Read 14May201908:18  demouser 1014620119 PCMSUARDI [Patient] Brennan , Nicholas [399489] ™ [Allergy] 06 mar 2015 Food
Clinical case Reag 13May201918:33  demouser 1014620119 PCMSUARDI [Patient] Brennan , Nicholas [399489] ™ [Allergy] 06 mar 2015 Food
PD
PD access

PD prescription
PD treatment scheduler
Review

Home visit

PD treatments
Peritonitis

Tunnel exit site
Adequacy and nutrition

tact |
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14.1.1 REPORT LOGGING

Apart from other different activities, the use made by the user of the reports is traced in the Logging section. In
particular it is possible to generate evidence logs, filtering by Action Type equal to Print or Execution of reports:

=  When a report is executed

= By which user was the report executed

= On which patient(s)

= |fthe user has printed it out

=  How the user has valued the input parameters (if reports provide for them). The input parameters and their
evaluation are shown in the "View details" section, which can be consulted by pressing the button of the same

name in the tracking records relating to the execution of the reports.

= |n the “See details” section there is also information on whether or not the pseudonymisation of sensitive
patient data has been enabled.

= |n the case of a data export action type, the system also keeps track of the folder where the exported file was
saved. This information is also available in the “See details” section.

Logging window

I|

From date‘ dd/mm/yyyy %] To da(e1 dd/mm/yyyy @] 'Action tvpel Report execution E]
Pan’en(‘ D] User‘ B] Enn’tv‘ B]
User extended ’ ]
IP Address Host name Entity Details Related journaling
1014620196  DVAITSSAPO0S  Dstabase Health Status
10.146.201.96 DVAITSSAPOOS Session details OCM data
10.146.201.96 DVAITSSAPO0S Test Lab Data

3 records found
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14.2 JOURNALING

To see the Journaling information it is necessary to enable the Security Manager role for the user.

The Journaling enables the Security Manager user to see the list of modifications done by each user on entities.
To see Journaling information it is necessary to click on “See Related Journaling” in the Logging view:
Journaling information is grouped by modified entity;

It is possible to compare all modified fields except for : Scheduling Rules (always displayed in the list but with no
differences highlighted).

Scheduling Rules (always displayed in the list but with no differences highlighted).

EEN 2 EEEREETREET I e

‘ ¥ Open patient list ’ ¥ || Morton , Katherine [47829] X | Clinic consumables catalogue +

Basic data Morton , Katherine Born 06/08/1925 (94y) GenderQ Cod. 47829 Status Active/Hemodialysis [ | Q

Patient summary ireatient prescription | e Josenemiyioe] copveo [ _pane | (=)
X

Treatment overview

Journaling window - Action type: Update - User: demouser

Administrative data
Medical data
Hospitalisations
Patient status

¥ 14 May201909:32 - Treatment prescription

Medical prescription Hdinoke 100%¢

HD
o i
Treatment prescription H

Checklist =

Treatment schedule plan

Pharmacological prescrip]

Messages

Related journaling
Treatments

HD survey
Laboratories \
Laboratory test T
Laboratory data |See related journaling

Laboratory test schedule
Medical Data

Clinical diary

Allergies

Vaccinations

Family medical history

Germ situation

Transfusion list

Comorbidity

Specialist examination

Diagnostic test

Self-sufficency

Outpatient clinic visit

Patient medical history

Amputations

Clinical case
PD

PD access

PD prescription

PD treatment scheduler

Review
Home visit

PD treatments
6 records found

Peritonitis
Tunnel exit site
Adequacy and nutrition

M o
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15 USER ACTIVITY

This window includes the data extracted from FIS which present information related to all the users created for the
Therapy Support Suite. Clicking on the “Update” button updates the data displayed on the screen. The first screen
shows the status of the users and information related to the expiry dates of passwords and the most recent accesses,
whereby the second screen is used to monitor the access to Therapy Support Suite and shows information about
when and how the users logged on to the system.

15.1 USER STATUS

Below is the first screen, and the main items are described below:

Global master data
User activity
User status i Users activity |

? ‘ Account name | Password expiry date | Last login time Account status

demouser 24 Sep 201907:40 Enabled
1 record found

N |
= Account name: the user name of the account;

= Expiry date of password: if the option is defined in FIS it is displayed on the day it is obligatory to change the
password;

= Last login time: the day and time of the user’s last successful access;
= Account status: the status of the account which can be one of the following;

e Enabled: the user can login
e  Manually disabled: the account has been disabled by FIS;

e Disabled due to inactivity: the account has been automatically disabled because too much time has
passed since the last access;

e Disabled due to failed login attempts: the account has been disabled because the number of
permissible failed logins has been exceeded.
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15.2 USER ACTIVITY

This screen shows the access events which have been carried out by all users:

Global master data
User activity

User status || Users activity

demouser DVAITSSAPOOS
demouser DVAITSSAPOOS
demouser DVAITSSAPOOS
demouser DVAITSSAPO0S
demouser DVAITSSAPOOS

demouser DVAITSSAPOOS
6 records found

?:Account name  Workstation name Workstation IP

10.146.201.96
10.146.201.96
10.146.201.96
10.146.201.96
10.146.201.96
10.146.201.96

) I

Login date

24 Sep 2019 07:40
20 Sep 2019 10:56
20 Sep 2019 10:25
19 Sep 2019 16:43
03 Jun 2019 09:52
03 jun 2019 09:52

Account name: the user name of the account;

Workstation name: name of the host where the user logged in;

IP of the work-station: IP address of the host where the user logged in;

Login date: date of access displayed in the line.
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16 OPTIONAL MODULE: MULTI-CLINIC MANAGEMENT

16.1 OWNER UNIT MANAGEMENT MODULE

With Therapy Support Suite multiple clinics can be managed, each one with its own patients and specific settings. This
chapter describes how to manage and create Clinics.

Enabling the “Global Manager” role you can manage all the clinics managed by Therapy Support Suite using Master
Data (Global Manager) = Owner Units menu. Please refer to the Therapy Support Suite Service Manual for further
information.

In this section it is possible to create/delete/modify all Therapy Support Suite clinics. For every clinic it is also possible
to specify the reference clinic so a complex organisation can be created.

16.2 MULTI-CLINIC FEATURES

Clinics can be configured using the Master Data section enabled through the Clinic Manager role and enabled through
the Global Manager role.

These sections are different and must be used for different purposes:

= Master Data (Clinic Manager) this allows the user to configure a specific clinic: all settings in this section will
be linked to the clinic to which the user belongs. Using the Master Data menu, lists can be defined, e.g.
personnel, events catalogue and so on or a drug or product or user actions can be specified for a specific clinic.

=  The Master Data (Global Manager) section contains settings shared among all clinics created inside Therapy
Support Suite: this means that these settings are applied to all the clinics. In this section you can specify, for
example, the list of dialysis devices, consumables (blood lines, needles, etc.), vascular access positions, and
treatment types that you can use later in order to populate specific clinic lists. See the Therapy Support Suite
Service Manual for further information.

For example, if in the Master Data (Global Manager) section the dialysis device list is populated with values “AK200”,
“5008” and “4008”, through the Master Data (Clinic Manager) menu it is possible to specify that, for a specific clinic,
only “AK200” and “5008” devices are available. To summarise:

Master Data (Global Manager) is used to define the list of all available dialysis devices inside Therapy Support Suite
(“AK200”, “5008”, “4008”,” ARTIS");

Master Data (Clinic Manager) is used to specify which of these devices will be available for each clinic. For example:

= “AK200”, “4008” for “clinic 1”;

= “5008”, “ARTIS” for “clinic 2”;
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17 OPTIONAL MODULE: INTEGRATION SERVICES

17.1 INTERFACING WITH HOSPITAL COMPUTER SYSTEM

This module allows Therapy Support Suite to be interfaced with the Hospital computer system and the analysis lab
for the exchange of updated information about patients (e.g. administrative data, laboratory data, treatment data,
etc.).

Warning

Risk for the patient as a result of an incorrect prescription being
shown

The user is responsible for verifying the correctness of data
imported from the Hospital Computer System interface.

@ Note
Some Therapy Support Suite fields may become read-only if they

have been correctly populated through the information exchange
with the Hospital Computer System.
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Chapter 17: Optional module: Interfacing services module

17.2 IMPORTED PATIENT'S ADMISSION

When the Communication Data Link module is activated, the user will find a new function in the dialysis clinic section

that will permit the patient admission by selecting the patient to be admitted from a list that can be filtered using the

Last name, First name, Patient code and patient status. After finding the patient to be admitted, the user simply clicks

the patient to start the admission process immediately. In addition, there is a control field that can be configured from
Master Data under the "Configuration parameters" item (for more details, section 4.1.1 of the Service Manual), which

allows patients to be imported from other clinics.

User can filter the patients by status, the possible statuses are the following:
= Active
=  Imported
= Not active
=  Transit —vacation
=  Transit — hospitalization
= Transit — Acute
= Transit—ICU
=  Transit —temporary

= |nreview

Therapy Support Suite -3 X
( - = — r 1 "= FRESENIUS ‘ o
b = | L i ¥  MEDICAL CARE |
Internal patient's admission = = S
~ || Morton, Katherine [47829] Clinic consumables catalogue Clinic Home Page x|+
New patient admission — T
Internal patient's admission
Patient merge
Basic data [
= o, ‘ o,
General information i “Eme‘ \ Last name| \
Home page Date ofbinh‘ @‘ patient code! o, ‘
Scheduler and transfers T ) r o
Status‘ hd M Clinical case ID| N
Clinic scheduler L —
Clinic resource scheduler L I @
5P| Lastname | Second last name | First ) o | Dialysis status | Clinic name

Patient transfers
- N Imported
Daily walk-in clinic visits S
v
HD clinic treatments closing Tt cton
Transit - vacat
PD Treatment scheduler Transit - hospitalisation
PD clinic treatments closing

Query & patient groups
Manage query

Transit - acute
Transit - ICU

Transit - temporary
Manage patient groups

HD survey
Manage HD survey all treatments query

In review

Manage HD survey single treatment query
Transplant management

Donor data

Clinic waiting list

When an inactive patient is imported, a confirmation message will appear. Clicking on Yes, a new popup will appear
where the user can select the new admission status of the patient. Once the patient status has been filled in, it will be
imported to the desired status. If the patient’s clinic is the same as the clinic into which we are making the import, an
"Internal Transfer - Patient Reactivation" will be created. Instead, If the patient’s clinic is different from the clinic into
which we are importing the patient, an “Internal transfer — Patient reactivation from another clinic” will be created.

Instead, when trying to import a patient with an “imported” status, a “New patient admission” popup will appear
already filled in with the patient’s data, filling in the mandatory fields and saving the patient will be imported.
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In all other cases when the patient is already associated to the clinic where we are trying to do the import, a message
will appear to inform the user that the patient is already in the list of patients. If the patient is not in the clinic we are
using, a message will appear that it is necessary to make a transfer before the patient’s data can be managed.

17.3 HOSPITALISATIONS

The patient's hospitalisations can be recorded and edited in this section. The user can select the ID, status, type and
period of validity for a clinical case related to the selected patient. Note that hospitalisations will be considered by the
internal logic only if they comply with the configurations set in “Configuration Parameters” under “Master Data” (see
Service Manual section 4.1.1)

Clinical case

Clinical case ID ’ ‘ Valid from ’ 24/09/2019 00:00 @‘
Valid to ’ dd/mn hh:mm @“ Clinical case status ’Open E‘
Clinical case type 3 ’ F‘ Hospital ’ D‘
Hospital department ’ E]‘ Attachment
=
Diagnosis
Reason Comment
+
Comment
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18 OPTIONAL MODULE: ANALYSIS AND REPORTS (QUERY BUILDER)

18.1 QUERY BUILDER

Query Builder is a tool provided by Therapy Support Suite that the user can use to create queries about the data
stored in the application. Having the possibility to extract data from the entity, apply filters to them and generate
graphics, offers users the possibility to improve the quality of the daily work.

To access Query Builder it is necessary to access the Clinic menu and select the Open item in the Query Builder
submenu. The initial view provides a list of queries that have been saved in the past.

From here, it is possible to start creating a new query by clicking on the “New” button. The pop-up that appears
permits the user to choose from which entity to select the most important data that the query he or she is creating
will have to display.

Query builder m [ 1
Query Entity Publish as view | Publish as report | Publish for dynamic report | Valid for all clinic | Owner Clinic | Comment
Patients by country Patient D D E
' Session details OCM data Patient - Session details D E]
| Test Hb Patient - Lab Data = [x]
. Test Lab Data Patient - Lab Data O [x]

Select query starting point
Patient B

[ Patient

Patient - Adequacy and nutrition
Patient - Allergies

Patient - Amputations

Patient - BCM

Patient - Carpal tunnel

Patient - Charlson Comorbidity Index
Patient - Checklist

Patient - Clinical case

Patient - Clinical diary

Patient - Comorbidity

Patient - Diagnostic test

Patient - Dialysis dose

Patient - Dietary history

Patient - Dose management simulation
Patient - Dose management simulation item
Patient - Eurotransplant data

Patient - External patient status
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Chapter 18: Optional module: Analysis and Report writing (query builder)

By clicking on the desired entity and clicking on the OK button, the user accesses the query definition area.

O] creceroee I3

Laboratory data

| || Morton, Katherine [47829]

Reporting

qiniq coq;umablgs @t@logyg | Query builder X +

A
-
v

o | Query builder

Laboratory data

» Acid-base balance and blood gases
» Autoantibodies
» Bone and mineral metabolism
» Carbohydrate metabolism
»| Clotting studies
» Createdin o»
» Cytokines
» Dialysis adequacy
»| Electrolyte and water balance
» Enzymes
» Haematology
» Inflammation
»! Iron metabolism
Lab comment
Lab Test Date
» Lab test request o+
Last modified by
»| Lipid metabolism
» Metabolic parameters
» Nutritional
»| Plasma proteins
» Residual diuresis
» Residual renal function
» Source laboratory for lab test o»
»! Textresults
» Therapeutic drug monitoring
» Thyroid function
»! Toxic metal
» Tumor markers
» Urine
» Virology

Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate Include patients in other

[estho

Laboratory data

Comment:

lts: d dli
|:| Show all | '5" & oty Dm

Drag and drop field to create a parameter

[X] Haemoglobin

Drag and drop the columns to display

Expressioncolumn || o L

‘ [X] Last name 1 /" [X] Lab Test Date V2 /" [X] Haemoglobin /‘

Drag and drop field to create a filter

[ dtemn |

D Haemoglobin

‘ Lower than

E” ||:| <Haemoglobin> ‘

This area consists of five main sections.
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18.1.1 LIST OF QUERY FIELDS

The left-hand side of the interface contains a complete list of the Query Builder’s query fields. From this list, it is
possible to select which fields the query must return and which, for example, should be used as a filter or parameter.
The list groups the fields according to the structure of the database. If the user is not able to pinpoint the requested
field, he or she can use the search engine that Query Builder provides by typing the description of the field in the first
box (Search field) at the top of the section in question.

Query Builder offers the possibility to be able to query not only the fields of the entity selected in the past, but also all
the fields of the entity related to the Patient and in the same way all the fields of the entity related to the Clinic (this
depends on whether the “starting” entity belongs to the Patient menu or to the Clinic menu).

To find fields in different entities than the one selected when the user started to create the query, select the entity
that contains the desired field by expanding the list of entities located below the search box.

Laboratory data

Laboratory data E

Patient
Adequacy and nutrition
Allergies
Amputations
BCM
Carpal tunnel
Charison Comerbidity Index
Checklist
Clinical case
Clinical diary
Comorbidity
Diagnostic test
Dialysis dose
Dietary history
Dose management simulation
Dose management simulation item
Eurotransplant data
External patient status
Family medical history
Fast peritoneal equilibration test
Germ situation
Home visit
Hospitalisations
Lab test canceled
Laboratory data
Laboratory test
Laboratory test schedule
Medical assessment
Medical data
Medical data {History)
Medical prescription
Messages
Nurse assessment
Nurse visit history
Qutpatient clinic visit

Apart from the table attributes in the database, Query Builder allows view attributes to be used as searchable fields.
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18.1.2 QUERY PROPERTIES

The query definition area is on the right-hand side of the screen. At the top, there is the area for defining the query
properties, i.e. the area where the user can specify the following:

= Query description: The name that will identify the query;
=  Comment: A more detailed description of the aim of the query;
=  Maximum number of results that will be shown;

= “Is’ Pivot” display mode: This is the list of results displayed by column. The desired fields make up the lines. A
typical example of this display is the view of the central parts of the patient summary;

= Aggregate results: enables aggregate results with the same value;

=  Private query: a query that can only be modified by the user who created it and, if it has been published, only
the user who created it can see it in the view of the related section.

= Include patient of other clinics: enabling this flag the results displayed will include patients active in the current
clinic and patients that were transferred into the clinic regardless of whether the patient is active or not.

= Pseudonymised data: this flag enables sensitive patient data to be pseudonymised during data extraction.

= Data drawn from other clinics: this flag allows the user to decide whether to extract information from all the
dialysis clinics or only from the current one. To display this flag, there must be more than one clinic and that
each of these must have enabled the "Enable patient admission from other clinics" field among the parameters
in the "Configuration parameters" section of the Master Data (see the specific section in the Service Manual).
Queries with this flag highlighted cannot be published as views but can be published as reports.

Description: Main Entity name: Number of records: Is Pivot: Aggregate Thisis a private  Include patients in other
’paﬁems by country ‘ Patient {50 ‘D Shoa O Euns: query: clI:u}ur.s

Ci

Extract data from other clinics

18.1.3 OUTPUT VALUES

The list of fields that the query has to return. It must be defined in the section called “Drag and drop the columns to
display”. As the title of the section says, to populate the section, simply drag the desired fields from the list of query
fields. The only fields that cannot be queried are the prompt Links identified by the ©* icon. By clicking on this icon,
the field is expanded and the user can choose which of the fields of the linked entity he or she wants to drag into the
output values section.

vl :
Once the field has been dragged to that section, a box appears with a description of it, and the | Rg/Haemoglabin & ‘

pencil symbol appears on the right-hand side.
Click on this symbol to open a pop-up where the column properties can then be defined:

= Column description: Column title containing the values of the field in question;
=  Regrouping clause: How to regroup the values if the “Aggregate results” option was selected;
= To delete a value that is no longer required as an output, simply click on the X to the left of its description.

= Use drag & drop to change the order of the output columns.
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Chapter 18: Optional module: Analysis and Report writing (query builder)

= To reorganise the position of an output column, simply click on its description. A symbol will appear beside it
showing the type of ordering ('¥ descending, 4 ascending) and the order.

R e
’ [X] Last name a2 ./“ [X] Lab Test Date Y1

In addition to the entire list of application fields, Query builder enables particular expressions or “Numbers of
columns” to appear as output. It also allows the creation of groups of columns in the final view (only in the case of

Pivot view).
18.1.3.1 NUMBER OF COLUMNS

If the “Aggregate results” option is selected, the results displayed can be dragged to the “Number of columns”
column. This column displays the number of results that have been joined in the line in question (e.g. the column may
be useful in a query to know how many times the patient was treated on a Fresenius 5008 device).

To edit the description of the column, click on the pencil.
To reset the values inside the edit pop-up, click on the “Refresh” button.

To cancel the input, click on the “Delete” button.
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Chapter 18: Optional module: Analysis and Report writing (query builder)

18.1.3.2 EXPRESSION COLUMN

By dragging this option into the results to view, it is possible to apply the calculation of the expression “Age”. To do
this, after dragging & dropping the option, simply edit the properties of the column. Select “Age expression ”
statement and drag the Date field, selecting it from the list of available fields (list on the left).

If, for example, the user wants to visualise the age of a patient he should proceed as follows:

= Dragthe “Age” item into the values to be displayed in the output;

= In the pop-up that opens automatically, edit the description of the column, and select “Calculate age” in the

“Expression Type” list.

=  Dragthe Date of Birth field from the list of fields of the Patients entity into the pop-up section called “Drag and

drop here”.

= (Click on the Save button.

Therapy Support Suite _ 3 X
{ =" FRESENIUS
{ ) o,
VIEESEET & DR T e T
Laboratory data + || Morton, Ketherine [47829] || Clinic consumables catalogue || Query builder x|[+
\ % | ey s | ey | e |
[tsborsory e =] Main Entity name:  Number of records: IsPivo:  Aggregate  Thisisaprivate  Include patients n other
»! Acid-base balance and blood gases TestHb Laboratory data % ‘D showall O results: query: clinics
» Autoantibodies L, O
» Bone and mineral metabolism c
»! Carbohydrate metabolism omment:
» Clotting studies ‘
> Crestedin o
» Cytokines Drag and drop field to create a parameter
> Dialysis adequacy ‘ (] Haemogiobin o |
»| Electrolyte and water balance e
> Enzymes Drag and drop the columns to display [Expression column L
» Haematology =
51 Inflommation ‘ [X] Last name 42 /\‘ ] L2b Test Date V1 /H ] Haemoglohm/“ Expression # |
» Iron metabolism Column Label: =
e Drag and drop field to create a flter [boresson 1 [ Adacrow ||
LabiestDare: = Expression Statement: -
5! Lab test request o» [15] Haemogiovin ‘Lowerman T u‘
e—

Last modified by

»! Lipid metabolism

» Metabolic parameters
» Nutritional

Drag and Emp here

»! Plasma proteins
> Residual diuresis

»! Residual renal function

»! Source laboratory for lab test o
> Text results

»! Therapeutic drug monitoring

»! Thyroid function

»! Toxic metal

»! Tumor markers

> Urine

»! Virology

= To eliminate a data field, simply select the “x” button next to the description.

Lab test date

=  To reset the values inside the pop-up, click on the “Refresh” button.

To cancel the input, click on the “Delete” button.

18.1.3.3 GROUP OF COLUMNS

The option “Group of Columns” can only be activated when the results view is in Pivot mode. With this option, the
user can define groups of columns that can be viewed in output inside an expandable view at the user’s discretion.
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To define the group:

=  Select the option and drag it into the section of columns to view;
= (Click on the “Group” description to change the label;

Drag the columns from the list of fields (or from those of the output columns) to the area for definition of the group.

18.1.4 FILTER CREATION AREA

The filter creation area is found at the bottom of the screen and is used to define the criteria for the selection of
results to view as output. The filter criteria for the results must be expressed in an algebraic expression (e.g. Weight >
50 Kg and Height <= 185 cm).

To define a filter, simply drag & drop filters from the filter field to the filter creation area. Define the criteria from the
combo box that appears next to the field name and insert the value to apply to the filter, enabling the data entry box
for the value by clicking on the related check-box.

Drag and drop field to create a filter H Add Group \L
Haemoglobin \Is empty B‘
Haemoglobin lLower than E‘ ’@ |1o I
|| And
Lab Test Date l Greater than B‘ }\j <Date From> |
Lab Test Date l Lower than B‘ , (| <Date To> |

The applicable filter criteria vary from field to field based on the type of field dragged into the filter area. Here are the
details of the criteria based on the type of field:

Date:

= Equalto

= Notequal to

=  Greater than

=  Greater than or equal to
= Lessthan

=  Less than or equal to
= Last<n>days

= Same year

=  Same day

=  Same month

=  Same month and year
=  Same week

= Nullvalue
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Numeric:

Equal to

Not equal to

Greater than

Greater than or equal to
Less than

Less than or equal to

Null value

Equal to

Not equal to

Greater than

Greater than or equal to
Less than

Less than or equal to
Contains

Does not contain
Contains (case insensitive)
Does not contain (case insensitive)
Starts with

Finishes with

Null value

Predefined list:
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Null value

Equal to
Not equal to

Null value
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To negate a condition (e.g. haemoglobin is NOT negative) enable the “Not” button (to the left of the field name) with a
click.

@ Country

When there are multiple conditions, they are incorporated in a single condition and the predefined algebraic operand
is AND. To change to the operand OR click on the button marked “and”.

Drag and drop field to create a filter Drag and drop field to create a filter
Comment
or
Date diet pre-dialysis

To negate the result deriving from the incorporation of multiple conditions, activate the Not in brackets next to the
desired condition.

Comment

_—

Date diet pre-dialysis ‘

And

To define nested conditions, or to create different levels of brackets, simply drag the “Add group” button (located to
the top right of this section) in the filter area. If one or more groups are already present, when dragging it, the level of
brackets in which the new group will be positioned will be highlighted.
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Main:
Therapy Support Suite
- N
[ oo | e R | | = | 5
Allergies v Query builder x|+
Q Query builder m

Allergies E ipti Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate  Include patients in other

Allergy Date q Allergies O results: query: clinics

Show all

Allergy text code identifier O [ =

Allergy text coding system o .

by e omment:

Allergy type specification

Biomaterials
» Createdin o+ Drag and drop field to create a

Creation method 5

Details =S
> Drug ATC classification o+ Drag and drop the columns to display [ Expression column L
» Simple active ingredient o» ol

Drag and drop field to create a filter Add Group

L AddGroup -

Allergy text code identifier Icanmins(insensitive) E| |A

(&Y
| Contains (insensitive) E| |
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Nested:

Therapy Support Suite - @ X
( —
v

VIEZTEET 42 BEETE o | 3]
Laboratory data v Query builder x|+

_ | | auery builder
|Laboratory data E ipti Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate  Include patients in other |
: :x::;icb:ilea:ce and blood gases q ] Laboratory data ey O rﬁnns: E!m: (E‘ics

» Bone and mineral metabolism

» Carbohydrate metabolism .

» Clotting studies ‘

»| Createdin o+

» Cytokines Drag and drop field to create a parameter

»! Dialysis adequacy

»| Electrolyte and water balance

» Enzymes Drag and drop the columns to display [ Expression column | |

> Haematology a ——— =

»! Inflammation

»| Iron metabolism S
g Drag and drop field to create  filter [ addGrowp ||

Lab Test Date —
>/ Lab test request o [7[ Lab comment | E”
Last modified by —
>/ Lipid metabolism [77] Labtest request | EI‘
» Metabolic parameters == Add Group
» Nutritional
»/ Plasma proteins %‘.J
» Residual diuresis
» Residual renal function
» Source Isboratory for lab test o>
» Text results
» Therapeutic drug monitoring

»| Thyroid function
»| Toxic metal

> Tumor markers
»| Urine

» Virology

A filter can be deleted by clicking on the icon that appears on the right hand side when the mouse is placed over
the filter in question.

18.1.5 PARAMETER DEFINITION AREA

The above descriptions, related to the filter definition area to apply to the results, call for the user to define a specific
value for the filter (greater than 2, less than 4, etc.). To make the query more dynamic, Query Builder offers users the
possibility to apply values (parameters) to the filters entered by the user when the data are extracted.

To define the parameters, when creating the query, it is necessary to drag the list of fields from an entity for which
you want to apply a filter, not only into the filter definition area, but also into the parameter definition space, which is
below the area for defining the properties of the query. By clicking on the pencil, usually you access the properties of
the parameters in order to define their description, visibility, whether they are mandatory, the width of visualisation
and the typical different characteristics for the various types of prompt:

Date: Accuracy of the date (day, month, year, date and time, only time).
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To apply a parameter to a filter, simply drag the parameter from the parameter definition area into the filter area, in
the section related to the required filter, dedicated to the value that has to be applied to the filter.

Therapy Support Suite
(| j demouser Patients Reporting = FRESENIUS O,
- Y MEDICAL CARE :
Laboratory data ~ | Aitken Lambert, David (39807] Query builder x|+
{ 9] | Query builder [ resus ] save queny | copyas.. | merwmn o query st | chars.|
|Laboratory data FH ipti Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate Include patients in other

» Acid-base balance and blood gases le \abData Laboratory data D Showal O results: query: clinics
» Autoantibodies O O

» Bone and mineral metabolism

»! Carbohydrate metabolism Commrs:

> Clotting studies l

» Createdin or

» Cytokines Drag and drop field to create a parameter

> Dialysis adequacy [ tabTestpate o |[[X] LabTestoate |

»| Electrolyte and water balance

» Enzymes Drag and drop the columns to display [ Expression column |

» Haematology == =

51 Inflammation ‘ [X] First name ¥1 ./H [X] Lastname /H [X] Lab Test Date V2 /H [X] Haemoglobin¥3 7|

> Iron metabolism ———
Lib et Drag and drop field to create a filter [ Adderowp ||
Lab Test Date

» Lebtestrequest or Haemoglobin ‘Isemp‘ty L',‘
Last modified by

»! Lipid metabolism Haemoglobin [Lower than b‘ ‘@ 10 l

» Metabolic parameters

= :‘;:'::::;mms Lab Test Date lGreater than E] ‘\j <Date From> |

»! Residual diuresis ~ —

» Residual renal function Lab Test Date chwer than [ -"‘ ‘EI <Date To> ‘

»! Source laboratory for lab test o»
> Text resuits

» Therapeutic drug monitoring

» Thyroid function

»! Toxic metal

»! Tumor markers

»| Urine

»! Virology

NOTE: Before dragging the parameter into the filter area, click on the pencil icon to deactivate the static filter, if the
filter was previously defined as such.

18.1.6 SPECIAL FUNCTIONS

18.1.6.1 IS PIVOT

The “Is’ pivot” function allows the user to modify the results view in pivot mode. This mode foresees the display of the
values defined in the section related to the output values (from the second value onward) as a line of a table. The first
value in the list of columns to be shown, acts as a discriminant to determine the columns of the results table. To
obtain pivot extractions that make sense, it is good practice to use a discriminant with a Date value to create the
columns.
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By doing so, Query Builder will generate a column for every date extracted and the list of remaining fields in output
will form the remaining lines, allowing the user to examine and compare the values easily, as they are side by side. By
ordering the output by date (ascending or descending), it is possible to provide the user with the option to compare
the results in chronological order.

Last forty treatments |+
&F| 20 Nov 2010 | 18 Nov 2010 |16 Nov 2010 | 13 Nov 2010 | 11 Nov 2010

Pre-dialysis weight Kg . 66.80 68.20 . 57.40 A 68.30 @

vPost-diaIysis weight Keg ' 84.10 ‘ 65.20 ‘ 65.20 V 65.20 £5.40

Dry body weight Kg . 65.2 65.2 . 65.2 65.2 65.2

>Weight gain Kg A 160 ‘ 3.00 2.00 7 1.0

vWeight gain percent % . . 235 445 . 293 V 278

UF volume mi . 2480 1900 3300 2492 V 3300

Pre-systolic/Diastolic pressure 142/74 167/76 173/80 162/83 156/82

Post-systolic/Diastolic pressure 136/66 140/73 134/81 146/80 147/78

Pre-dialysis heart rate bpm ‘ 74 ‘ 68 77 ‘ 71 V 70

.Post-dialysis heart rate bpm . 66 . 74 . 33 88 77

>Cri‘n'cal RBV % » 83 ‘ ‘

Min RBV % V 98.9

vEffective Kt/V ' 143

Total substitution volume L . 17.0 37.1 282 354 » 335

18.1.6.2 AGGREGATE RESULTS

Activating the “Aggregate results” function orders the Query Builder to combine all output lines that contain exactly
the same results in a single line. By selecting this option, it is possible to verify how in the “Columns to display” section
every element that is present will expand by one line with the description “Group by”:

Aggregate Aggregate
results: P results:

Drag and drop the columns to display

Group by Group by
X X
[] First name ‘/H D Country name

Drag and drop the columns to display

= = S | 51 Group by
l [X] Lzstname /” [X] First name ./H [X] country name /| 718 st name 7

By editing the properties of the columns to extract, it is possible to select different logic for aggregation, depending on
the type of data shown.

String/predefined list/link:
= Group by (group according to rows with identical values).
=  Numeric:
= Group;
= Max (calculates the maximum, for the field in question, of the grouped values);

= Min (calculates the minimum, for the field in question, of the grouped values);
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=  Average (calculates the average of the grouped values);

= Sum (calculates the sum of the grouped values);

= Group;

= Group by day (groups lines that refer to the same day in the field in question);

= Group by month (groups lines that refer to the same month in the field in question);
= Group by year (groups lines that refer to the same year in the field in question);

The combination of different logic for grouping permits the user to perform extremely complex extractions (e.g.
extract for every patient the average haemoglobin value for every month in the date range defined by the user).

18.1.6.3 PRIVATE QUERY

By activating this option, the query can be modified only by the user who created it, and, if this has already been
published as a view, only the user who created the query can view it in the relative section.

18.1.7 BUTTONS

Two different series of buttons are available for the user based on which section of Query Builder he is in.

18.1.7.1 BUTTONS AVAILABLE IN THE QUERY CREATION PHASE

In the query definition section, there are multiple buttons (as usual, located above and to the right of the windows) to
cover various functions:

= Results: this button allows the user to perform the query in question and verify that the results are correct;
=  Save a query: needed to save the created query;

= Copy as: the user can create a copy of the open query, changing its name. This operation is useful if he only
wants to modify a small part of an existing query, eliminating the need to recreate it from scratch.

= By clicking on the button, a new pop-up window opens where the name of the new query can be specified.

Please insert the description of the copied query

Test Hb Copied

= (Click OK to confirm the query. Cancel deletes the changes.

=  Return to the list of queries: takes the user to the list of saved queries.

= Charts:: allows the user to start the procedure to associate one or more charts to the extraction. How to
generate the charts is described in the next chapter.
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18.1.7.2 CREATE CHARTS

Query Builder also offers the possibility to create charts to be associated with (or to replace) the generated query. To
start creating these charts click on the “Charts...” button in the top right of the window. A pop-up window will open. It
can be used to perform three different tasks:

=  Choose the chart display style

= Add or create a chart

= Add atab or group charts together inside a tab
= Choose the chart display style

The charts can be displayed in different ways:

=  Predefined: the chart will be accessible via a button next to the list of results of the query;

Last twenty lab tests || Lastresuits || All | Search by date | TestHb || Test Lab Data

? Iab test date Haen;;g!obin Haem;tocrit POS‘.C::;ZE/S urea Pre-d:l;//s‘ijsl urea Dialysis dose Daugirdas DPVV Kt/V Dialysis ;ose URR
190ct 201000:00 132 41 43.00 174.00 147
21Sep 201000:00 117 37 40.00 148.00 137
17 Aug 201000:00 114 35 32.00 123.00 139
20Jul 2010 11:12 105 33 23.00 99.00 148
22Jun 201009:47 104 33 32.00 126.00 142
20 May 2010 12:10
18 May 201012:38 10.1 31 34.00 139.00 142

= Replace the view: The chart will be displayed as the first window of the query;

Last twenty lab tests | Lastresuits | All | Searchbydate | TestHb | TestLab Data

| Dialysis Adequacy | Blood Haematocrit -

250+

CIEm

Dialysis Adequacy

225
zoo—f
175—3
1504
125—3

100-]

50

25 S
0
5]
0= i
T T T T T T T T T T T T T T T T T T T T
% 2 2 % > % 2 2 2 % %
g > B 0 = P J S 3 ¥
% % % % % & s % ¢ & G
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= Divided view: the space dedicated to the results of the view will be divided in two. The upper part will contain
the grid of results, the lower part the assigned charts.

| 'Las( twenty lab tests | Last resuits Ail 'Search by date Tesi Hb || Test Léb Data

‘ 31recordsfound

Dialysis Adequacy H Blood Haematocrit - Haemoglobin

# Pt on Haeng\;gllobin Haem;tocrit Postﬂ,inaglzi’s urea Pre-d’i'a'lgv/s: Ure3 | volvsis dose Daugirdas DPVV KE/V Dialysis gsose URR

190ct201000:00 132 a 43.00 174.00 147

|| 21sep201000:00 117 37 4000 148.00 137

|| 17Avg201000:00 114 35 3200 123.00 139
200120001112 105 33 23.00 99.00 149
22Jun 20100847 10.4 33 3200 126.00 142
20 May 2010 12:10 I
18 May201012:38 101 31 34.00 139.00 142 |
20Apr201012:06 104 38 34.00 142.00 |
10Apr201007:10 1056 32 |
23Mar 20100844 107 33 ||
16 Mar 20101047 111 34 31.00 126.00 ‘
16Feb201011:03 105 31 30.00 12000
192n201010:01 1222 37 47.00 190.00
29Dec 200911118 1222 37
22Dec 200911557 113 35 45.00 173.00
17Nov200911:31 124 37 46.00 181.00
200ct200910:42 1422 a3 39.00 156.00
295ep200913:07 13.0 a

154.00
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After selecting a type of view, by clicking on “Add new”, the user is guided to the next step in the generation of the

chart (see next section). The “Save” button allows the user to save changes, and “Cancel” allows him to cancel them.

Generating a chart

Once the display type has been selected for the chart, it is possible to add new charts by dragging the button “Add

chart” as described in the user interface. At this point, a pop-up opens related to the generation of a new chart.

Chart editor X

Descrption |

Type ‘

E‘ XeAxis field ‘ [=]

Haemoglobin

Drag and drop 3 field to create  data series

Preview

First of all, it is necessary to describe what the chart shows, entering the content in the Description field.
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The field Type allows the user to specify the type of chart:

= Point: the values are shown as points in the chart;
= Line: the values are shown as points and are connected by a line;

Define which values to use on the X-axis by specifying them in the field “X-Axis Field”. It is necessary to select a Date
value for the X-axis, even though the list proposes all the values defined in the “Values to display” section of the
related query.

To define a chart correctly, there must be at least one Date field in the output columns to define the time line on the
X-axis.

To define which series of values to display on the chart simply drag the required value from the column on the left to
the central area of the window.

Description |
Type [ o] xoads e =]
Drag and drop a field to create a data series

T~

The list of selectable values is composed solely of the numeric values established as “Columns to display” in the
creation phase of the query.

In the central part, after dragging the required values, it is possible to modify the properties of the graphic

°
representation of each value selected (colour and line thickness). To modify the colour click on the . icon; to

| w |
select the line thickness expand the section.

When selecting the values to display it is advisable to select values with the same unit of measurement, otherwise the
scale of values on the X-axis will be incongruous.

To define charts with different units of measurement simply create more than one chart, grouping in each one values
with the same unit of measurement.
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To eliminate a value that has been dragged by mistake, click on the X that appears to the right of the parameter
modification area.

Drag and drop a field to create a data series

Haemoglobin » . v | X

Once the data to display have been selected, the user can see a preview of the chart by clicking on the “Preview”
button. The “Save” button, as always, saves the changes made, while “Cancel” means that these changes are lost.

Modifying a chart

If the user wants to modify a chart created in the past, simply click (inside the pop-up window that opens after clicking
on the “Charts...” button) on the row with the title of the chart, located under the display mode selection option.

Chart builder X
[ Addchart | | Add tab | Charts mode M

Drag and drop a control to create a chart or tab

test chart . Haemoglobin X

Creating tabs and grouping charts together in tabs

The charts can be grouped together in tabs in order to be able to separate them or to show them at the same time
together with the related query, thus allowing the user to compare the visualised data easily.

From the “Chart builder” window, it is possible to create new tabs, dragging the control “Add tab” as indicated in the
user interface

!

Chart builder

[ Addchart | Addwb | Charts mode | Default =]

Drag and drop a control to create a chart or tab

Table title Pre-dialysis weight X

Here, it is possible to modify the title by clicking on the name itself so that it becomes editable. To insert one of the
charts in the tab that has just been created, simply drag it as shown on the user interface, which gives the following

Chart builder X
Addchert | [ Addmb | Charts mode | Default [=]
Drag and drop a control to create a chart or tab
Pre-dialysis weight
Tab title X
[l Post-dialysis weight X
charts [l weighttolose X

|
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When the query is executed, the charts will be displayed to the user as shown below (the first two charts on the same
tab, the third in a separate tab):

Treatment list || Example || Example 2

Pre-dialysis weightl ‘ Kg {10-299.9) Post-dialysis weight Kg (10 -295.9)

Treatment datel dd/mm, hh:mm @‘

Tab title | Chart3 |
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18.1.7.3 BUTTONS AVAILABLE IN THE SECTION WITH THE LIST OF QUERIES

Accessing the Query Builder section using the “Open” menu item in the clinic menu, the following three buttons are
available:

= New: Always accessible, and enables the user to create a new query.

= Save: Initially disabled, enables the user to save the modifications made to the query list, for example, the
modification of the publication flags (described in detail in the next chapter).

= Cancel: Deletes the modifications made to the query list.
18.1.8 QUERY PUBLICATION

Once saved, the extractions can be made available to TSS users via the operation called “publish”.

From the query list, it is possible to decide whether to publish all of them both as a “view” and as a “report”.
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18.1.8.1 PUBLISHING A QUERY AS A VIEW

To publish an extraction as a view, simply enable the option “Publish as view” and save.

| Query Entity Publish as view | Publish as report | Publish for dynamic report | Valid for all clinic | Owner Clinic | Comment
Patients by country Patient O O [x]
Session details OCM data  Patient - Session details m {_ | D E
Test Hb Patient - Lab Data O [x]
Test Lab Data Patient - Lab Data O [x]

This will allow all users (as long as the query is not private) to find the extraction as the last page of the views related
to a selected entity as a starting point for creating the query (which is shown as the second column in the list).

If the entity in question is part of the patients menu, once the query has been published as a view, only those records
related to the selected patient will be automatically filtered and displayed (in the specific section).

/A Aitken Lambert, David Born 15/08/1952 (67y) Gendery' Cod. 39807 Status Active/Hemodialysis [ 2]

Laboratory data | New Jewortexe] pune ]

Last twenty lab tests || Lastresults || All || Search by date Test Lab Data

? Last 19 Oct 2010 00:00 21 Sep 2010 00:00 17 Aug 2010 00:00 20Jul 201011:12
Dialysis dose Daugirdas DPVV Kt/V ‘ 147 ‘ 147 137 139 148
Dialysis dose equil. Kt/V ‘ ‘ 147 ‘ 147 136 138 » 148
Haemoglobin g/dl 13.2 13.2 117 114 105
Sodium mEq/l | 140.00 140.00 145.00 142.00 14400
Potassium ‘ mEq/| ‘ 7.20 ‘ 7.20 7.03 | 6.49 ' 5.57
Bicarbonate mEq/I ‘
Total protein g/dl 6.5
[Total calcium ‘ mg/dl | 9.8 9.8 sS4 116 » 100
Phosphate mg/dl ‘ 6.5 6.5 50 50 . 38
PTHi ' ng/l 64 64 v
iAlbumin g/dl
C-reactive protein mg/l |5.60
ALT (GPT) U/L 14 14 19
Ferritin ‘ ue/l | 1155 ‘ » 1155 »
[Transferrin saturation % 23 23
IAlkaline phosphatase U/L 57.00 57.00 . 55.00
Glycohaemoglobin ‘ % ‘ ‘ v
[Thyroxine (T4) ug/l
International Normalized Ratio (|... 1.05

20 records found

18.1.8.2 PUBLISH A QUERY AS A REPORT

To publish an extraction as a report simply enable the option “Publish as report” and save.

Query Entity ' Publish as view ﬁ‘ublish as report | Publish for dynamic report | Valid for all clinic ' Owner Clinic‘ Comment '

Patients by country Patient O O E‘ |
Session details OCM data  Patient - Session details E [ ] D E
Test Hb Patient - Lab Data O [x] |
Test Lab Data Patient - Lab Data O E
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This will allow all users (as long as the query is not private) to find the extraction as the last option of the section
“personalised reports” in the Report menu.

Custom reports
Session details OCM data

Test Hb

Essiiab Datd

When an extraction is selected from the “Personalized Report” section, a table is displayed containing all of the
information returned by the query.

External reports
Active Drugs
Active Patients
Active Patients by Machine
Ambulatorial Visit
Database Health Status
Dialysis Protocol Blank
Dynamic Printout Report
Information about Dialysis
Medical Orders Per Shift
Medication Preparation Report
Monthly Report
Patient Anticoagulant
Patient Treatment Status
Patient Treatment Status by Month
Patient-Actual Lab Test
Regular Medication
Treatment Drug at home
Treatment Drug for HD Treatment
Treatment Preparation Report
Treatment Prescription Report
Treatment Protocol

Custom reports
Session details OCM data

Test Hb
Test Lab Data

The user can click on a row of the table to display the entity completely, and modify it if desired.
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18.1.8.3 PUBLISH A QUERY FOR ALL CLINICS

In a multi-clinic scenario, a query can be rendered visible for all the clinics by activating the option “Valid for all
clinics”. The query can only be created once without duplications and it is important to note that the data returned
will be those from the current clinic and not overall data.

When this option is enabled, the queries will also have an owner clinic, which is the clinic that performed the last save.
The owner clinic is important if the option is disabled and is visible next to the option box.

View from Default Clinic: the option has been activated then saved

Query builder
Query Entity Publish as view | Publish as report | Publish for dynamic report | Valid for all clinic | Owner Clinic | Comment
Patients by country Patient D D ‘;“
Session details OCM data Patient - Session details D } |
D
TestHb Patient - Lab Data E
Test Lab Data Patient - Lab Data O x|
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View from Satellite Clinic: the query Hb Test is now also visible for this clinic

o Query builder x| [+

uery blder [ new | soe | concer
[ Query [ Entity [ Publish as view [ Publish as reportr Publish for dynamic report >Valid for all clinic [ Owner Clinic [ Comment [ ‘
‘ TestHb Patient - Lab Data | Default Clinic x|

The rights to activate the option “Valid for every clinic” are managed by FME User Management.
If a user does not have the rights to set this option, he will see the following:

= |f the query has the option “Valid for all clinics” (set by another user) he can only see the results and cannot
modify the query and save the changes

Query builder m [ s | 7

Query Entity Publish as view | Publish as report | Publish for dynamic report | Valid for all clinic | Owner Clinic | Comment

Patients by country Patient (| E]
Session details OCM data Patient - Session details [x]
Test Hb Patient - Lab Data v v v v Default Clinic

Test Lab Data Patient - Lab Data [x] ‘

Query buider [rens | rewmtoquey i

Description: Main Entity name: Number of records: Is Pivot: Aggregate Thisis a private  Include patients in other
Lab data Show all results: query: clinics

Comment:

Drag and drop field to create a parameter

X| Haemog

Drag and drop the columns to display Expression column L

Last name V1 /” % Lab Test Date Y2 /” | Haemoglobin &

Drag and drop field to create a filter

=P
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= |f the query has the option “Valid for all clinics” deactivated, he will only have deactivated the option but can
still update and save the changes

Query builder MI > || A |

Query | Entity | Publish as view Publish as report | Publish for dynamic report | Valid for all clinic [ Owner Clinic | Comment |
Patients by country Patient O [ [x]
Session details OCM data  Patient - Session details |l [x]
Test Hb Patient - Lab Data | [x]
Test Lab Data Patient - Lab Data ] [x]

[+ | Query builder x ||+

" Query builder Results I Save query I Copy as... | Return to query list I Charts...
Descriptis Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate Include patients in other

e A B hees O om0 A

C
Drag and drop field to create a parameter

[X] Haemoglobin &

Drag and drop the columns to display | Expression column I_
| [X] Last name v1 /” [X] Lab Test Date ¥2 /“ [X] Haemoglobin /|
Drag and drop field to create a filter Add Group

‘ Haemoglobin | Lower than BI | |:| <Haemoglobin> |
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Removing the option “Valid for all clinics”, after having saved the modifications, the following scenarios are created:

= If the user is in the owner clinic of the query, it will continue to be available for this clinic but it will not be
visible in the other clinics

= Default Clinic: the query remains visible

Query builder m m m
Query Entity Publish as view | Publish as report | Publish for dynamic report | Valid for all clinic | Owner Clinic | Comment
Patients by country Patient O O [x]
Session details OCM data  Patient - Session details [] 11 [x]
| restro Patient - Lab Data E x|
Test Lab Data Patient - Lab Data O E

= Satellite Clinic: the query disappears

. Query builder x|+

Query builder m

Query | Entity | Publish as view | Publish as report | Publish for dynamic report | Valid for all clinic | Owner Clinic. Comment
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= |f the option “Valid for all clinics” is disabled for a query that has a different owner clinic than the user’s clinic,
the user will be advised that the query will disappear consistently from the list, and he can choose whether to
proceed or not

—_—
1 woming: 140514
These queries are going to be invisible for this clinic because created in a different clinic. Do you want to proceed?

Test Ho

The option “Valid for all clinics” will consistently affect the other options of the same query, in fact if a query has the
two options “Publish as a view” and “Valid for all clinics” activated, this will be published as a view for all clinics.
Similarly, this will also occur for the other options “Publish as a report” and “Publish as a dynamic report”.

18.1.9 CANCEL A QUERY

A value can be eliminated by clicking on the X that appears to the right of the parameter modification area, assuming
the user has activated the possibility to delete records from the Query Builder.

| duery Enri'ty [ Publish as view ' l;ublish as report | Publish for dynamic report | Valid for all clinic . Owner Clinicv Comment .
Patients by country Patient O O [x]
Session details OCM data  Patient - Session details [] [] [x]
Test Hb Patient - Lab Data O E‘ :
Test Lab Data Patient - Lab Data O [x] |
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18.1.10 USE OF QUERIES CREATED IN TSS

The queries created (if published as views) can be viewed by navigating in the TSS menu to which they are related. For

example, a query created with the start point “Patient treatments” is visible in the “Treatments” menu. All views

generated in this manner, after being performed, display the number of extracted results in the bottom left-hand

corner:

Treatments

Treatment list | Example || Example 2

| New ] ewortexe] e ]

Pre-dialysis weight Kg (10-299.9) Post-dialysis weight Kg (10-295.9)

Treatmentdate| d/mm,

2]

Teaunentaute Pre-dialysis weight | Weight to lose | Post-dialysis weight

Kg Kg Kg Hlj

17 Aug 2010 00:00 67.60 2.90 65.20
120ct 201000:00 68.70 450 65.60
17 Jun 201000:00 68.60 210 66.80
10 Aug 2010 00:00 68.50 3.10 65.60
31Aug201000:00 67.60 3.50 65.30
01Jun201000:00 68.90 240 84.10
050ct 201000:00 68.70 450 65.70
05Jun201000:00 67.90 140 66.80
08Jun 201000:00 65.00 250 84.10
27Jul 201000:00 68.70 3.00 66.20
16 0ct 201000:00 67.80 3.60 64.50
300ct 201000:00 67.50 3.00 64.80
03 Jun 201000:00 68.60 210 66.80
01Jul201000:00 67.30 120 66.70
28 Aug 201000:00 67.40 3.30 64.40
06Jul 201000:00 69.70 3.50 66.80
30 Sep 2010 00:00  67.70 3.50 64.90
24 Aug 2010 00:00 67.30 3.20 64.40
02 Sep 2010 00:00 67.60 3.50 64.60
04 Nov 2010 00:00 68.30 3.40 65.20
14 Aug 2010 00:00 67.50 260 65.00
11 Nov 2010 00:00 68.30 3.40 65.40
280ct201000:00 67.70 3.20 65.00
22Jun201000:00 69.60 3.10 66.80
26Jun201000:00 67.90 140 66.80
21 Aug201000:00 67.20 250 64.70
11 May 2010 00:00 70.00 3.30 67.00
210ct201000:00 67.00 2.50 64.50
07 Sep 2010 00:00 67.00 3.20 84.10
29Jul 201000:00  68.90 3.20 66.50
31Jul 201000:00 68.60 3.20 65.80
10Jun 201000:00 67.60 110 66.60
09 Nov 2010 00:00 69.20 430 66.40
14 Sep 2010 00:00 67.70 3.90 84.10
235ep 201000:00 67.60 4.10 64.70
22)ul 201000:00 67.30 1.60 66.50

50 records found

18.1.10.1 PERSONALISING THE SUMMARY PAGE

The patient summary page can be modified (only the column on the left) by defining which extractions should be

displayed. To specify which queries to display simply fill-in, in the section “Configuration parameters” of the Master

data menu, the group “Configuration of the summary page”.

Dashboard configuration

Dashboard HD first query
Dashboard pre-dialysis first query
Dashboard Transplant first query
Dashboard Ambulatory first query
Dashboard PD first query

Dashboard PD third query

Fresenius Medical Care

Dashboard HD second query
Dashboard pre-dialysis second query
Dashboard Transplant second query
Dashboard Ambulatory second query

Dashboard PD second query

Therapy Support Suite — Software version 1.9 — Revision 2/05.21 347


../IMG/Analysisandreportwriting_004.jpg
../IMG/14_039.jpg

Chapter 18: Optional module: Analysis and Report writing (query builder)

The field “First query of the HD summary page” allows the user to personalise the query, marked with a blue frame in
the image below, for a patient in hemodialysis. The field “Second query of the HD Summary page” allows the user to
personalise the query marked with a red frame in the image below, for a patient in hemodialysis.

¥ || Aitken Lambert, David [39807] X | Manage patient groups Query builder External reports Configuration parameters +
/A Aitkenlambert, David Born 15/08/1952 (67y) Genderf® Cod. 39807 Status Active/Hemodialysis @
Summary
Last forty treatments [+] Active leading prescription [++]
? 20 Nov 2010 | 18 Nov 2010 | 16 Nov 2010 |13 Nov2010 | 11 Nov 2010 % Prescription name Test1
— (L}
Pre-dialysis weight Kg 66.80 68.20 67.40 68.30 = Creation date 20 Jan 2016 11:30
Post-dialysis weight Kg 84.10 65.20 65.20 65.20 65.40
Vascular access E\
Pry body weight Kg 65.2 65.2 65.2 65.2 65.2 S
I T t Creation date 01Jan 1999
eight gain Kg 160 3.00 2.00 1.0
S T Type and position Fistula
JWeight gain percent % 235 445 293 278 Uér orm Broshicil inedicl =
JUF volume ml 2480 1900 3300 2482 3300 Left
Pre-systolic/Diastolic pressure 142/74 167/76 173/80 162/83 156/82
Status Functioning
Post-systolic/Diastolic pressure 136/66 140/73 134/81 146/80 147/78
bre-dialysis heart rate bpm |74 68 77 71 70 Active regular therapy [+]
Post-dialysis heart rate bpm |66 74 83 88 77 7| Prve / Active ingredient | Dosage and frequency
T T Fascox 12-0-32-0mg Mo We
Critical RBV % 83
JViin RBV % 98.9
T Active dialysis related therapy E
Effective Kt/V 143 o >
? Drug / Active ingredient | Dosage and frequency
fotal substitution volume L 17.0 371 282 354 335 Fepili ATl eatent
W 1Mo: 12 Tu: 12 We: 1l
Mitopep W 2 Mo: 10 Tu: 12 We: 1.
See more...
Last twenty lab tests [+]
& Last 19 Oct 2010 00:00 21 Sep 2010 00:00 % Messages
Dialysis dose Daugirdas DPVV Kt/V 147 147 137 Ly | status Mesaee
T = T T Active Check blood pressure at dialysis end”
Dialysis dose equil. Kt/V 147 147 136 Active Need Potassium at dialysis end
g/dl 132 132 117
Bodium mEq/l | 140.00 140.00 145.00 .
| Comorbidity Eﬂ
Potassium mEg/l |7.20 7.20 7.03 & | code Name
Bicarbonate mEq/I —_—
o data
[Total protein g/dl 6.5 ==
Residual diuresis [+]
fotal calcium mg/dl |98 9.8 94 Aot
t &P | Lab test date i
Phosphate mg/dl |65 65 5.0 m
PTHI ng/l 64 No data
J\lbumin g/dl Hospitalisations E
IC-reactive protein mg/l | 560 EBF | Start date of hospitalisation | End date of hospitalisz
LT (GPT) /L 14 14 No data
Ferritin we/l 1155 Patient allergies [+]
- - e -- ? Date Allerg... | Allergy ty... | Details

The same applies for the other fields in the group that refer to the summary pages of patients in peritoneal dialysis or
pre-dialysis.

The selectable list of queries, for each of these fields, might not correspond to the complete list of extractions in the
Query Builder section. This is because the selectable queries are exclusively those with the following prerequisites:

= The reference entity of the query is not “Patient”, but is one of the other entities of the Patients menu;

=  The query has to be published as a view
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18.1.10.2 TREATMENT SESSION DATA

As mentioned previously it is possible to consult the data of the dialysis session via the Query Builder. These data
include all the values that the device measures and communicates at pre-determined time intervals, as established
during the configuration phase.

These data can be consulted in the section “session information” of the treatment entity; by clicking on the button
next to “Session details” a pop-up window opens where the user is invited to select a query from a predefined list.

A\ Aitken Lambert, David 8o 15/08/1952 (67y) Gender' Cod. 39807 Status Active/Hemodialysis [17 (&)

Testments EIENEE 00

Treatment date 20 Nov 2010 14:58 Treatment doctor Do
Responsible user Second responsible
Prescription name Test1 0 Unique ID 367

General data Consumables used Anticoagulant agent Treatment information dXp Dialysis device settings Assistance Detailed information Medical services

Pre dialysis data
Pre-dialysis heart rate 74 bpm Pre-dialysis blood glucose
Pre-dialysis systolic/diastolic 142 / 74 mmHg
Pre and post weights
Pre-dialysis weight Post-dialysis weight 84.10 Kg
Target weight Real intake
Weight to lose Weight gain
Weight gain percent
Treatment session
Treatment session details Click to see session details E Related Iab tests Click to see lab tests

Treatment session measurements

Intra-dialytic systolic BP| Intra-dialytic diastolic BP | Mean arterigl pressure |
mi

Time ntra-dialytic heart rate| Arrhythmial Position Marking

20Nov201015:23 132 Treatment session details

20Nov201015:24 125

Select a query: E”

20 Nov 2010 15:29 135
20 Nov 2010 16:02 147
20Nov201017:45 155
20 Nov 2010 18:11 131
20 Nov 2010 18:12 141
20Nov201018:13 130

20 Nov 2010 18:25 111

20 Nov 2010 18:26 134
20Nov201018:46 125

20 Nov 2010 18:48 125 78 87 78
20 Nov 2010 19:48 133 48 81 48
20Nov201020:12 131 61 80 61

Glycemic check list
3 2 Glycemic check
Glycemic check time ma/dl

The list mentioned above includes all the extractions generated by the Query Builder (including those from the section
“HD Survey Management — query on single treatment” whose main entity is “Session details”).

Warning

It is the responsibility of the user to check that the results of Query
Builder are correct by checking the patient data. Imprecise results
cannot be ruled out.
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18.1.11 DATA EXTRACTION BY SPECIFIC DIALYSIS CLINIC

Using the “Created in” query field found under HD Prescription, the treatments for a specific Dialysis Clinic can be
filtered. This allows all the treatments performed by a particular clinic to be used as results, regardless of the patient’s
current status or where the patient is actually located at the time of extraction. This field is divided into four items:

=  Father reference clinic
= (Classification index

= Description

= |DML

all of which can be used as filters, to distinguish the desired treatments to be extracted.

Treatment prescription

O\
Treatment prescription B
» Anticoagulant agent
» Comments
» Consumables
L

i

Creation date

Dialysis device settings

» General data

» Last modified by o+
Leading prescription

» Patient o+

» Prescribing doctor o+

Prescription enabled

Prescription name

Prescription version

Unigue ID

Valid from

Valid to

v
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18.1.12 USE NEEDLE VIEWS FOR PRESCRIPTIONS/TREATMENTS AS QUERY FIELDS

As described previously, the, in addition to allowing searchable fields to be selected the attributes of the DB tables,
Query Builder also allows view fields to be used. Among these available views, there are:

* Needle for arterial/venous prescription
= Needle for arterial/venous treatment

Using the fields in these views to create queries, it is possible to extract from the results, within the same line, both
information about the needle for Arterial prescription/treatment and information about the needle for Venous
prescription/treatment. Unlike composing a query using the same fields, which were imported from the tables and
not from the views, the results provide for a line for information about the needle for Arterial prescription/treatment
and a line for information about the needle for Venous prescription/treatment.

Therapy Support Suite -3
O o T e T | e [ | e A .
Patient - Query builder x|+
( Q] | Guerybuicer =3 [copy 2| reumsoeryie | cors]
[P“"e"‘ =] Descripti Main Entity name: Number of records: Is Pivot: Aggregate  Thisisaprivate  Include patients n othe
;\(r:n's utatons q Patient @) Showail O Esuns: unerv: %ucs

Carpal tunnel
Charison Comorbidity Index
Checklist

Clinical case

Comment:

Clinical diary Drag and drop field to create a parameter
Comorbidity e = = =

Consultation visit
Dietary history = —
Dose management simulation Drag and drop the columns to display | [Expression column | |

Dose management simulation item 8
Eurotransplant data
External patient status [
P Drag and drop field to create a flter [ Adderow ||
Germ situation
HD treatment prescription
HD Treatment schedule plan
HD treatments

Session details
Hospitalisations
Instrumental test
Lab data
Lab test
Lab test canceled
Laboratory exam schedule
Medical assessment
Medical data
Medical data (History)
Medical order
Medical prescription
Nurse assessment
Nurse visit history
Out-patient information
Patient anamnesis
Patient nutritional status
Patient status
Pharmacological prescription

Pharmacological therapy suspension
Pregnancy related history
Self sufficency
Specialist examination
Transfusion list
Transplant

Transplant data

Transplant failure
Rejection
Therapy cicles

Transplant event
Transplantations waiting history
Vaccinations
Vascular access
Waiting lst

Waiting list movement
View: Arterial/Venous Prescription Needle
View: Arterial/Venous Treatment Needle I
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19 OPTIONAL MODULE: PD

19.1 PERITONEAL DIALYSIS

19.1.1 PD ACCESS

The chronological record of the patient's access can be recorded in this section. To modify an existing access, simply
select it from the screen and press the Modify button. To create a new access, simply press the “New” button.

=  Creation date: this specifies when the access was created.

= Catheter type: in this field the type of access can be specified by choosing it from a predefined list.
= Created by (first surgeon): this field allows the first surgeon to be selected.

= Created by (second surgeon): this field allows the second surgeon to be selected.

= Anatomical position: this field allows the access’s anatomical position to be specified, by choosing it from the
preset list.

=  Anatomical quadrant: in this field the anatomical quadrant in which the access was positioned can be specified
by choosing it from the preset list.

= Date of first use: this is used to specify the data on which the vascular access was used for the first time.
= Status: this field is read-only. It is filled in by actions that define the active/not active status of the access.

= Closure date: this field is read-only. This is filled in automatically by creation of an event that causes the
removal of the access.

= Termination reason: this is the reason for removal of the access. The value is drawn from the Event log.

= Anatomical schema: here it is possible to upload a working image using graphic tools.

Creation date 12 Apr 2010 Catheter type Curved swan-neck
Created by (first surgeon) Test Surgeon Created by (second surgeon)
Anatomical position Above the umbilical line Anatomical quadrant Midline
Date of first use 18 Apr 2010 Status Closed
Closure date 03 Jun 2019 Termination reason Events PD - Peritonitis
Anatomical schema Surgery report

Surgery report comment

Comment
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= Surgery report: this field allows a surgery report to be uploaded as a document attached to the access.

= Surgery report comment: this is a text field that allows additional comments to be added to the Surgery Report.

= Comment: this is a summary comment applicable to the entire section.

= The insertion technique section allows the user to enter additional details concerning the access insertion

technique selecting one from a predefined list.

=  Marsupialization: if the insertion involves marsupialization.

=  Resting time duration: interval, expressed in days, before starting dialysis.

= Event log: This is a multi-value field, where the user can record access-related actions (creation, incidents, or
termination). The first event is automatically generated when the access is created.

Inserction technique

Laparoscopic surgical Laparoscopic
Resting time duration 5.00 days
Event history
Date Type
03 Jun 2019 Events PD - Peritonitis
26 Aug 2010 Events PD - Infection
18 Apr 2010 Actions PD - Other

19.1.2 PD PRESCRIPTION

Status

Closed
Functioning

Functioning

Buried at insertion No

Hospitalisation Anatomical position photo Note

The PD prescriptions relating to a specific patient are recorded in this section. Prescriptions are identified by a name.

Selecting a Prescription, the PD prescription section, which comprises two tabs, is opened:

=  General data: this is the main tab where all of the dialysis prescription characteristics are defined.

= Comments: on this tab, specific comments relating to the prescription can be added.
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19.1.2.1 GENERAL DATA

On the General data tab, the user must indicate if the prescription that is being modified is enabled. The prescription
has two other dates that define its interval of validity. Valid from is mandatory and prefilled whereas Valid to does
not need to be specified.

The fields that follow are valid for any mode of peritoneal dialysis:

= Catheter: the implanted catheter.
=  Theoretical Weight: the patient's dry weight.
= Assistance type: indicates the type of assistance that the patient requires.

= Treatment frequency: is the number of treatments the patient must undergo each week. The field is editable
by the user and is only for reference for the treatment prescription. There is no correlation with the real
schedule of the treatments.

General information

Leading prescription [ Yes E” Prescription enabled ’ Enabled B\
1
Validfrom | 02/11/2017 H Valid to ’ da/mm H
Prescription version 0 PD modality CAPD r' \
INCR [v]
Set ' Nipro X lH Body weight ’63 ‘ Kg (10-299.9)
| =
Assistance type [ Remote dialysis (:” Catheter Curved swan-neck E
| L XK |eee|
Above the umbilicai line Midline .

Treatment frequency iS Days/Week (1-7)

L

The combined field PD modality allows the user to choose between the three main methods of peritoneal dialysis:
APD, CAPD and Break-in. Sub-procedures can also be defined for APD and CAPD. Based on the choice made, various
fields are displayed, characteristic of the type of dialysis.

19.1.2.2 CAPD PRESCRIPTION

When CAPD or one of the sub-procedures is selected as PD procedure, a table is shown to allow the information
related to the exchanges to be entered. By default a new prescription will show 4 exchanges and the user can change
it from a minimum of 1 to a maximum of 6.

The following values must be specified for each exchange:
=  Exchange start and end time
=  PD Solution to be used, can be selected from a list of PD solutions
= Volumein
= Volume out

=  Volume UF
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The system will calculate the total of the Volume In, UF Volume and Total Time to complete the exchanges.

CAPD settings
Exchange number ’2 \ (1-6) Total time 3 hours 30 minutes
Total used volume 2000.00 ml Total UF volume 400.00 mi
Dialysis PD solution volume
Exchange start Exchange end PD solution VO[U:,,E i Volu:le il UF v:;lrume
| 08:00 | ‘ 10:00 | ’5/0: Vera 2.30% X E]‘ ’1000 ‘ |1200 ‘ 200.00
| 1030 | [1200 | |cavero 230%  x [| [1000 | [1200 | 20000

19.1.2.3 APD PRESCRIPTION

The APD peritoneal dialysis modality allows the following fields to be selected:

= Device type: this is the dialysis device the patient must use.

=  APD Mode: the APD treatment mode (Adapted APD, PD Plus, Standard, or Tidal). Varying the type of treatment,
varies the fields visible for the modality selected.

= Treatment duration: mandatory field that indicates how long the treatment lasts.

=  Flexpoint

=  Total set UF volume

=  Total prescribed UF volume
=  Total real UF volume

= Total used volume

=  Diuresis

= Initial fill volume

e Volume

e Drainage: when this is “Yes”, the Initial fill volume cannot be modified
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=  Base Cycles

e Cycles
e Standby time

e  PD solution

e Infusion fill volume

e  Expected outlet volume

Device type

APD modality

Flexpoint

Total prescribed volume
Total used volume
Initial outflow

Volume

Base cycles

Cycles
Dwell time

PD solutions

19.1.2.4 TREATMENT TYPE

| ]

i Standard E

| ]

! |
f |

mi (0 - 3500)

|

| 5

Treatment duration E3 l mm ‘

Total set UF volume
Total real UF volume

Diuresis

Drain

Inflow volume

Expected outflow volume

ml

l
[
|

[
|
|

mi/24h

[N =]

mi (25 - 3500)
] ml (0-3500)

The Treatment type selected allows the user to define other specific values based on the type.

The Adapted APD mode allows the user to define the Initial cycles in the section: Cycles (initial value of 2), Inflow
volume, Expected outflow volume, Standby time e la PD solution. This mode defines a PD solution list to be used

during treatment.

First cycles

Cycles
Dwell ime

PD solutions

The PD Plus mode allows you to define the following fields: Inflow volume, Expected outflow volume and Standby

| 5

Inflow volume

Expected outflow volume

time. This mode defines a PD solution list to be used during treatment.

PD plus

Pause duration

PD solutions

356

Fresenius Medical Care

[ =]
o

Inflow volume

Expected outflow volume

mi (0-3500)
| mi 0- 3500)

m (0-3500)
| mi (0-3500)
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The Tidal mode allows the definition of the following fields: Cycles (initial value of 4), Inflow volume, Expected
outflow volume. The Inflow volume % and Inflow volume can be modified in an exclusive manner. The modified Fill
Mode field allows the selection of which field can be modified. Instead, the read-only field is calculated with reference
to the Inflow volume of the Basic cycles section. This mode defines a PD solution list to be used during treatment.

Tidal

Cycles %4 ‘ Inflow edit mode ‘ ‘L“
Inflow volume % Inflow volume J ml (25 - 3500)
Dwell ime " ‘ Expected outflow volume | 7‘ ml (0 - 3500)
PD solutions l D‘
[+]

19.1.2.5 LAST INFLOW

Independently from the APD modality selected will be possible to define value for the last inflow and when necessary
manual exchanges.

= lastinflow
e Lastinflow: when is “Yes” will be possible to define the following fields:
= Llastinflow volume
= PD Solution list

= Standby time

Last inflow

[
Last inflow | Yes
L

ﬂ‘ Volume

$) sotors Aminoocid 2000.00mI

‘7‘ | Dwell time

=

[2N=

Fresenius Medical Care

2000 ml (0 -3500)

[01. 30 -00
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19.1.2.6 PROFILE

The prescription can be profiled specifying for each cycle the Inflow volume, the Standby time and the Expected
outflow volume and which solution to use among those available.

Setting the Profiled flag a "Yes" will be created and the profile initialised. Volume and standby fields will no longer be
visible in the cycle sections but only in the profile.

Profile
Profiled IYes E][
PD solutions
Cycles PD solution Inﬂown\;rolume Dweli time Expected;ytﬂow Ve
Initial outflow 2500
Base cycle 1/Tidal cycle 1 !Aminoacid 2500.00m! X }]| los 00 :00 | |2300 ‘
Base cycle 1/Tidal cycle 2 [Aminoacid 2000.00m! X Bl 11000 ‘ ’00 30 :00 | I1200 ‘
Base cycle 1/Tidal cycle 3 Aminoacid 2000.00m! X D| 11000 ‘ IOO 30 :00 | ‘1200 ‘
Base cycle 1/Tidal cycle 4 iAminoacid 2000.00mI X |:]| 11000 ‘ lOO 30 :00 ’ |1200 ‘
Base cycle 2/Tidal cycle 1 IAminoacid 2500.00m! X D| 12000 ‘ ’06 00 :00 | |2300 ‘
Base cycle 2/Tidal cycle 2 |Aminoacid 2000.00mI! X g {1000 ‘ lOO» 30 :00 | |1200 ‘
Base cycle 2/Tidal cycle 3 Aminoacid 2000.00m! X D’ ‘1000 ‘ IOO 30 :00 | ‘1200 ‘
Base cycle 2/Tidal cycle 4 'Aminoocid 2000.00m! X E| !1000 ‘ lOO 30 :00 | |1200 ‘
Base cycle 3/Tidal cycle 1 }Aminoacid 2500.00m! X §j| ‘ZODO ‘ lDGv 00 :00 | |2300 ‘
Base cycle 3/Tidal cycle 2 Aminoacid 2000.00m! X D| ‘1000 ‘ ’00 30 :00 | |1200 ‘
Base cycle 3/Tidal cycle 3 Aminoacid 2000.00m! X IE‘I !1000 ‘ ’00 30 :00 | I1200 ‘
Base cycle 3/Tidal cycle 4 iAminoacid 2000.00m! X I:]| 11000 ‘ lOO 30 :00 ’ |1200 ‘
Last inflow Aminoacid 2000.00m! 2300 4 hours 0 minute

A profile is comprised as follows:
= |nitial outflow (Volume)

= Cycles provided for by the selected mode according to the settings indicated in the previous sections (Solution,
Fill Volume, Standby Time and Expected Output Volume)

=  Any Last inflow (Solution, Inflow volume, Standby time)

While the Initial outflow and the Last inflow show the values read from the respective sections, the cycles can be
configured by the user in terms of Solution, Inflow volume, Standby time and Expected outflow volume.

If the sections relating to the cycles of the prescription have been previously valued, activating the profiling will show
the values in the profile. If the number of solutions foreseen for the type of cycle is one, then the PD solution will also
be shown in the profile. Otherwise the section will remain empty but the user can choose from the only solutions
available in the respective cycle sections.

The fields of each profile cycle, except for the Initial outflow and the Last inflow, have buttons that facilitate the
profile being filled out. They are visible by moving the mouse cursor over the profile fields. The available buttons vary
according to the characteristics of the underlying cycle.
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Copy to next one ~  : this is visible when there is a cycle after the current one that is the same type. This
one copies the value of the current field to the corresponding field of the next cycle.

Copy to the next ones © : this is visible when there are several cycles after the current one and that they
are of the same type. This one copies the value of the current field to the corresponding fields of the next
cycles.

Copy to corresponding fields : this is only visible in "Tidal" cycles and sub-cycles and allows you to copy
the value of the current field into the corresponding fields of the subsequent corresponding cycles or sub-
cycles. For example, the Inflow volume of the "Base 2/Tidal 3" sub-cycle will not be copied in all subsequent
cycles but only in sub-cycle "3".

Copy cycle =~ : this is visible only in Tidal cycles and allows the whole current cycle in the following cycles to
be copied.

Note

The buttons appear on the right of the field you want to copy. It is possible
@ that in clients that can function as tablets the buttons will appear on the left.

If the condition is not acceptable, you can change the setting from the

Windows Control Panel. In the Control Panel search box, search for "Tablet

PC settings"-> "Other" and change the hand used.

If the cycle sections are changed, the profile will automatically be updated. A warning will be shown to the user if the

fields in the profile have already been populated manually and they need to be redefined. The events that can lead to

profile regeneration are, for example, changing the Profiled setting, changing the APD mode or changing the number

of cycles.

Note

@P Just changing the number of cycles in the field is sufficient to trigger a profile
update: the cursor must be removed.

Note

@ There shall not be more than a total of 200 cycles provided for in a
prescription. For Tidal prescriptions, the total is achieved by multiplying the

number of basic cycles by the "Tidal" cycles. The Last inflow is not counted.
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19.1.2.7 MANUAL EXCHANGE

This section allows manual exchanges to be added after the automatic ones. A manual exchange consists of the
following fields:

=  Manual Exchange
e Exchange start and end time
e PD Solution to be used, can be selected from a list of PD solutions
e Volumein
e Volume out

e Volume UF

Manual exchange

Exchanges number ‘4 (0-6) Total time 7 hours 10 minutes

Total volume in 2000.00 mi Total UF volume 450.00 mi

Dialysis PD solution volume

Exchange start Exchange end PD solution Hosmem b o
[ 16:00 | [1830 | |aminoacia 250000m  x [| [s00 | |es0 | 18000
[1830 | [2000 | [amincacia 250000mi  x []| [s00 | [620 | 12000
[ 2000 | |21:30 | |Amincacid 2500.00mi x D‘ lsoo ‘ |s00 | 10000
[ 21:30 ‘ [23:10 | |Amincacie 250000m x []| |s00 ‘ |50 | soo0

The total of the Fill Volume, UF Volume and Total Time to complete the exchanges will be calculated.
19.1.2.8 OTHER INFORMATION, SOLUTION SUMMARY AND DIALYTIC ADEQUACY

In this Other information section, it is possible to specify if the treatment calls for an empty abdomen period. If
required, the time interval can be indicated. The duration will be calculated automatically.

In the Solution summary all the solutions used in the prescription will be automatically summarised: with the same
solutions, the volumes are added together, keeping the manual part of the treatment separate from the automatic
part. The number of bags can then be entered manually.

Finally in the Dialysis adequacy there will be displayed some patient information extracted from Adequacy, PET and
from Laboratory data.

Other information

Empty abdomen to 1445

Emptyabdomen | Yes E‘ Empty abdomen duration 35 minutes
Empty abdomen from 14:10 ‘

Solutions summary

APD solutions
Total used volume

APD solution o Quantity
Aminoacid 2000.00m! 800.00 |1
Aminoacid 2000.00m! 3000.00 lZ
Aminoacid 2500.00m! 1500.00

Dialysis adequacy

Renal GFR | Weekly creatinine clearance Var: Diuresis

? Date e Lw/1.73m* WKT/Vr+p | Creatinine T4 2

16Sep 201912:28 6.43 86.6 232 0.877193 (19 Sep 2019) 3900.00
15 Nov 2017 00:00 6.76 50.0 239 0.701754 (15 Nov 2017) 4100.00

2 records found
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19.1.3 PD TREATMENT SCHEDULER

In this section the user can define in which day the patient should perform peritoneal dialysis. The plan is divided in
three subsections. The main section show the actual plan, the next section show the future plan and the last show the
History. The schedule can’t be in overlap.

v | Saunders, Benjamin [72362] -+
Saunders , Benjamin Born 20/09/1957 (62y) Genderf' Cod. 72362 Status Active/Peritoneal dialysis [ | @
PD treatment scheduler m

Current schedulation

From 25 Sep 2019 To 04 Oct 2019
Mo Tu We Th Fr Sa Su
APD Saunders APD Sgunders APD Sounders
APD APD APD

Planned schedulation
&9 | From To Schedule Mo Tu We Th Fr Sa

05 Oct 2019 CAPD prescription - CAPD... CAPD prescription - CAPD... CAPD pre,

1 record found

History
& |From To Mo Tu We Th Fr Sa
02 Oct 2017 24 Sep 2019 CAPD prescription - CAPD...  CAPD prescription - CAPD...  CAPD prescription - CAPD..  CAPD prescription - CAPD...  CAPD prescription - CAPD...

1 record found

July August September October November
Mon | Tue |Wed | Thu | Fri | Sat | Sun Mon | Tue |Wed | Thu | Fri | Sat | Sun Mon | Tue |Wed | Thu | Fri | Sat | Sun Mon | Tue |Wed | Thu | Fri | Sat | Sun Mon | Tue |Wed | Thu | Fri | Sat | Sun
1 2 3 4 5 6 7 1 2 3 4 1 1 2 3 4 5 6 1 2 3
8 9 10 11 12 13 14 5 6 7 8 9 10 11 2 3 4 5 6 7 8 7 8 9 10 11 12 13 4 5 6 7 8 9 10
15 16 17 18 19 20 21 12 13 14 15 16 17 18 9 10 11 12 13 14 15 14 15 16 17 18 19 20 11 12 13 14 15 16 17
22 23 24 | 25 26 27 28 19 20 21 22 23 24 25 16 17 18 19 20 21 22 21 22 23 24 25 26 27 18 19 20 21 22 23 24
29 30 31 26 27 28 29 30 31 23 24 VZS 26 27 28 29 28 29 30 31 25 26 27 28 29 30
30
¥ Today Real treatment Scheduled treatment

Each schedule has a validity range and a day week list where can be specified one of the enabled treatment
prescription to be performed. If the user selects a prescription with a validity interval that is not compatible with the
schedule timeline, an error will appear.

When the current schedule reaches its end, it is moved to the list of past schedules. Likewise, when a future schedule
becomes valid because of the time it is being moved from the list of future plans to the current one.

At the bottom of the page, you can see a preview of schedule applied to the calendar. Moving the mouse over the
desired date displays information containing the scheduled prescription name for that day.
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19.1.4 REVIEW

The Review menu item is used to save the data from the review of each patient performed in the hospital. This item
allows the values taken at home by the patient to be compared with the values taken in the clinic by the nurse. These

values are: systolic pressure, diastolic pressure and weight.

Review
Review date
Status
TA.S. athome
TA.D. athome
Weight at home
Infused volume/24h
UF volume/24h
Total fiuid removed
Access status

Tunnel infected

u £
Open

[ =]
O

Volume and catheter status values can also be entered:

Next review

Doctor

TA.S. in clinic

TA.D. in clinic
Weight in clinic
Drained volume/24h
Urine 24h

Oedemas

Drainage fluid status

Cure

[eomir =
| g

©

| e 5]

[ Gl

= |nfused volume/drained volume / Urine 24h: volume relating to the treatment of the last 24 h.

= QOedemas: information concerning any oedemas at the access can be entered.

= Access status: the status of the patient's catheter.

=  Drainage flow status: the status of the fluid drained from the patient.

It is also possible to indicate the status of the tunnel (infected tunnel), the name of the Prescription, and indicate a

Therapy and write more details in the Visit comment field.

Saunders , Benjamin Born 20/09/1957 (62y) Gender ' Cod. 72362 Status Active/Peritoneal dialysis [ E

Review

)

=

Review date ‘ %l Next review | da/mr
Status Open Doctor | D ‘
TAS athome | [E) TAS.indinic | | o
TAD.athome | | o TAD incinic | | o
Weight at home l ‘ Kg (>0) Weight in clinic | ‘ Kg (>0)
Infused volume/24h l ‘ ml (>0) Drained volume/24h | | ml {>0)
UF volume/24h urne24n | | mi>0
Total fluid removed Oedemas | |z”
Access status l P ele El Drainage fluid status | |Z”
Tunnel infected O Cure | l
Prescription l P E||
Review comment
-]
Other planned activities .
Revision date | Creation date | Activity Comment Status Realised by
+
Home visit E
? Visit date Status Realised by Location Dislt(:\ce
25 Sep 2010 Open Nurse 30
25 Apr 2010 Open Nurse 30
2 records found
Germ situation

? Date of prescription | Realisation date | Request no. | Sample type name | Test indication | Cultivation result

Medical service list
Date Medical servi&j Quantity

No data

Performed Status

Auto creation| Version

Service unique ID

o
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A table entitled Other planned activities appears in the lower part of the screen. Rows can be added to plan various
types of activities related to the PD patient.
Below this there are two additional tables containing the list of home visits and the results of the germ cultures.

There is also a section containing a Medical services list for combination with the PD Review. The user can enter the
services by hand, filling in all the compulsory fields.

For PD Reviews, it is possible to set Expressions (see “Service Manual” section 4.2.9) that, once satisfied, will enable
the system to enter services automatically.

Click the : J button to set the PD Review in "Closed" status. Here again, automatic generation of reports in PDF
format can be associated with closure. Specifically, the expressions (see “Service Manual” section 4.2.9) defined in the
"Configure PDF Export" section (see “Service Manual” section 4.2.7), which are enabled and valid for the current clinic,
will be assessed.

If the PD Review meets the expression criteria, the report associated with the valid expression is generated
automatically. Depending on the setup, the report may be exported via Filesystem and/or sent via cDL.

PDF reports created can be viewed in the "PDF export" section (see “Service Manual” section 4.2.8).

When the PD Review status is "Closed", its data can no longer be edited. Press the = ¥
review; its data become editable again.

If the automatic generation of reports in PDF format have been configured and, in Power Tool, the option “Filesystem
Undo” has been enabled, when “Re-opening” the PD Review, the PDF file connected to the reopened PD Review will
be deleted/renamed (based on the action configured in Power Tool).

19.1.5 HOME VISITS

The Home visit section is intended to contain the user’s comments (e.g. A nurse) after a visit to the patient's home.
The fields proposed in this item are the Visit date, the Location of the visit, the Distance from the hospital and the
Reasons for the visit. Two “self-populated” fields are related to the Creation date of the record and the user who
made the visit.

The main section is dedicated to the Visit comment, written by the user, that summarises its results.

Home visit :] @
Creation date 24 Sep 2019 Visit date l 24/09/2019 @
Status Open Realised by demouser X \-:@
Location Distance ’ ‘ Km (>0)
Visit reasons [+]
Comment o
| =
Medical service list
Date, Medical service| Quantity Performed Status Auto creation| Version Service unique ID

-+

There is also a section containing a Medical services list, to combine with the Home visit. The user can enter the
services by hand, filling in all the compulsory fields.
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Also for Home Visits it is possible to set Expressions (see “Service Manual” section 4.2.6) which, once satisfied, will
enable the system to enter services automatically.

Click the I
PDF format can be associated with closure. Specifically, the expressions (see “Service Manual” section 4.2.9) defined

button to set the PD Home Visit in "Closed" status. Here again, automatic generation of reports in

in the "Configure PDF Export" section (see “Service Manual” section 4.2.7), which are enabled and valid for the current
clinic, will be assessed.

If the Home Visit meets the expression criteria, the report associated with the valid expression will be generated
automatically. Depending on the setup, the report may be exported via Filesystem and/or sent via cDL.

PDF reports created can be viewed in the "PDF export" section (see “Service Manual” section 4.2.8).

When the Home Visit status is "Closed", its data can no longer be edited. Press the === huytton to "Reopen" the

visit.

If the automatic generation of reports in PDF format have been configured and, in Power Tool, the “Filesystem Undo”
option has been enabled, when “Re-opening” the PD Home Visit, the PDF file connected to the reopened PD Home
Visit will be deleted/renamed (based on the action configured in Power Tool).

19.1.6 PD TREATMENTS

Peritoneal dialysis treatments consist of:

= Date: mandatory field that indicates when the treatment was performed.
= Status: treatment status. When the status is “Closed” the treatment can’t be modified.
=  Name of the prescription: a reference to the prescription.

=  PD modality: a combined field that allows the user to choose between the three main methods of peritoneal
dialysis. The field is automatically populated when the Name of Prescription field is set.

= Unique ID: field that uniquely identifies the treatment.
= Services: the list of the services associated with the treatment.

The treatments can be created from the patient menu or using the PD scheduler from the clinic menu.

Multiple PD treatments can be “closed” simultaneously from the section Close PD treatments in the clinic menu.
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19.1.7 PERITONITIS

The Peritonitis section allows the user to introduce peritoneal inflammation with the respective actions to treat it.
The section is divided into two parts: the first part summarizes the event, the second describes the actions taken by

the medical staff.

Date | 25/09/2017 =z set  [Fmc x [
Episode number 1 Last medified by demouser
Coding l Gram negative E}l Germ staphylococcus aureus E”
Healing date 16 Oct 2017
Actions
Date Intra peritoneal therapy| Systemic therapy | Chronic topical therapy Healing Outcome Comment
‘ 26/09/2017 @‘ ’No I?H [No E‘ ‘No E] ;No E‘ Catheter avulsion ‘
Fungal super position
[] Relapse
—— T =
‘ 16/10/2017 @‘ ‘Ves L'J‘ ’No E‘ |No B' iYes Ew
+
Comment

The first part consists of the following fields:

Date: the data that the event occurred.

Set: the dialysis device defined in the dialysis prescription.

Episode Number: an automatically incremented number that identifies the event.
Coding: the coding of peritonitis.

Germs: the type of germ that caused the peritonitis.

Healing date: the date when the peritonitis is classified as resolved. This field is automatically filled in following
an action of Healing equal to “Yes”.

The second part lists all of the actions performed by the medical staff. Each action consists of:

Date: The date when an action was performed.

Intra peritoneal therapy

Systemic therapy

Chronic topical treatment

Healing: indicates if the action leads to the patient healing.

Outcome: is only visible if not healed. There are 3 possible causes and they are not mutually exclusive
(“Catheter removal”, “Fungal superposition”, and “Relapse”).

Comment: free text.

For each action, the user that created it is saved, as well as the last user who modified it.

It is not possible to enter actions that occurred after the date of healing.
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19.1.8 TUNNEL EXIT SITE

The Tunnel exit-site infection allows the user to enter tunnel infections with their respective evaluations. This item is
divided in two parts: the first summarizes the event, the second lists the medical evaluations.

Date ‘ 25/09/2017 @I Episode number 1

Healing date 16 Oct 2017 Last modified by demouser

Evaluations
Date Healing Buffer Germ Picture | Exit-site score system Therapy

02/10/2017 %l {No E” lNo E[ [staphylococcusaureusE‘ Swelling [¥] Acid burn

(O No (®<0.5 cm exit only (0)>0.5 cm tunnel [] Infiltration

Crust [] Surgery

ONo O<0.5cm ®>05cm Systemic

Redness Topical application
®No O<05cm (O>0.5cm

Pain

Ono O slight (@) Severe

Granulation tissue

®Yes ONo

Drainage

(O No (@) serous () Serous-haematic () Purulent

16/10/2017 @[ E‘(es EH ‘No E[ [staphylococcusaureuslz” I Swelling [] Acid burn

@ No O<0.5 cm exit only O>0.5 cm tunnel Infiltration

Crust Surgery

OnNo O<0.5cm ®>05cm [] systemic

Redness [C] Topical application
O No O<0,5 cm @>0.5 cm

Pain

ONo @ slight O Severe

Granulation tissue

O Yes @No

Drainage

O No O Serous O Serous-haematic @ Purulent

The first part consists of the following fields:

= Date: the data that the event occurred.
=  Episode Number: (automatically incremented) number that identifies the event.

= Healing date: the date when the infection is defined resolved. This field is automatically populated following a
Healing assessment equal to “Yes”.

The second part lists all of the evaluations performed by the medical staff. Each evaluation consists of:
= Date: The date when an evaluation was performed.
=  Healing
= Buffer

=  Germs: the type of germ that caused the peritonitis.
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=  Picture
= Exit-site score system: the values of the score can be personalised.
= Therapy

= Qutcome:is only visible if not healed. There are 3 possible causes and they are not mutually exclusive (Catheter
removal, Cuff removal, and Peritonitis)

= Ultrasound comment
=  Comment
= Created by

For each evaluation, the user that created it is saved, as well as the last user who modified it.

It is not possible to enter evaluations that occurred after the date of healing.
19.1.9 ADEQUACY AND NUTRITION

Adequacy and nutrition consists of different parts and are divided by topic.
19.1.9.1 GENERAL DATA AND WEIGHT

The first section is general and it is possible to indicate the Date of evaluation. The user can define medical data such
as weight, height and circumference of the patient's wrist. Thanks to these values and to the information regarding
the sex of the patient coming from the Medical data menu it is possible to determine the Body mass index, la Body
surface area, the Body size index and the Body size of the patient.

The general data in the Weight section allow the definition of the Ideal weight, Relative and according to Kopple.

Date | 24/09/2019 12:39 =] Real weight ]sa \ Ke (10-299.9)
Patient height ilso ‘ cm (30 - 250) Wrist circumference ‘15 —J cm
Gender Male Body mass index 2461 Kg/m?
Body surface area 168 m? Body size index 10.67
Body size Medium
Weight
Ideal weight 576 Kg Relative 109.4 %
Kopple 61.7 Kg
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19.1.9.2 LABORATORY AND NUTRITION

The sections Laboratory and Nutrition allow the user to populate the input fields used to obtain the results displayed
in the following sections. The Laboratory divides the entry data in three categories: Serum, Urine and Dialysate.

Laboratory

Nitrogen (mg/dl)
Creatinine (mg/dl)
&2-microglobulin {mg/1)
Volume (ml})

Glucose (mg/dl)
Proteins (mg/dl)
Sodium (mmol/l)
Potassium (mmol/l)
Nutrition

Total protidemia
Nephelometric albumin
Cholesterol
Haemoglobin

Micro albuminuria

Serum Urine Dialysate

127 268 126
75 198 6.2
146 2137 53

3900 4700

129

52 161

59 138

9 44
| 6.4 I g/dl Phoresis albumin | 34 | g/dl
|3490 | mesa Bicarbonate |5 | mean
I 140 I mg/dl Triglycerides | 130 | mg/dl
163 | ea Proteinuria | | er2en
| | mg/24h
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The results obtained from the data entered in the Laboratory and Nutrition sections are distributed in these sections:

=  Protein Nitrogen Appearance (PNA)

= normalised Protein Nitrogen Appearance (nPNA)

= Creatinine

= H20 volume

= (Clearance

= wKT/V Watson

= QOther

Some results from these sections can be used as input data for processing in other sections. The formulas used as

described in the document “TSS - PERITONEAL DIALYSIS FORMULAS” issued on request.

Protein nitrogen appearance

Bergstrom

Normalised protein nitrogen
appearance

Bergstrom

Teehan

Creatinine

Eliminated

Created

LBM % BW

Renal wCC percentage
H20 volume

Watson

Clearance

Creatinine (mi/min)
Urea (mi/min)

GFR (ml/min)

2 (mi/min)

wKT/V Watson
wKT/Nr

wKT/Nr+p

Other

Urea nitrogen appearance

Clearance Beta2 micro

Fresenius Medical Care

71.28

113
105

980 mg/day
1160
65.11 %

76.95 %

349 L

72
5T,
643
40

165

232

6.9 g/day

5.15

Teehan

Ideal
124
115

Metabolised
Lean body mass

Weekly creatinine clearance

Renal

12

wKT/Vp

wKT/Vr3p

Protein loss

664

Kopple
116
108

180 mg
41 Kg

86.6 L/w/1.73m*?

Peritoneal

0.67

0712 L

9.6 g/day
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19.1.10 PET (PERITONEAL EQUILIBRATION TEST)

The PET (Peritoneal Equilibration Test) is divided into three parts. The first contains general information about the
test, such as:

= Testdate

=  PD Solution

=  Volume In and Volume out

=  UF Volume (as the difference between Volume in and Volume out)
= CA-125

Instead, the second part allows the user to enter the levels of Glucose, Urea, Creatinine and Sodium in the Plasma, in
the Solution and in three of the four time T intervals available.

Information
Date | 24/09/2019 =z PDsolution | Aminoacid 2000.00mi x [
Volume in ; 1500 ‘ mi Volume out ’2260 | ml
Volume UF 760.00 mi CA125 ’ ’
Data
Plasma Fresh solution T0 T1 T2 T4
Glucose (mg/dl) 109 4399 4006 2270 1190
Urea (mg/d!) 156 19 108 154
Creatinine (mg/dl) 5.7 04 25 5
Nz (mEg/l) 134 139 131 123 126
Results
D/P creatinine 0.88 mg/dl D/DO glucose 0.30 mg/di
D/P Na 0.92 mEg/i Delta Na Fr.S.-T1 16.00 mEq/!
Delta Na T0-T1 8.00 mEg/i

The T1 and T2 columns are mutually exclusive, therefore a value entered in any row of a column disables the other.

The results of the test appear in the third section called Results. The calculation does not consider the disabled
column. The formulas used as described in the document “TSS - PERITONEAL DIALYSIS FORMULAS” issued on request.
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19.2 PD LABORATORIES

19.2.1 DIALYSIS DOSE

This section calculates the results of a test on a Peritoneal Dialysis Dose. The Creatinine, Urea and Vitamin B12 levels
are taken from the last laboratory test. These data can be updated.

Dialysis dose
Date l 23/11/2010 @| No. of samples |2
Creatinine  |5.09 umol/I (4.42 - 1326) Urea 100 | mmoli (5.64-116.2)

ey s |

Vitamin B12 | 2400 pe/mi (30 - 3000)
Doses

Total volume in drainage | Creatinine in drainage| Urea in drainage| Vitamin B12 in drainage
L umol/i mmol/i pag/mi

[
|2

|
2 |

‘9 ‘ |1oo | lzsoo ‘
\

85 ‘ ‘ 120

2300 |

The number of samples must be specified in the relative field. This will automatically update the same number in the
middle of the table. Once the table has been filled-in with the Total volume, Creatinine, Urea and Vitamin B12 values
of each sample, the system displays the results of the test.

Calculate dialysis dose

KT/V 0.715 KT/V Co 1731
Creatinine clearance 433 Creatinine clearance for week 30.28
Urea clearance 4.40 mi/min Creatinine clearance for week 30.80 mi/min
Vitamin B12 4.00 pg/mi Vitamin B12 for week 28.00 pg/ml

19.2.2 FAST PERITONEAL EQUILIBRATION TEST (FAST PET)

The Fast Peritoneal Equilibration Test consist of two sections: the first receive the incoming data of the test, the
second calculate the results. The Test date and the Test duration are filled in by default with the current date and the
duration of four.

The following fields must be filled in:
= Residual kidney function around 200 ml;
=  Glucose: Specify the blood glucose level;
= 2 litres volume PD standard: Specify whether a standard 2 litre bag was used;
= Creatinine in dialysis fluid: Creatinine level in the dialysis fluid;
= Glucose in the dialysis fluid: The quantity of glucose in the dialysis fluid;
=  Blood creatinine: Creatinine level in the blood;

= Dialysis fluid volume at end of exchange: Dialysis fluid volume at the end of the four-hour test.
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TSS calculates the values in the fast peritoneal test according to the fast peritoneal equilibration test guidelines.

Calculated fast peritoneal test values

Glucose pre-procedure Good Volume pre-procedure Yes
Creatinine indicator Low
Blood creatinine pre procedure 0.06
FPET net ultafiltration value 50.00 PD blood glucose indicates High
PD blood glucose result 196 Net ultrafiltration indicates High average

19.3 CHANGES TO FUNCTIONALITY IN CASE OF TSS-PATIENTONLINE INTERFACE

Through the installation of the appropriate plugin you can share data between the TSS and the PatientOnLine
application (hereinafter POL). This interface changes and updates some features inside patient entities.

The TSS acts as the master of personal data, medical data, allergies and amputations. Therefore, any medical data
modified on POL will not be sent to TSS. Below is a detailed description of the data that POL sends to TSS.

19.3.1 PATIENT SYSTEMS

TSS stores information about all the systems created by the POL application and used by the patient for peritoneal
dialysis. If a system is changed in the POL application after it has already been imported into TSS, then it will be
updated. If a system is deleted in POL after an export then in TSS it will be disabled during the next export.

Sample , John Born 15/03/1960 (59y) Gendercf' Cod. 397 Status Active/Peritoneal dialysis | [ | @

POL patient systems

Active patient systems || Disabled || Full list

? System date | Comment | Language

04 Dec 2018
26 Sep 2005 English
01 Aug 2002 English
3 records found
POL patientsystems [ocee | poe <10
System date 26 Sep 2005 Comment
Language English
PD systems
Type Code

APD sleepesafe V2.2x

CAPD stayesafe® bicaVera®
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19.3.2 PD PRESCRIPTION

TSS stores all the prescriptions imported from the POL application in the PD prescription section. If a prescription is
changed in the POL application after it has already been imported into TSS, then a new version of the same will be
created. If a prescription is deleted in POL, it will not be deleted in TSS but will be disabled.

The prescriptions exported by POL will be stored in TSS as "Enabled" and as a non-principal prescription: when the
POL Plugin is enabled, in fact, it is not compulsory to have the "Main prescription".

This constraint is also reflected in the Patient Summary section where, for a patient in peritoneal dialysis, all active
prescriptions will appear in the prescription list instead of only in the main list.

Using the Resource field it is possible to understand if a prescription has been created by TSS or imported by POL. As
far as the prescriptions imported by POL are concerned, the fields in the “PD Prescription” section are different,
compared to a prescription created by TSS, as you can see from the following image:

Sample , John Born 15/03/1960 (59y) Genderf' Cod. 397 Status Active/Peritoneal dialysis | [ |

| eae | e | 00

Creation date 21 Sep 2005 00:00 Prescription Name ccpd_pdplus_extra

PD prescription

Prescribing doctor Last modified by
E3General data | Comments

General information

Leading prescription No Prescription enabled Enabled
Valid from 03 Jan 2019 Valid to
Prescription version 0 PD modality APD
Set Body weight
Assistance type Catheter

Treatment frequency

APD settings
Device type
APD modality Treatment duration E3J
Flexpoint Total set UF volume
Total prescribed volume Total real UF volume
Total used volume Diuresis
Initial outflow
Volume Drain No
Base cycles
Cycles Inflow volume
Dwell time Expected outflow volume
PD solutions
Last inflow
Last inflow
Profile

Profiled

Manual exchange
Exchanges number Total ime
Total volume in Total UF volume

Dialysis PD solution volume
Volume in Volume out UF volume

Exchange start Exchange end PD solution 3 5
mi mi mi

- Empty Grid -

Other information

Emotv abdomen No
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19.3.3 QA TEST

TSS stores all QA Tests imported from the POL application in the "POL QA Test" section, including those in the "draft"
state. If a QA Test is changed in the POL application after it has already been imported into TSS, it will be overwritten
during the next export. Instead if a test is deleted in POL after an export then in TSS it will be disabled during the next

export.

Sample , John Born 15/03/1960 (59y) Gendercf' Cod. 397 Stotus Active/Peritoneal dialysis | [ |

POL QA tests
Date 18Jan 2016
Test type PFT
Patient data
Weight 73.20 Kg
Age 55.84 Years
Adult status at date of test Adult
Settings&Formulae
Use UreaN v
Use GFR in creatinine clearance v

Body surface area DuBois & DuBois

Total body water From BSA
NPCR Gotch
Input data || Results

Blood samples

Blood o Urea | Creatinine| Glucose | Protein| Albumin| Sodium
000 saMPple CO08| /ar | mg/al | mg/dl | gfai | gfdi | mEg/
PFT 8151 950 6850 66 37 1123

Urine samples

5 o Urine volume| Urea
Urine sample code| Collection time

EIEE 0060

Days/Week 7

Test sub-type Extended PFT

Height 164 cm
Gender Male
Adult status type By age
Use free water clearances v
Adulthood age 16

Body surface area for children DuBois & DuBois

Total body water for children Mellits-Cheek

NPCR for children Gotch

Creatinine| Protein| Sodium

mi mg/dl mg/dl g/di | mEg/i

PFT 1day 0 hour 250 41457 67.92 150.00
Dialysate samples

) . Inflow volume| Drained volume| Solution input glucose| Solution input sodium| Dialysate urea| Dialysate creatinine| Dialysate g
Urine sample code Dwell ime

mi ml % mEg/! mg/al mg/al mg/a

QA sample for PFT test 3 hours 0 minute 2200 2530 230 1340 77.03 712 7243

1st sample for PFT test 4 hours 50 minutes 2200 2440 1.50 1340 81.79 8.14 403.6

2nd sample for PFT test 4 hours 55 minutes 2200 2430 150 1340 8235 7.67 464.9

3rd sample for PFT test 2 hours 35 minutes 2200 2290 150 1340 7031 548 659.5

4th sample for PFT test 10 hours 25 minutes 2200 3050 -4096.00 1340 85.15 893 1315

19.3.4 BCM DATA

BCM data imported from the POL application is stored in the BCM section of TSS. If BCM data have already been
imported from TSS, a subsequent export from POL of the same BCM data will not increase the number of entities
present in the BCM section of TSS. If a BCM measurement is deleted from POL and then a new export is performed
then the entry will be marked with Have the measurements been deleted? to “Yes”.
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19.3.5 TREATMENT RESULTS

POL sends the results of the treatments carried out to TSS. Treatments can be viewed in the PD treatments section.
The Resource field allows you to identify the treatments created manually in TSS by those forwarded by POL. If a
treatment previously exported to TSS is changed to POL and then re-exported, then it will be updated in TSS. If the
treatment status is already “Closed” then it will be reopened and updated. A treatment removed from POL will not be
modified in TSS.

The Prescription name contains the theoretical reference prescription used for the treatment. Since there is no
certainty which prescription is used in the PD device, the field can be modified in TSS. In any case, TSS tries to
associate one of the available prescriptions provided that the prescription:

= |t was created in POL
= |t has the same PD modality
= jtisvalid in the interval when the treatment took place

= isthe only one to satisfy the above points

Sample , John Born 15/03/1960 (59y) Gender(' Cod. 397 Stotus Active/Peritoneal dialysis | [ |

PD treatments @@
Date 18 Sep 2015 Status Open
Prescription name PD modality APD
Unigue ID 0
Medical service list
Date| Medical service| Quantity Performed Status Auto creation| Version Service unique ID

-- Empty Grid -
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20 OPTIONAL MODULE: TRANSPLANTS

20.1 TRANSPLANT — PATIENT SECTION

20.1.1 WAITING LIST

This section shows the status of the waiting list for the transplant of each organ. The system manages the following

organs:
= Kidney
= Pancreas
= Heart

= Liver

The waiting list is created for each patient by default and each organ is set in "Excluded" status.

The patient's waiting list can be modified if he or she is in one of the following dialysis statuses: Hemodialysis,
Hemodialysis ICU, Hemodialysis Acute, Peritoneal Dialysis, Pre-Dialysis, Ambulatory, or Transplant follow-up.

The current status of each organ and the relative movements which generated the current status are shown in the

first part of this section.

wWaitng s [ st vewmoremen: | prc_|
Primary hospital Secondary hospital i
Kidney ‘ Pancreas Heart Liver
Waiting list status gsl::zig;z:;plaﬂt | Excluded {4 years 7 months) Included (4 years 6 months) Excluded (4 years 7 months)

Clinical note

Patient waiting list movement

5P| Date Waiting list status . Organs

[ 25 Feb 201511:33 Excluded for transplant  Kidney
25Feb 201511:33  Included  Heart
25 Feb 2015 11:32 Included Kidney
25Feb201511:31 Pre-study Kidney, Heart

4 records found

Comment
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A new movement can be entered by clicking the "New movement" button.

Waiting list movement

A Thompson , Josie BSorn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up | | g
Waiting list movement EslN
m Thereis 1 error
Date I 24/09/2019 14:35 @l Responsible user demouser
Waiting list status 3 I E” Transplant unit | Transplar
Organs involved
Kidney ‘ Pancreas ‘ Heart ‘ Liver
O O \ O O

The user must compile the new Waiting list status and specify the organ (or organs) involved in the movement (at
least one organ must be selected). The possible statuses are:

=  Excluded

= Temporarily Excluded

= Excluded for transplant
=  Pre-Included

= Pre-Study

= Under Study

= Included

= (Call as Reserve
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Transition from one status to another is not always permitted. The system checks that changes in status comply with
the following workflow (the numbers correspond to the above list)

O

For example, if the organ is in Excluded (1) status, the new statuses permitted are Pre-included (4), Pre-study (5) and
Under study (6). Direct transition from an Excluded status (1,2,3) to the Included (7) status is not permitted.

Similarly, if the organ is in Included (7) status, the new statuses permitted are Call as reserve (8) and all Excluded
statuses (1,2,3).

The system allows the movement to be entered if all the organs it involves comply with the above workflow and the
new status is not the same as the current one:

Waiting list movement X
A\ Thompson , Josie 5orn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up || ()
Waiting list movement m
There are 3 errors

i Waiting list status: New status is not valid for one or more involved organs [150015] 5

X X 5 5 : Responsible user demouser

Kidney involved: New status for this organ is not valid [150014]

Heart involved: New status for this organ is not valid [150014] Transplant unit I Transplant unit [E”
Organs involved
’ Kidney Pancreas Heart Liver
| o O o O

Cc
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There is also a check which only allows “Included” status to be set if the information concerning Blood group, Rh
factor, HLA and Urgency have been entered for the patient concerned.

Waiting list movement X

Saunders , Benjamin Born 20/09/1957 (62y) Gendery' Cod. 72362 Status Active/Peritoneal dialysis g

Waiting list movement m ‘

B There are 2 errors

Date 1 24/09/2019 14:36 @ Responsible user demouser
Waiting list status €3 I Included El Transplant unit ‘ ran r 1 Bl
Organs involved | £3 Can't create a movement to status Included as long as HLA, Urgency and Blood data are empty [150018] |
Kidney Pancreas Heart Liver
O O O O

Comment

The system also allow the entry of past movements which do not cause changes in the current status, unless they are

the last movement for the organ concerned. The status, as of the date of the movement, must also comply with the
above workflow for movements in the past.

After deletion of a movement entered previously, the system recalculates the current status of the waiting list.

Fresenius Medical Care Therapy Support Suite — Software version 1.9 — Revision 2/05.21 379


../IMG/transplant_005.jpg

Chapter 20: Optional module: Transplant

The second part of the Waiting list section contains the patient-related information that has to be compiled by the
user. The patient's waiting list can be modified when at least one organ is in a status other than Excluded(1,2,3).

¥ || Thompson , Josie [166334] X  Configuration parameters

Scheduled exams

Medical histories External reports +

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ | @

Waiting list

Clinical note

Patient waiting list movement

? Date Waiting list status Organs Comment
25 Feb 2015 11:33  Excluded for transplant  Kidney
25 Feb 201511:33  Included Heart
25Feb 201511:32  Included Kidney
25 Feb201511:31 Pre-study Kidney, Heart
4 records found
Candidate data Anti-hla ac rate Clinical evaluation Diagnostic tests
Urgency High
Rh neg
Candidate suitability
Suitability with HCV donor
Suitability with double transplant
Immunity
Number of pregnancies
Number of blood transfusions
HLA
A A3 A2
B 82 81
DR D& 2 DR 1
ba
Programs
Program Included
Combined v
From living
Hev
HIV
Immune
Injury risk increased
Injury risk non-calculable
Pre-emptive
Urgent v

Dialysis situation

Blood group B

Suitability with asystolic donor

Number of abortions

Virus serology
and others

Negative Positive
HBs Ag
HBs Ab
HBc Ab
HBV DNA
HCV
PCR HCV
HIV
CMV 1gG
Epstein-Barr
Herpes Zoster HZV-IgM
Herpes simplex
VDRL
AclgG anti T Pallidum
Ac 1gG anti Toxoplasmosis
Mantoux

Quantiferon

Unknown

There are 5 tabs:

= Candidate data: contains information about the patient. It should be noted that, if already present, the Blood
group and Rh Factor are automatically recovered by the system from the patient's medical data. If no values
are available, the user must enter these two items of information before saving the waiting list, and the system

will also automatically enter the corresponding values in the Medical data section.

= Anti-HLA AC rate

= (Clinical evaluation

= Diagnostic tests: shows the patient's diagnostic tests performed since the date of the creation of the first

waiting list status change movement.

=  Dialysis situations: shows the current clinic, patient status, dialysis status, date of first dialysis and time passed

since first dialysis.
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20.1.2 TRANSPLANT

This section shows all information relating to transplants and immunosuppressive therapy.

¥ | |Thompson , Josie [166334] X | Configuration parameters Scheduled exams Medical histories External reports +

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ | @

Transplant
Kidney Kidney (Second) Pancreas Heart Liver
Status Functioning
Survival time 4 years 6 months
Waiting list status Excluded for transplant Excluded for transplant Excluded Included Excluded
Donor lohnston Emma
Transplant number 1
Actions —
Add failure...
Transplant history
? Date Event type | Organs

25 Feb 2015 11:33 Transplant Kidney
1 record found

Immunosuppressive therapy || Timeline

Immunosuppressive therapy

Show current drug only

? Status | From To Drug / Active ingredient | ATC code | Dosage this week | Dosage and frequency | Next administration Doctor's name

The first part of the section contains the Transplant summary divided by organ. The information displayed is:

= Status: shows the status of the transplant. It can have the following values: “Functioning” or “Failed”.

= Survival time: shows the time which has passed since the transplant was performed. If the transplant has failed,
it shows the length of time from the performance to the failure of the transplant.

=  Waiting list status: shows the current status of the waiting list.
= Donor: shows the donor of the organ.

= Actions: shows the actions which can be taken. The user can display the information about the transplant and,
if the transplant is in "Functioning" status, enter its failure.

The “Transplant history” table shows all the events relating to the patient's transplants. Clicking each individual line
allows the user to view the data relating to the transplant (or its failure).

The drugs administered to the patient as immunosuppressive therapy can be viewed in the “Immunosuppressive
therapy” table. These drugs can also be viewed in the "Home therapy" part of the Pharmacological prescription
section.

Pressing the "Add New" button enables the user to add a new drug for use in the immunosuppressive therapy. For
instructions on the correct entry of the new therapy see the specific section.
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20.1.2.1 ADDING A TRANSPLANT

A new transplant can be entered by clicking the "New transplant" button.

Transplant data

A Thompson , Josie Sorn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up | @
Tansplant dta oo | _swe o srororvmpin: |
Date | 24/09/2019 14:38 ] centre [ con =]
Protocol l oo E]| Transplant number |2 |
Responsible doctor ‘ Responsible doctor E” Donor Johnston Emma DonorCode 2 X E”
Organs HM Dead 1 Available [Z” Type I ect one entr E”
|
‘ Receiver and donor i Heart || Induction the’rapvr QOther information’ 'Rejeclions Antibodies ‘ Test schedu!ingr
I; w
| | Receiver | Donor | Match HLA | Mismatch HLA
‘ A [ A3; A2 [ AL A2 [ [
‘ |82;81 82;83
I DR [ DR2; DR1 DR1; DR3
|| pa | | pa2; bas j |
I; Virus serology Receiver PRA results
| and others
Receiver ‘ Donor ‘ 2t | | 2l
| HBs Ag @ Negative @ Maximum | | % (0-100)
| | HBs Ab Negative E Negative @ Receiver medical data
HBc Ab Negative @ Negative E Receiver weight ISO ‘ Ke (10-299.9)
Il HBV DNA E] E Receiver body mass index 17.72 Kg/m*
j HCV E Negative E EomiEnk
| | PCRHCV E Negative E‘ E
HIV Negative @ Unknow E I
‘ CMV IgG Negative @Negaﬁve E
j Epstein-Barr E Negative E
| | Herpes Zoster HZV-IgM E E
Herpes simplex E] Negative E
‘ VDRL Negative Eunknow EI
: AclgG anti T Pallidum Negative E Unknow E
| | AcIgG anti Toxoplasmosis E Unknow EI
Mantoux @ Unknow E
‘ Quantiferon El El

To enter a new transplant, the Donor must be defined.

Lastname| earch 0“ Firstnamel,f 0‘|
Donor !vpe| E” Donovcodel e O.I
?i Last name | Second last name | First name | Donor code
|Show Details| Freeman Mason  DonorCode 1
[show Details| Johnston Emma DonorCode 2

2 records found
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All donors for which the donor data have been entered and who may have at least one organ in “Available” status are

displayed. If a patient is defined as receiver in the data of a living donor, the latter is set as donor by default.

After setting the donor, the user must set the organs involved in the transplant. All the organs of the selected donor

which are in "Available" status are shown.

Transplant data

A Thompson , Josie 5o 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up | @
Transplant data m l
Date | 24/00/2019 1438 ] cenre [ [
Protocol | Protoco E|| Transplant number |2 I
Responsible doctor [ 5 docto, [E” Donor Johnston Emma DonorCode 2 X \E[]
Organs d . E|E] Type | e select one ent E]l
£3
= — —— Heart Dead 1 Available =
Receiver and donor J‘E”Sijﬂ E'EE?‘,'A;‘)‘ Kidney Dead 3 Right Avail Test scheduling ‘
HLA Liver Dead 4 Available
\v Receive: Fancess Desd Dihvaliahie \ Match HLA Mismatch HLA
1 A [ a3; 22 \ AL; A2 | [
(8 [82;81 82,83
o |oR2;0R1 (Dr1;0R
|pa |paz; pas |
| Virus serology Receiver PRA results
and others
‘ ' | Receiver ‘ Donor ‘ = | ‘ i
‘ HBs Ag ﬂ Negative ﬂ Maximum I ‘ %0100}
‘ HBs Ab Negative E Negative E Receiver medical data
. p— E p— E Receiverweight |50 | % 10-2599)
HBV DNA E @ Receiver body mass index 17.72 Kg/m?
Hev [+ ][ Negative []] fomment
PCR HCV E Negative E E
HIV Negative E Unknow E !
CMV 1gG Negative @ Negative @
Epstein-Barr @ Negative ‘j
‘ Herpes Zoster HZV-IgM @ @
Herpes simplex E] Negative @
VDRL Negative E] Unknow @
‘ AcIgG anti T Pallidum Negative @ Unknow E
‘ Ac IgG anti Toxoplasmosis E Unknow E
Mantoux E Unknow @
Quantiferon @ E[

The transplant may involve one or more organs. The system signals a warning if the selected organ is not in "Included"

status in the waiting list:

S et

Ir |
0| kioney Dead3 Fiaht Avaitabie [+ ]|[%]

#3 This organ is not included in the patient waiting list [150032]

Organs

An error is signalled if the user selects an organ for which a still functioning transplant has already been entered:

o = |
Organs mdl{idnev Live 1 Left Avgilabie BIE

% This organ is not included in the patient waiting list [150032]

- - E3For kidney we already have two functioning transplants [160002] |-
| Induction t# — —~ —~ —~
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To enter a transplant, the following tabs must be compiled:

= Receiver and Donor: this tab allows comparison of the HLA and Serology between receiver and donor. Other
information about the donor and receiver is also available.

= |Induction therapy: this tab is used to enter the number of cycles of Plasmapheresis and add one or more drugs

= Rejections: this tab allows one or more rejections to be entered. Each rejection includes general information
such as Date, Interval elapsed from transplant, Type and Category, and one or more Therapy cycles can also
be added to the rejection. Each Therapy Cycle has Date, number of Immunosorbent cycles and number of
Plasmapheresis cycles and one or more drugs can be associated to each therapy cycle

Receiver and donor || Kidney | Induction therapy | Other information || Rejections | Antibodies || Testscheduling

Rejections

? Date Interval from transplant Type Category
18 Aug 2015 00:00 5 months 22 days Acute Cellular
1 record found
Date 18 Aug 2015 00:00 Interval from transplant 5 months 22 days
Type Acute Category Cellular

Therapy cicles

Date 18 Aug 2015 Immunosorbent cycles 1
Plasmapheresis cycles 1
Rejection therapy
? Status From To Drug / Active ingredient ATCcode | Dosage this week | Dosage ¢
Active 18 Aug 2015 Mitopep - Nunpan A02BCO1  35.00 mg/ml 5 mg/m

1 record found

Comment

= Other information: this tab contains any information about histological tests and information about
complications.

=  Antibodies: this tab contains a list of one or more antibodies, each of them comprising a Date and the values
of the class 1 and 2 HLA Antigen

= Test scheduling: this tab is used to schedule instrumental tests on the patient.
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A tab is then dynamically added for each organ involved in the transplant:

Transplant data X

A Thompson , Josie Sorn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up g
Transplan dta T
Date [ 24/09/2019 1441 ] centre | =]
Protocol [ El Transplant number [2 I
Responsible doctor l 5 ¢ = ‘ Donor Johnston Emma DonorCode 2 X Dl
Orgars [m Dead1 Availoble EH {lype ‘ ee E”
[ Kigney Dead 3 Right Available E]‘
|Liver Deods Availaie -]
\Pancreas Deod 5 Avoilable E‘
Receiver and donor | Kidney | Pancreas | Liver | Heart || Induction therapy | Other information || Rejections || Antibodies || Test scheduling
HLA
[ Receiver Donor Match HLA Mismatch HLA
A A3; A2 AL; A2 | |
B [ Bi; B1 82;B3
DR [ DR2; DR1 [ DR1; DR3
ba ' |ba2; pas
Virus serology Receiver PRA results
and others i i ‘ ‘ e l I % (0-100)
Receiver Donor |
HBs Ag ﬂ Negative ﬂ Mt l | (0 S100)
HBs Ab Negative E Negative @ Receiver medical data
et r— ] hewne E Receiverweight |50 | te 10-2099)
HBV DNA @ @ Receiver body mass index 17.72 Kg/m*
HCV El Negative E[ o
[ PCR HCV E Negative @ E]
HIV Negative El Unknow E[ ’ ‘
CMV 1gG Negative @ Negative ﬂ —
Epstein-Barr El Negative E[
[ Herpes Zoster HZV-IgM E @
Herpes simplex E] Negative E
VDRL Negative E[ Unknow E
AclgG anti T Pallidum Negative E Unknow EJ
v Ac IgG anti Toxoplasmosis m[ Unknow m‘[

Saving a transplant triggers the following changes:

=  The Transplant summary is recalculated. The organs involved in the transplant are set in "Functioning" status
= The “Transplant history” table is updated with the addition of a "Transplant" event.

= |f the transplant involves a live donor, a movement which changes the donor's dialysis status is created. The
new status set is “Donor”

= A movement which changes the receiver's dialysis status is created. The new status set is “transplant follow-

”

up

= Foreach organ involved in the transplant, a movement is entered in the “Waiting list” which changes the status
to “Excluded for Transplant”

= For each organ involved in the transplant, the organ's status is changed from "Available" to "Transplanted" in
the donor's data.

The system also allows past transplants to be saved for the management of any historic records. In this case, if the
transplant entered is not the last in chronological order at the level of the individual order, saving the transplant does
not cause any change in the Transplant summary.
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20.1.2.2 ADDING A FAILURE

A transplant failure can be entered by clicking the "New Failure" button. Unlike a transplant, a failure is added at the

individual organ level.

Transplant failure
/\ Thompson , Josie Sorn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up @

Transplant failure
Date | 24/09/2019 1438 =] Organ  |Kigney Dead? Lep
Transplanted E]
Cause of failures [ | Transplantectomy performed | Please select \Z”
Transplantectomy date l dd/mm/yyyy hh:mm %| Transplantactomy type ’ - elect one € |Z”
Comment
[

To save a failure, the user must define the organ involved in the failure and specify the cause of the failure.

Saving a failure triggers the following changes:

The Transplant summary is recalculated. The organ involved in the failure is set in "Failed" status

= The “Transplant history” table is updated with the addition of a “Failure” event.
= A movement is entered in the “Waiting list” which changes the status to “Pre-Included”

=  For each organ involved in the transplant, the organ's status is changed from "Transplanted" to "Failed" in the
donor's data
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20.2 TRANSPLANTS - CLINICAL SECTION

20.2.1 DONOR DATA

The "Donor data" section allows the user to manage organ donors within the system.

Default Clinic
Donor data [ new [ oponea [ pom
Last name[ o ‘ First namei o, ‘
Donor WDE‘ [z” Donor codeE o,

? Last name | Second last name  First name | Donor code | Creation date | Donor type
Freeman Mason DonorCode1 25Feb2015 Live donor
Johnston Emma DonorCode2 25Feb 2015 Dead donor

2 records found

A new donor can be entered by clicking the "New" button.
The system manages two types of donor:

= Live Donor

=  Dead Donor
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20.2.1.1 LIVE DONOR

To enter a live donor, the “Donor type” field must be set at “Live donor”. In this case, the live donor must be a patient
already present in the system. All patients for whom the dialysis status is set as “Donor candidate” are candidates.

Default Clinic

Donor data ENEN (>]=)

Creation date 25 Feb 2015 Donor code DonorCode 1
Donor type Live donor Class of donor Class 2
Donor Mason Freeman Receiver
Immunological relationship Relationship
Medical data
Height 178 cm Weight 76.0 Kg
Blood group 0 Rh factor neg
Diabetes No Hypertension
HLA Serology and
A Al A others
Negative Positive | Unknown
B 82 B3 HBs Ag J - e
DR DRI DR 2 His Ah | @
DQ 0a 1 Dbg 2 s 2 2
HBV DNA
HCV D
PCR HCV | Ol
HIV [ ®
CMV IgG J 2 S
Epstein-Barr | [ | O
Herpes Zoster HZV-IgM |
Herpes simplex U
VDRL ®
AclgG anti T Pallidum | 0
Ac IgG anti Toxoplasmosis | o
Mantoux °
Quantiferon
Organ availability
? Organ Organ code Right or left Status
Kidney Livel Left Available

1 record found

Comment

If the "Designer" role is enabled, the "Immunological Relationship", "Donor class" and "Relationship" field values
(selectable through the drop-down menu) can be customized by clicking on the small pencil icon displayed inside the
relevant field. More details can be found in section 4.5.1 of the "TSS Service Manual".

The system also checks that the donor and receiver are not the same patient.

Creation date l 24/09/2019 @‘ Donor code |DoerCode]l I

Donor type Live donor E‘ Class of donor !—EIJ

Donor E3 | Mason Freeman x [ I Receiver Mason Freeman X D_|

Immunological relationship @ Relationship B3 Donor and receiver have to be different [150010]
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If values are already entered in the height, weight, blood group and Rh factor fields, these are the data already
entered in the patient's medical data section. If the user modifies one of these fields and saves the donor's data, the
system asks the user if he also wishes to update the medical data.

I waming: 150021

Do you also want to update weight, height, blood group and Rh factor for the patient medical data?

20.2.1.2 DEAD DONOR

To enter a dead donor, the “Donor type” field must be set at “Dead donor”.

Default Clinic
Donor data EEETE 0 O
Creation date 25 Feb 2015 Donor code DonorCode 2 |
Donor type Dead donor Class of donor Class1
Administrative data
First name Emma Last name Johnston
Second last name Gender Female
Date of birth 23 Sep 1938 Donor age 76 Years
Date of donation 25 Dec 2014 Generating centre Hospital One - Defoult Clinic
Medical data
Cause of death Death type Brain death
Height 165 cm Weight 59.0 Kg
Blood group AB Rh factor pos
Diabetes Hypertension
HLA Serology and
others
A Al A2
Negative Positive Unknown
B B2 B3 HBs Ag . ) =
DR DRZ DR 3 HEs Ab ) 3
— a3 HBc Ab 3
A - = HBV DNA 5)
HCV B,
PCR HCV ® ®
HIV : 3
CMV IgG )
Epstein-Barr D 3
Herpes Zoster HZV-IgM 2
Herpes simplex ®
VDRL O
Ac IgG anti T Pallidum
Ac 1gG anti Toxoplasmosis S
Mantoux ® S
Quantiferon ®
Organ availability =
? } Organ | Organ code Right or left | Status
Heart Dead 1 Available
Kidney Dead 2 Left Transplanted
Kidney Dead 3 Right Available
Liver Dead 4 Available
Pancreas Dead 5 i

In this case the user must enter the administrative data (first name, last name, second last name, gender, date of
birth).
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The user can also enter medical data such as weight, height, blood group, Rh factor, etc. for dead donors.

The system shows a warning message if a dead donor with the same first name, last name, second last name and date

of birth is already present.

Administrative data
Firstname ) lEmma ‘ tastname B IJohnston l
Sacond last name A dead doner with the same firstname, lastname, second lastname and birth date is already (150043] E”
present
Date of birth [} ] 23/09/1938 H.t” Donor age 81 Years

‘ ad/mm/yyyy %l Generating centre I Ge Ent |E”

Date of donation

If the "Designer" role is enabled, the "Donor Class", "Cause of Death" and "Type of Death" field values (selectable
through the drop-down menu) can be customized by clicking on the small pencil icon displayed inside the relevant
field. More details can be found in section 4.5.1 of the "TSS Service Manual".

The other information present in this section, relevant for the donor (whether live or dead) is the HLA and Serology.
This information will be compared with the receiver's details during creation of the transplant.

The user must add the donor's transplantable organs in the organ availability section.

Organ availability X

own @ o]
Ovgan code I Status New
Heart
City Kidney Hospital l ospit EI
Organ history Liver
& Date Comment Pancreas
No data
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For a live donor, only a single Kidney can be transplanted (specify whether right or left)

For a dead donor, the following organs are transplantable:

=  Kidney (specify whether right or left or whether both can be donated)

= Liver
= Heart
=  Pancreas

When one or more organs are added and the donor's data have been saved, the organs are set in "Available" status.

Organ availability

? Organ Organ code Right or left Status
Kidney Live 1 Left
1 record found

Available

For each organ involved in a transplant, the organ's status is changed from "Available" to "Transplanted"

Organ availability

? Organ Organ code Right or left Status
Heart Dead1 Available
Kidney Dead 2 Left Transplanted
Kidney Dead 3 Right Available
Liver Dead 4 Available
Pancreas Dead 5 Available

5 records found

In the event of the failure of a transplant, the status is set as “Failed”

Organ availability

? Organ Organ code Right or left Status
Heart Dead 1 Transplanted
Kidney Dead 2 Left Transplanted
Kidney Dead 3 Right Transplanted
Liver Dead 4 Transplanted
Pancreas Dead5

Failed
5 records found
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20.2.2 CLINIC WAITING LIST

The "Clinic waiting list" section shows all the information concerning the status of the waiting lists of all the clinic's

patients.
v Configuration parameters Medical histories External reports Clinic Home Page X [ =+ |
* Default Clinic |
| Clinic waiting list |
| status Total Kidney Pancreas Heart Liver
| Pre-included 0 0 0 0 0
Pre-study 0 0 0 |0 0
Under study 0 0 0 |0 0
Temporarily excluded 0 0 0 |0 0
Excluded 42 10 1 ‘ 10 1
Excluded for transplant 1 1 0 [0 0
Included 1 0 0 |1 0
Call as reserve 0 0 0 |0 0
Al Status 44 11 1 [11 1
| Clinic waiting list filter
Candidate status| [] Organ| [
Paﬁentl |E| I
? ‘ Organ | Patient code | Last name | Second last name First name \ Waiting list status [ Pau'e:;r—
Heart 39807 Aitken Lambert David Excluded (;0 Febmary 2015[ Hew11
Heart 399439 Brennan Nicholas Excluded (10 February 2015) Hen‘
Heart 3478 Freeman Mason Excluded (25 February 2015) Doq‘
Heart 93710 Hartley Sarah Excluded (10 February 2015]V Hen‘
Heart 16821 Metcalfe Jonathan Excluded {10 February 2015) Hem
Heart 63416 Middleton Mary Excluded (10 Februar; 2015]7 Herﬁ
Heart 39841 Moore Eleanor Excluded {10 February 2015) Hem
Heart 47829 Morton Katherine Excluded (10 February 2015) Hem
Heart 137560 Newman Noah Excluded (10 Februar\( 2015], Amq
Heart 72362 Saunders Benjamin Excluded (10 February 2015) Perit
Heart 166334 Thorqpson Josie Included (gs FebruaryﬁZOlS)r Trarji
Kidney 39807 Aitken Lambert David Excluded (10 February 2015) Hen‘
Kidney 399489 Brennan Nicholas Excluded (10 Februar\( 2015[ Hen}‘
Kidney 3478 Freeman Mason Excluded (25 February 2015) Don:
Kidney 93710 Hartley Sarah Excluded (10 February 2015) Hem
Kidnéy 16821 Metcalfe Jonathan Excluded (10 Febmar\; 2015]' Henj
Kidney 63416 Middleton Mary Excluded (10 February 2015) Hem
Kidne’y” 39841 Moore EIea’r’\VOr Excluded (10 Februar; 2015]7 Hel;ﬁ
Kidney 47829 Morton Katherine Excluded {10 February 2015) Hem
Kidney 137560 Newman Nozh Excluded (10 February 2015) Amb
Kidney 72362 Sadnders Enjamin Excluded {10 Febr\;;;y 2015) g‘l
Kidney 1§6334 Thompson ) Josie Excluded for transplar{( (25 F'ebruavv 2015) Trar!i
Liver 39807 Aitken Lambert David Excluded (10 February 2015) Hem
Liver 399489 Brennan Nicholas Excluded (10 Februar; 2015]7 Hel;i
| Liver 3478 Freeman Mason Excluded 7(725 Februan( 2015]7 Dorl ‘
| 44 records found

The “Statistics” table indicates the number of patients in a given waiting list status for a given organ.
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When the user clicks on a box in the "Statistics" table, the system automatically sets the filter of the view underneath
so that only the patients who meet the required conditions are displayed.

[ el ‘ ‘ @onﬁguraticm parameters Medical histories \ mernal reports 1 Clinic Home Page

Default Clinic

Clinic waiting list

Statistics

Status Total Kidney Pancreas Heart Liver

Pre-included 0 0 0 0 0

Pre-study 0 0 0 0 0

Under study 0 0 0 0 0

Temporarily excluded 0 0 0 0 0

Excluded 42 10 1 10 1

Excluded for transplant 1 0 0 0

Included 15 0 0 1 0

Call as reserve 0 0 0 0 0

All Status 44 11 1 11 1

Clinic waiting list filter

Candidate status | Excluded E" Organ l Heart EIJ
Patient | Farient =

? | Organ i Patient code : Last name ; Second last name \ First name ‘ Waiting list status i Patient
Heart 39807 Aitken Lambert David Excluded (10 February 2015) Hemoc
Heart 399489 Brennan Nicholas Excluded (10 February 2015) Hemoc
Heart 3478 Freeman Mason Excluded (25 February 2015) Donor
Heart 93710 Hartley Sarah Excluded (10 February 2015) Hemoc
Heart 16821 Metcalfe Jonathan Excluded (10 February 2015) Hemoc
Heart 63416 Mi n Mary Excluded (10 February 2015) Hemoc
Heart 39841 Moore Eleanor Excluded (10 February 2015) Hemoc
Heart 47829 Morton Katherine Excluded (10 February 2015) Hemoc
Heart 137560 Noah Excluded {10 February 2015) Ambul:
Heart 72362 Saunders Benjamin Excluded (10 February 2015) Periton

10 records found
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21 OPTIONAL MODULE: EUROTRANSPLANT

21.1 EUROTRANSPLANT DATA

21.1.1 TRANSPLANT ADMINISTRATIVE DATA OVERVIEW

The Eurotransplant section shows all the patient's significant data for Eurotransplant, and comprises 3 screens,
divided into TABs:

= Administrative data overview: shows general administrative data of relevance for Eurotransplant
= Patient history summary: shows the patient's medical history data valid for Eurotransplant.
=  Transplant examinations: shows the list of the examinations performed for Eurotransplant.

=  The Administrative data overview screen contains various fields containing the patient's details, others
editable and relating only to Eurotransplant and others read-only and taken from the Administrative data
section (red box).

A\ Thompson , Josie 5orn 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up I{j (]

Eurotransplant data m

£ Transplant administrative data overview l‘ Transplant anamnesis data overview ” Transplant examinations 1

Next general evaluation I 24/02/2017 %I -
Comment
E)
Referred hospital Hospital Three X [EI | ) Transplantation status [ |Transplantation status 1 ﬂ O
Last name Thompson First name Josie
Birth name Date of birth 23 Oct 1950
Gender Female Ethnicity
Street 92 Ponteland Rd Postcode €B1082C
City HOWLETT END Nationality
Patient Tel: Home Patient Tel: Home (2)
Patient Tel: Work Patient Tel: Mobile
Insurance company name Nat. Insurance number 654321
EDTA number
Comment on tr ion status
E
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=  Apart from the standard validation originating from the type of value stored, some fields in the Eurotransplant
section have additional validation arising from the period of validity of the field itself.

= To allow some data to be constantly updated, for some fields the date of the latest change is saved and a
validity period is set.

=  Once the current date is after the expiry date of the field, a validation warning appears on the field concerned.

= The period of validity of these fields can be defined in the Master Data section and can be specific for a defined
“Referral hospital” and are valid for all the patients (see section 4.2.12 of the Service Manual).

We will now take a detailed look at this new type of validation:

=  When the Eurotransplant section relating to a patient is opened for the first time, the fields are empty, with no
validation

/\ Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ | @

Eurotransplant data

£l Transplant administrative data overview || Transplant anamnesis data overview || Transplant examinations

Next general evaluation 24/02/2017 %I
Comment
Referred hospital Hospital Three X D‘ Transplantation status [l |Transplontation status 1 [z”
Last name Thompson First name Josie
Birth name Date of birth 23 Oct 1950
Gender Female Ethnicity
Street 92 Ponteland Rd Postcode €B1082C
City HOWLETT END Nationality
Patient Tel: Home Patient Tel: Home (2)
Patient Tel: Work Patient Tel: Mobile
Insurance company name Nat. Insurance number 654321
EDTA number
Comment on tr  status
E
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= |Inthis phase the fields with expiry dates cannot be distinguished, so fill in the editable fields in the Transplant
Administrative Data Overview screen and save them.

=  Aclock icon now appears next to the Transplant status field, indicating that this field has an expiry date. This
icon is a button, which opens a pop-up menu with 3 values: Last modification date, Modified by and Expiration
date.

¥ || Thompson , Josie [166334] X | Eurotransplant settings +

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ ] @

Eurotransplant data m

Transplant administrative data overview || Transplant anamnesis data overview || Transplant examinations

Next general evaluation 24 Feb 2017
Comment
Referred hospital Hospital Three Transplantation status Transplontation status 1
Last name Thompson Last update date 03 Jun 2019 09:26
Birth name Modified by demouser
Gender Female Expiration date
Street 92 Ponteland Rd Postcode €810 82C

City HOWLETT END Nationality

Patient Tel: Home Patient Tel: Home (2)

Patient Tel: Work Patient Tel: Mobile

Insurance company name Nat. Insurance number 654321
EDTA number

Comment on transplantation status

= The Last modification date is the date when the field was last changed/set, Modified by contains the user who
last changed/set the field and the Expiration date is the sum of the Last modification date + Validity period of
the field, set in the Master Data section.

=  No validity period has been set for the Transplantation Status, so the Expiration Date is empty and the
validation is ineffective.

= |f a validity period of 5 days is set for the Transplantation Status in the Master Data section, the situation will
be as follows

¥ | |Thompson , Josie [166334] Eurotransplant settings X |+

Global master data

Eurotransplant settings Set default for all m :]

'Eurotransplant settings' has been saved successfully

Eurotransplant settings list

Field Field for expiration date calculation Valid for| Type Referred hospital| Use as default
Transplantation status Self 5 Days v
Transplantation status Transplontation status 1
Last update date 03 Jun 2019 09:26
Modified by demouser
Expiration date 08 Jun 2019 09:26
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= At this point the validation becomes effective and the value is accepted because the current date has not
exceeded the expiration date (in fact, no warning icon is displayed).

= If no change is made to this field for 6 days, on the sixth day this situation will arise.

v | Thompson , Josie [166334] -+

/\ Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ ] @

Eurotransplant data m

Bl Transplant administrative data overview || Transplant anamnesis data overview | Transplant examinations

Next general evaluation 24 Feb 2017
Comment
Referred hospital Hospital Three Transplantation status [} | Transplontation status 1
Last name Thompson First nar[ 3 ‘Transplantation status' has expired for this patient [170000]
Birth name Date of birth 23 Oct 1950
Gender Female Ethnicity
Street 92 Ponteland Rd Postcode €810 82C
City HOWLETT END Nationality
Patient Tel: Home Patient Tel: Home (2)
Patient Tel: Work Patient Tel: Mobile
Insurance company name Nat. Insurance number 654321
EDTA number

Comment on transplantation status

= In this case, we can see that the expiration date validation has failed for this field. The validation is a warning
and does not prevent saving of the form.

=  The warning informs us that the value we have added is "out of date", so it must be updated so that it is more
recent and therefore more reliable. In this case, we can switch to form edit mode and select the new value
corresponding to the current date (if the value is still the same, simply select another one and them reselect
the current one).
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= The validation now disappears and the latest update date will be the current date.

~ || Thompson, Josie [166334] ||+

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ g

Eurotransplant data m

Transplant administrative data overview || Transplant anamnesis data overview | Transplant examinations

Next general evaluation 24/02/2017 %‘
Comment
Referred hospital | Hospital Three X D ‘ Transplantation status Transpiantation status 1 E”
Last name Thompson Last update date 03 Jun 2019 09:26
Birth name Meodified by demouser
Gender Female Custom expiry date
Street 92 Ponteland Rd Expiration date 08 Jun 2019 09:26
City HOWLETT END
Patient Tel: Home Patient Tel: Home (2)
Patient Tel: Work Patient Tel: Mobile
Insurance company name Nat. Insurance number 654321
EDTA number
Comment on tr ion status

| 2

= The pop-up menu therefore shows the current date as the Last modification date and the new Expiration date;
there is no longer a warning on the field, so once the form has been saved the field will be updated correctly.

=  To allow the warning to be eliminated even if the up-to-date value is not available for the patient, the user can
extend the expiry date of the field concerned for the current patient only, without changing the field's validity
period (which can be set from the Master Data section), since this applies to all the patients.

= To do this, set the new expiry date in the Custom expiration date field in the pop-up menu.

~ || Thompson , Josie [166334] ||+

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ [

Eurotransplant data m

Transplant administrative data overview || Transplant anamnesis data overview | Transplant examinations

Next general evaluation 24/02/2017 %‘
Comment
Referred hospital | Hospital Three x [ ‘ Trar onstatus | ion status 1 [L”
Last name Thompson Last update date 03 Jun 2019 09:26
Birth name Modified by demouser
Gender Female Custom expiry date
Street 92 Ponteland Rd Expiration date 07 Jun 2019 00:00
Patient Tel: Home Patient Tel: Home (2)
Patient Tel: Work Patient Tel: Mobile
Insurance company name Nat. Insurance number 654321
EDTA number
Comment on tr ion status
| 2

=  The Expiration Date will now be the same as the Custom Expiry Date just set, and the warning will therefore
disappear. The form must be saved to render the changes effective.

= In some case it will be necessary to delete the Custom Expiry Date to enable the validity period set at the

general level to regain control of the Expiration Date. This can be done by clicking the Reset Custom Expiration
Date button in the pop-up menu.
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To set and reset the Custom Expiry Date, the user must have been awarded the necessary rights by means of
FME User Management and the form must be in Edit mode.

~ || Thompson,, Josie [166334] ||+

/A Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up !E ‘ (]

Eurotransplant data m m
Transplant administrative data overview || Transp is data overview H
Next general evaluation l 24/02/2017 %J )
Comment

=)
Referred hospital Hospitol Three X E” & Transplantation status Transpiantation status 1 |Z“ @
Last name Thompson Last update date 03 Jun 2019 09:26 |

Birth name Modified by demouser

Gender Female Custom expiry date da/mm/yyyy hh:mm %
Street 92 Ponteland Rd Expiration date 08 Jun 2019 09:26

City HOWLETT END
Patient Tel: Home
Patient Tel: Work
Insurance company name
EDTA number

Comment on transplantation status

Patient Tel: Home (2)
Patient Tel: Mobile

Nat. Insurance number 654321

B

When in Master Data the settings are that the expiration date is calculated based on the value of another
field instead of the last change date of the field itself (see section 4.2.12 of the Service Manual), the popup
will show the last update date (which in this case is not used for the calculation of the expiration date) and

the value of the defined field.

¥ || Thompson, Josie [166334]
| Global master data
1 Eurotransplant settings

Eurotransplant settings X |+

coemror] o pone |

‘Eurotransplant settings' has been saved successfully

Eurotransplant settings list

Field ‘ Field for expiration date calculation

Valid fori Type

[ Referred hospital| Use as defaut|

Transplantation status

Next general evaluation

5 Days

v

v || Thompson , Josie [166334] X  Eurotransplant settings T

A': Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up ED ‘ Q

Eurotransplant data ES
‘ [ Transplant administrative data overview HTr‘ans_plan} anamnes!s data « ,__‘:_,_ ‘ 1 5
Next general evaluation 24/02/2017 % [
Comment
[
Referred hospital Hospital Three x E] l & Transplantation status [} |Transpiantation status 1 [Z“ C)I
Last name Thompson Last update date 03 Jun 2019 09:26
Birth name Modified by demouser
Gender Female Next general evaluation 24 Feb 2017 00:00
Street 92 Ponteland Rd Custom expiry date da/mm/yyyy hh:mm %|
City HOWLETT END Expiration date 01 Mar 2017 00:00

Patient Tel: Home

Patient Tel: Work

Pa

Patient Tel: Mobile

Insurance company name Nat. Insurance number 654321
EDTA number
Comment on ion status
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=  Expiry date management and validation is possible for all Eurotransplant section fields with the clock icon
beside them, exactly as described for the Transplantation Status field.
For fields with the icon of the human figure next to them, only the user who made the last modification to the
field is saved, with no date validation system.

Referred hospital Hospital Three h

Modified by Demo User

21.1.2 TRANSPLANT PATIENT HISTORY SUMMARY

The central tab of the Eurotransplant section contains a number of fields relating to the patient's medical history.
Many of these data must be kept constantly up to date, and their expiry date is therefore managed exactly as for the
Transplantation Status, as described in the previous point (blue box).

Here again, there are some read-only fields, taken from the patient's Medical Data (red box).

v | Thompson, Josie [166334] X || Eurotransplant settings +

/\ Thompson , Josie Born 23/10/1950 (68y) GenderQ Cod. 166334 Status Active/Transplant follow-up [ ] @

Eurotransplant data m

Transplant administrative data overview | Transplant anamnesis data overview || Transplant examinations

Next general evaluation da/mm/yyyy %I

Comment

Haemodialysis ‘ @®ves ONo ‘ I

I Peritoneal dialysis @®Yes ONo

iz 1@

Date of first dialysis after
transplantation

Blood group B Rh factor ccDEe pos
1
Renal diagnosis for transplantation E | Renal diagnosis for transplantation
(ICD10)
e
&
Allergy list
%P | Date Allergy type Allergy type specification Details
24 Feb 2017 Animals
23 Feb 2017 Food
2 records found
Patient height 168 cm Patient weight 50.00 Kg
Body mass index 17.72 Kg/m*
Residual diuresis ‘ ‘ ml Finding date of residual diuresis ‘ dd/mm, @
(Pre-) Transfusions | ] Pregnancies | |
Previous organ transplants
Organ| Date of first dialysis after transplantation| Reason for loss of function| Date of function loss
+
Potential living donor available l O Yes O No | Bladder capacity ‘ l mil
Malignant pre-existing conditions ‘ | Serious diseases (1) ] QOves ONo '

Serious diseases (2)

Diseases name Diseases date Attachment
[tests | [2/022017 =

=
[test2 | [2102207  FF

=]
+
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Note that this section contains the "Serious Diseases (2)" field, which is a table and has expiry date validation. In this
case the field is considered to have been updated whenever any field of any line of the table is changed, when a new
line (even an empty one) is added or when a line is deleted.

Serious diseases (2)

Diseases name Diseases date Attachment
Jresta 24/02/2017 H
=
Jrest2 | | 2170272017 H
-
+

All table fields with expiry date validation behave in the same way as “Serious diseases (2)”.

21.1.3 TRANSPLANT EXAMINATIONS

The third tab of the Eurotransplant section contains a long list of fields, most of them of table kind, referring to the
patient's examinations (e.g. X-rays, CAT scans, coronary artery angiograms, etc.). All these fields always have to be up
to date, so they all have expiry date validation.

Every line of these examinations has the same structure:

= Date of finding: date field relating to the current line
=  Attachment: any document attached to the line
=  Responsible doctor: doctor responsible for the current line (clinic staff member)

=  Doctor’s assessment: drop down menu configurable from Master Data (see section 4.2.12 of the Service
Manual) containing the physician's evaluation relating to the current line

=  Comment of physician: free text field for entering the physician's comment

=  Modifier of the evaluation section: the user who last updated the "Evaluation of physician" field of the current
line (a value is set automatically by the system)

Thorax X-ray
Date of finding | Attachment Responsible physician| Evaluation of physician; Comment of physician| Modifier of the evaluation section
24 Feb 2017 nursel testl XXX Demo User
22 Feb 2017 nursel testl Yy Demo User

This part of the form contains a series of read-only values taken from the patient’s Laboratory data.

Unlike the administrative data and patient history data, which are unique for the patient, each laboratory parameter
contains a set of fields, some with values and others without, and they are repeated over time. In this section, we
show a subset of these fields (useful for Eurotransplant) with the date of last update for each field.
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Chapter 21: Optional module: Euro transplant

In the form below, we can see that the HBs Ag, HBs Ab Value, HIV status and HIV status (ELISA) values were entered
in the Laboratory data of 17/08/2010, and the HBs Ab in the Laboratory data of 14/04/2009

HBsAc {mu/mL + Alpha)
HBs Ab
Hbc Ab
HBe Ab
HIV2 status
HCV status (RT_PCR)

HCV status (ELISA)} Negative
Cytomegalovirus CMV IgM
Epstein-Barr virus EBV IgM
Toxoplasmosis IgM
Herpes simplex IgG
Herpes zoster HZV-IgG

Homocysteine

402 Fresenius Medical Care

Hbs Ag Negative {17/08/2010)

(14/04/2009) HBs Ab Value 46.80 1U/L (17/08/2010)
HBe Ag

HIV status Negative (17/08/2010)

HCV status (RIBA or western blot}

HCV Rna

(17/08/2010) Cytomegalovirus CMV IgG

Epstein-Barr virus EBV IgG
Toxoplasmosis 126G

VDRL

Herpes simplex IgM

Herpes zoster HZV-igM
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Chapter 22: Appendix

22 APPENDIX

22.1 CHANGE THERAPY MONITOR SESSION PRESCRIPTION

This chapter explains the procedure to be followed to solve the problem caused in case of the following scenario:

= A user creates a new session for a patient on Therapy Monitor, and a 5008 prescription can be downloaded
from the Therapy Support Suite because it is currently scheduled for that patient.

= For some reason it might be necessary to change the prescription for a Therapy Monitor session in order to
work with a 4008 device (for example, a working 5008 device is currently not available at the site).

There are two possible solutions:
If there is no treatment in the Therapy Support Suite, the solution is the following:
=  Create a new prescription in Therapy Support Suite for the desired device (for example 4008)

= Schedule it for the selected patient
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