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Chapter 1: Important information

1 Important information

1.1 How to use the Instructions for Use

Purpose

Identification

Footer

Organization of the
chapters

lllustrations

Importance of the Instruc-
tions for Use

The Instructions for Use include information necessary for installing and
operating the PatientOnLine application.

This manual is intended for:
> First studies

> Reference purposes

The document can be identified by the following information on the title
page and on any label:

> Software version
> Edition of the Instructions for Use

> Part number of the Instructions for Use

The footer contains the following information:

— Company name, e.g Fresenius Medical Care

— Device type

— The English abbreviation for the document type and the international
abbreviation for the document language, for example: IFU-EN refers
to Instructions for Use in English.

— The editorial information, for example 09A-2022, refers to edition
09A released in 2022.

To facilitate the use of documents from Fresenius Medical Care, the or-
ganization of the chapters has been standardized in all manuals. There
may therefore be chapters within this document without any content.
Chapters without content are marked accordingly.

The illustrations used in the documents (e.g. screenshots, photos, etc.)
may differ from the original if this does not have any influence on the
function.

These Instructions for Use are part of the accompanying documents
and thus an integral part of PatientOnLine. They include information ne-
cessary for the use of PatientOnLine.

The Instructions for Use must be carefully studied before attempting to
use PatientOnLine.

Before the responsible organization may start operating PatientOnLine,
the person responsible for the operation must have been instructed by
the manufacturer on how to use the application and must be thoroughly
familiar with the contents of the Instructions for Use.

PatientOnLine may only be operated by individuals who have been trai-
ned and certified in the proper operation and handling of the application.

Fresenius Medical Care PatientOnLine
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Chapter 1: Important information

Changes Changes to the Instructions for Use will be released as new editions or
supplements. The following applies in general: this document is subject
to change without notice.

Reproduction Reproduction, even in part, may only be performed with written appro-
val.

1.2 Significance of warnings

Warning
A Advises the user about

— a hazard for the patient and the possible cause(s) of the hazard

— the consequences of the hazard

and provides guidance (instructions) on how to prevent the hazardous
situation.

1.3 Significance of notes

@, Note
Advises the user that failure to observe this information may have the
following results:
— Damage to the device
— Desired functions will not be executed at all or will be executed in-
correctly

1.4 Significance of tips

Wi, Tip
\@‘ Information providing useful tips for easy handling.

10 Fresenius Medical Care PatientOnLine IFU-EN 09A-2022
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1.5 Identification label

1T— Product: *PRODUCT* 12
2 ——1 Installation key: *INSTALLATION KEY* — 11
33—+ GTIN: (01) *GTIN*

4—f———[5N] @y sw

F40019847/B

5 — Manufacture date: (11) YYMMDD
Version: (8012) *VERSION*

.
Fresenius Medical Care AG & Co.KGaA
Else-Kroener-Str. 1
c E"‘" 61352 Bad Homburg, Germany
. @ +49 6172 609-0
L L

7 8 9

10

Medical Device

Installation key

Unique Device Identification

Serial Number

Manufacture date (build date of the software product)
Version

Follow Instructions for Use

CE mark

9. Manufacturer's address

© N o o kw0 D=

10.Data matrix code with UDI information
11.Global Trade Item Number
12.Product

1.6 Program description

The main objective of the PatientOnLine application is to support the
FME PD product range and to act as a PD Therapy Manager.

1.7 Intended purpose and related definitions

1.7.1 Intended purpose

Acquire, calculate, model, save, display and transfer parameters of dia-
lysis treatments

Fresenius Medical Care PatientOnLine IFU-EN 09A-2022 11
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1.7.2 Maedical indication

Renal insufficiency requiring renal replacement therapy

1.7.3 Intended patient population

For CAPD and APD patients.

1.7.4 Intended user group and intended environment

— PatientOnLine is used by medical personnel (nurses, physicians,
doctors) with the appropriate training, knowledge and experience.

— PatientOnLine is not intended to be used by patients.

— PatientOnLine is developed for the usage within dialysis centers, cli-
nical environments and doctor’s offices.

1.8 Side effects

None

1.9 Contraindications

None

1.10 Interaction with other systems

— APD cyclers: The Patient Card is intended to be the means of trans-
port for the electronic prescription between PatientOnLine and an
APD cycler.

— BCM - Body Composition Monitor: The BCM Patient Card is inten-
ded to be the means of transport between PatientOnLine and the
BCM - Body Composition Monitor.

— External Database Management System (EDBMS): The PatientOn-
Line Data Exchange function allows data import and export from/to
External Database Management Systems.

— Telemedicine Services: PatientOnLine is able to connect to dedica-
ted Telemedicine Services that allow remote data exchange.

12 Fresenius Medical Care PatientOnLine IFU-EN 09A-2022
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1.11 Therapy restrictions

None

1.12 IT Environment

PatientOnLine is a complex medical software application. The client-
server edition works within a hospital IT network that includes applicati-
on servers, database servers, client work-stations, as well as a large
range of network equipments (switchers, routers, plugs, connection ca-
bles, etc.).

There are clear IT requirements (hardware and software) for each com-
ponent of such a complex network.

Details of the IT environment required for the PatientOnLine can be
found in the PatientOnLine Service Manual, Chapter 5 "IT Environ-
ment".

vy Note

\@‘ We recommend a 19" monitor. Resolution should be 1280 x 1024 at
19". Font size should not be scaled but left at normal size (100 %). Ot-
her settings may result in some letters being cut off when displayed.

LT Note

\@l A PC operated within the patient environment must comply with the
standard according to EN 60601-1-1.

1.13 Duties of the responsible organization

The responsible organization assumes the following responsibilities:

— Compliance with the national or local regulations for installation,
operation and use.

— Correct and safe condition of the software.

— Permanent availability of the Instructions for Use.

— Operational IT security:
» Regular check of the events log for suspicious activities
* Keeping the host system, MS SQL servers, and .Net Framework up
to date, including security-related patches
* Applying state-of-the-art standards regarding security for the host
system, MS SQL servers, .Net Framework, and, if applicable,
LDAP servers.
* Ensuring a secure network and host system environment, including
access management to POL-related databases and FIS.
* If necessary: The integrity and authenticity of installation files as
well as installed files can be verified via digital signatures issued by
Fresenius Medical Care.

Fresenius Medical Care PatientOnLine IFU-EN 09A-2022 13
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(LI

\ )

v
>

Note

Data corruption or loss caused by the host system cannot be excluded.
This can lead to malfunctions.

> The system installer must ensure that software data is processed se-
curely, e.g. in third-party PC software applications.

> The network operator must ensure that any data transferred without
encryption is protected.

1.14 Responsibility of the user

The following must be observed when entering parameters:

The parameters entered must be verified by the user, i.e. the user must
check that the values entered are correct. If the check reveals a devia-
tion between the desired parameters and the parameters displayed in
PatientOnLine or on the device, the setting must be corrected before ac-
tivating the function.

The actual values displayed must be compared to the desired values
specified.

1.15 Disclaimer of liability

PatientOnLine was developed for the functions described in the Instruc-
tions for Use.

When installing, operating and using PatientOnLine, the applicable le-
gal regulations must be complied with (e.g. in Germany the Medical De-
vice Regulation (MDR 2017/745) and the MPBetreibV = German regu-
lation for the operation of medical products).

The manufacturer does not assume any responsibility or liability for per-
sonal injury or other damage and excludes any warranty for damage to
the software or the device resulting from incorrect use of PatientOnLine.

1.16 Guarantee/warranty

Guarantee

Warranty

The extent of the guarantee is stipulated in the respective sales con-
tracts.

The purchaser's warranty rights are governed by the applicable legal re-
gulations.

Any use of the device which is not in accordance with its intended use
will void any liability and warranty.

14
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1.17 Warnings

1.17.1 Operation

@

@)

Note

PatientOnLine may exclusively be used by qualified, skilled staff.
Fresenius Medical Care does not assume any responsibility for any fur-
ther use of the PatientOnLine data.

Note

The parameters entered must be verified by the user, i.e. the user must
check that the values entered are correct.

PatientOnLine is available in various versions.

1.18 Reporting of incidents

1.19 Certificates

1.20 SVHC (REACH)

Within the EU, the user must report any serious incident that has occur-
red in relation to the device to the manufacturer according to labeling
(aal ) and the competent authority of the EU member state in which the
treatment is performed.

PatientOnLine is a class Ila medical device according to the Regulation
(EU) 2017/745 of the European Parliament and of the Council of
April 5, 2017 on medical devices.

The current version of the EU Declaration of Conformity will be provided
by your local service support organization on request.

For SVHC information according to Article 33 of Regulation (EC) No.
1907/2006 ("REACH®) please use this page:

www.freseniusmedicalcare.com/en/svhc

E L
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1.21 Disposal regulations

1.22

1.23

1.23.1

Addresses

Manufacturer

International Service

Dispose the product and its packaging in accordance with local disposal
regulations. No special precautions must be taken to dispose the pro-
duct and its packaging safely.

Please address any inquiries to:

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

61352 Bad Homburg

GERMANY

Phone: +49 6172 609-0
www.freseniusmedicalcare.com

Fresenius Medical Care Deutschland GmbH
Digital Services Operations

Else-Kréner-Str. 1

61352 Bad Homburg

GERMANY

Phone: +49 6172 609-7000

Fax: +49 6172 609-7106

E-mail: digital-operations@fmc-ag.com

General Data Protection Regulation (GDPR)

GDPR-related product features

GDPR (General Data Protection Regulation) is a law imposed in the Eu-
ropean Union. The following GDPR-related features are implemented in
PatientOnLine:

— Personal patient data is encrypted in the PatientOnLine database.
Personal patient data refers to the following information:
— Name of the patient (first name, last name, and maiden name)
— Date of birth
— Sex
— Picture of the patient
— Personal identification number
— Addresses of the patient
— Phone numbers of the patient
— E-mail
— Language
— Personal user data is encrypted in the FME User Management da-

tabase (for client-server edition). Personal user data refers to the fol-
lowing information:

16
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— Account name

— Full name

— Password

— Phone numbers of the user
— E-mail

— PIN

— Communication between client applications like PatientOnLine Cli-
ent or FME User Management Tool and the FIS server is encryp-
ted.

— Integrity of all communication is achieved by means of specific tech-
nical features, such as cyclic redundancy check.

— Integrity of PatientOnLine database records is achieved by means
of specific technical features, such as cyclic redundancy check at re-
cord level.

— Personal data is used only if strictly needed, for example in cases
when it is mandatory and vital to correctly identify the patient.

— Patients can request that their personal data is anonymized/deleted
in PatientOnLine. This is achieved by a GDPR-specific menu item
that can anonymize personal patient data or fully delete patient data
in/from the PatientOnLine database.

— Patients can request a printed report of all their personal and medi-
cal data that was processed by PatientOnLine, over any given time.
This is achieved by a specific GDPR menu that extracts data from
PatientOnLine database and exports it to a printable format (PDF).

— Patients can request a copy of their personal and medical data from
PatientOnLine, over any given time, in a machine-readable format.
This is achieved by a GDPR-specific menu item that extracts data
from the PatientOnLine database and exports it to XML format.

— Patients can request the rectification of their personal data in the Pa-
tientOnLine database.

— User actions performed in PatientOnLine and in FME User Ma-
nagement Tool are logged. The user logs can be filtered by time,
user or patient, and can be viewed, printed and exported to a machi-
ne-readable format.

— PatientOnLine Client and FME User Management Tool define a
complex system of user access management that includes user aut-
hentication, user authorization, user roles, user permissions, etc.
Only users with the respective permission can have access to a cer-
tain function.

— PatientOnLine defines a special right that allows only dedicated
users to modify or delete information created by other users.

Fresenius Medical Care PatientOnLine IFU-EN 09A-2022 17
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1.23.2 Processing of personal patient data in PatientOnLine

PatientOnLine can be delivered in various editions: stand-alone, client-
server, client-server connected to a distinct clinical software application
(like Euclid, TSS, etc., generically called EDBMS — External Database
Management System), or client-server connected to a cloud repository
(generically called Connected Home), with or without EDBMS connec-
tion.

In case of stand-alone edition, all personal patient data is created in Pa-
tientOnLine. In case of the client-server edition connected to EDBMS,
basic personal data (first name, last name, name at birth, date of birth,
gender, PIN and institution ID) is imported into PatientOnLine from
EDBMS. All other personal data (see below) is created in PatientOnLi-
ne. The Connected Home cloud repository does not store any perso-
nal patient data.

The personal patient data processed in PatientOnLine is the following:
— First name, last name, name at birth, date of birth and gender

— Homel/office/next of kin addresses (country, city, street, number, zip
code)

— Phone numbers (home/office/next of kin)

— Personal identification number (PIN)

— Institution ID (only in case of EDBMS)

— Nationality, language and ethnicity

The rationale for using this personal data is the following:

Patient names and date of birth are used for patient identification. Peri-
toneal dialysis devices communicate with PatientOnLine by means of
patient cards and display the first name, last name, name at birth and
date of birth of the patient on the device screen. The patient or the nurse
(in case of treatment performed in the clinic) must confirm the identity of
the patient before starting the treatment.

Patient addresses and phone numbers are mainly used for organizing
the transport of the patient from/to the dialysis clinic and for scheduling
nurse home visits. Phone numbers and email address are also used to
get in contact with the patient to provide medical support. Next of kin
data is needed for the notification of the patient status.

Patient PIN and institution ID are usually required by the local medical
insurance institutions.

Patient nationality and language are useful for adequate medical per-
sonnel to assist the patient in case the patient does not speak the local
language. The ethnicity of the patient may be needed for medical pur-
poses (dialysis prescription).

18
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1.23.3 GDPR-specific menu item

The dedicated menu item GDPR Actions can be found in the Commu-
nication menu. Only users with a dedicated GDPR user right can access
this menu item. The menu item provides the following GDPR-related ac-
tions:

Anonymizing the personal data of any given patient.
Deleting all data of any given patient of any given time.

Exporting personal and medical data of any given patient and any gi-
ven time to an external file in a machine-readable format (XML).

Exporting personal and medical data of any given patient and any gi-
ven time to an external file in a printable format (PDF).

Note

Anonymization and delete operations on personal patient data should
be carried out at EDBMS level as well, in case of client-server editions
connected to EDBMS.

For a detailed description of menu item GDPR Actions (see
chapter 3.14.5, page 200).
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2

2.1

2.2

Installation

Hardware and software requirements

Installation

@)

See the PatientOnLine Service Manual for minimum hardware and soft-
ware requirements.

Note

PatientOnLine may be installed and started up only by authorized
Fresenius Medical Care service personnel or by service technicians ap-
proved by Fresenius Medical Care.

If an earlier PatientOnLine version is installed on your computer, first
back up your data before installing the new version.

Note

If you are running Windows, administrator rights on the PC are required
to be able to install new software. Prior to the installation of PatientOn-
Line, it must be ensured that the appropriate user rights have been as-
signed.

The installation procedures are described in the PatientOnLine Service
Manual.

After installation, PatientOnLine can be used as trial version with full
functionality for a period of 60 days. In order to use the application after
the trial period, PatientOnLine must be registered. Details about regis-
tration are described in the Service Manual.

Registration ensures the traceability of each installation, as required by
the Medical Device Regulation (MDR 2017/745).

PatientOnLine is a CE-certified class lla medical device.
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3 Operation

@

@)

Note

The following basic knowledge is a prerequisite for operating
PatientOnLine:

— At least basic knowledge of Microsoft Windows.

— Knowledge in the handling and functioning of a computer mouse.

Note
General function of the Cancel button:

By clicking on the Cancel button, the current editing process is cance-
led. Changes that might have been completed will be lost.

Subsequently, the function of this button will not be mentioned separa-
tely any more.

3.1 Opening PatientOnLine

PatientOnLine is a Client-Server or a Stand-Alone application. In
both cases, the user is running the PatientOnLine Client.

In case of a Client-Server installation, several users are able to start
the PatientOnLine Client on several workstations and to connect to the
same database. Data modified from one workstation is instantly availa-
ble on all other workstations connected to the same database, based on
a reliable refresh mechanism.

Most of the PatientOnLine system administration settings (see Setup,
page 207) are global settings, applicable to all PatientOnLine Client
instances:

— General Settings: QA formulae and various options used in QA
tests

— Lab Data Settings: units of measurement for QA and lab data
— Limits: height and weight limits for children and adults

— Transport Characteristics: classification data of PET and PFT
graphs

— Medical Lists: management of medical lists of the application
— Medical Lists Translation: support for translating medical lists
— Resource Files: management of resource files of an APD cycler

Certain system administration settings are local settings, specific to
each PatientOnLine Client instance: current language, view settings,
data export paths.

Fresenius Medical Care PatientOnLine
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Note

The main difference between the two editions is that for Client-Server,
there is a global unique database for all users sharing the same data,
while for Stand-Alone, there is only one single user of the application
and of the database.

Note

In case of a Client-Server installation, a reliable refresh mechanism is
implemented, ensuring that data modified from one PatientOnLine Cli-
ent is instantly available on all other PatientOnLine Client applications
connected to the same database.

Note

Regardless of whether it is a Client-Server or a Stand-Alone installa-
tion, the functionality of the PatientOnLine Client is the same.

Note

The PatientOnLine Client-Server can be configured to work connec-
ted to an external database management system (EDBMS), such as
EuCIiD. In this case, the patient list and certain other data categories
are imported from the external system and cannot be changed in Pati-
entOnLine (see chapter 3.14.4.1, page 191).

The installation procedure will place an icon on the desktop. Double-cli-
cking this icon starts the application. Alternatively, you can select
Start/Programs/Fresenius Medical Care/PatientOnLine Client. A
splash screen is displayed and a login dialog box opens, requesting a
user name and a password.

The PatientOnLine application assumes that application users and
passwords have been defined. To distinguish this user level from the
Windows user level, these users will be referred to as PatientOnLine
users.

Note

If upon opening the PatientOnLine application its database is in an in-
consistent state (for example a wrong version), an error message is is-
sued and the application will close. It is strongly recommended to con-
tact the technical support in such cases.

PatientOnLine is a fully internationalized software. For changing the
current application language, see Language tab from Administrati-
on/Setup menu. Once a language is set, it will be used as default lan-
guage at the next program start.
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3.2 Closing PatientOnLine

To close the application, click on the S in the upper right corner
of the PatientOnLine window.

After confirming the safety prompt, the application will close.
You can explicitly log off by selecting Administration/Users/Log off.

After confirming, another user is required to log in with their user name
and password.

3.3 Main functions and features of the PatientOnLine application

3.3.1 Application window layout

Patient Frame

= FREseNiUs Save | Delete  Cancel .
MEDICAL CARE
¥ First hame: |Jahn Birth Date: | 3/15/1360 PatientOnLine ID: 2
Mame at Birth Gender: | Male System ID:  3AFFFCO00002
Last Name: [Sample ] PIN: (123456783 English
\:t Active Diabetes Mellitus Type 1 Allergic
! u‘g‘.;l; e
e ¢
Patient Status Quality Assurance
‘ Test Type Date Dayshi. Naw Age:55 year(s) Body Results:
PFT Pz i StatusiAdit BSA1B0
I
FFT 1182016 7 Cendechalo e L
System & Limit PET anareme £ m V:Elg:: :1,2420 of nBw:B43 Ky
* System & Limits eight: cm
+ Pl Prescriptii 24h Belcn LR Z BMIZT2  Kgimt
: PET +24h Batch 94372015 7
+ Treatment Analysis
Mo RRT 1082014 7 Creatinine with Glucose Correction Factars
* Modeling Blood 0.00000000 Creatinine - [mg/dL] Glucose - [mg/dL]
Dialysate: 0.00000000 Creatinine - [mg/dL] Glucose - [ma/dL]
) Input Data |Resu|ts| Graphics\
Reporting Blood Albumin Urea Creatinine Glucose  Protein  Ma
[g/dL] [mofdl]  [moddl]  [merdl]  [widl] [mEq/L]
4 [t7a74 880 a5 [66 [[nza ]
Urine Time ol Urea Creatinine Protein Na
Communlcat [min] [mL] [mg/dl]  [mg/dl] [g/dL] [mEqi]
1440 A I [ EE|
| 4 PD Fluid Time Wal In Glucose  Main Yol Out  Urea Creatinine  Glucose  Protein ha
/ min] [ml] conc [%]  [mEgl]  [ml] [mafdl]  [mofdl]  [mofdl]  [grdl] [mEgi]
AdminEtratian Bag1 |290 2200 1.60 1340 2440 175.34 8.14 403 6 0.0900 1342
Bag2 |295 2200 1580 1340 2430 176.54 767 464 9 0.0800 1342
Bag3 |155 2200 1.60 1340 2250 15073 5.48 B59.5 0.0360 1342
Bag4 |G25 2200 150 1340 3050 16255 893 5017 0.1000 1342
QABag | 180 2200 230 1340 2530 16514 2 7243 0.0540 1342
QA UF Bag |60 2200 4.25 1332 2653 96.47 3.70 2400.0 0.0300 1232 /
|
Menu Tree Working Frame
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Patient Frame

Menu Tree

Working Frame

The application window layout has 3 main frames:

Patient Frame
in the upper part of the application window

Menu Tree
on the left-hand side of the application window

Working Frame
in the center of the application window

Contains the management module for patient basic data and is always
visible. The data of the currently selected patient is displayed in this
area. Its main functions are:

Creating a patient record,

Editing, updating and deleting a patient record,
Searching for patients,

How to use the PatientOnLine Instructions for Use,

Quick switch to English.

There are 5 main menus in the Menu Tree:
Patient Status,
Medical,
Reporting,
Communication,
Administration.

Each of these five menus contains several submenus.

Once a menu item is selected, the Working Frame is refreshed with the
data of the selected patient. The same applies if a different patient is se-
lected. With a few exceptions (Reporting/Statistics/Group of Pati-
ents, Reporting/Dashboard, Communication/Data Exchange, Ad-
ministration), all menu items require a patient to be selected in the Pa-
tient Frame. If no patient is selected, the Working Frame will display
an information message and the menu item has no effect.

There are special interactions between the 3 main frames in case the
Patient Frame or the Working Frame is in Edit mode. A frame enters
the Edit mode when creating a new record - by clicking the New button,
or when updating an existing record - by clicking the Edit button. A
frame exits the Edit mode when saving the record - by clicking the Save
button, or when canceling the current operation - by clicking the Cancel
button.

The interactions are as follows:

If the Patient Frame is in Edit mode, the Menu Tree
becomes inactive - you can no longer navigate in the tree,
and the Working Frame becomes invisible.

If the Working Frame is in Edit mode, the Menu Tree
becomes inactive - you can no longer navigate in the tree,
and the Patient Frame becomes inactive - you can no
longer select/edit/delete patients.
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This ensures that edited but not yet saved data is not lost by changing
the current menu item or by selecting a different patient.

The same approach is used when trying to close PatientOnLine. If the
user tries to close the application while either the patient frame or the
working frame is in Edit mode, a warning message is displayed.

PatientOnLine @

-

| You are in Edit rmode.
= Press either Save or Cancel.

Fig. 3.1 Warning message on closing the application while in Edit mode

The PatientOnLine database is protected by a CRC mechanism that
ensures the data integrity of all database tables against both hardware
read/write errors and possible unauthorized access. The CRC techno-
logy can be regarded as a special signature that guarantees the correct-
ness of data. Whenever a piece of information is read from the databa-
se, the CRC signature is checked. If any problem is detected, an error
message is displayed, indicating the location of the error.

PatientOnline @

-

‘ DB CRC ErrorTable: EXITSITE_WORDING

Fig. 3.2 Error message on database CRC error

If the CRC impairs certain critical resources, the application will stop be-
fore asking for the user login.

PatientOnLine @

Database connection errar;
? "Database CRC error on table(s):

1 FOL_USER
/ LANGUAGE."
Select Ok to configure the database connection string or Cancel to exit.

[ Ok l | Cancel

Fig. 3.3 Critical database CRC error

If the error is not critical, the application will continue to work, but certain
functions may be limited or inactive.

In any case, you should contact the technical support.
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3.4 Patient Status (Overview)

3.5

Demographics The Demographics submenu manages the primary demographics and
medical data of the patient. You can specify the patient's addresses and
telephone numbers here. Other important data such as Visual Ability,
Fine Hand Manipulation, Training, Professional Status etc. can also
be recorded.

Diagnosis & Therapy The Diagnosis & Therapy submenu allows the user to specify the pri-
mary renal disease as well as a number of comorbidity factors for the
patient, the RRT (Renal Replacement Therapy), the Catheter, the Re-
gular Medication, Allergies as well as certain Additional Information
such as the active/inactive status.

Tunnel & Peritonitis The Tunnel & Peritonitis submenu offers management support for
Exit Site / Tunnel Infection incidents, Peritonitis incidents and Exit
Site Classification. The infection data includes associated germs, the-
rapies (one or several), drugs and dosages for each therapy and a fully
translatable exit site classification description - in both text and
graphics - exists.

Assessment Methods The Assessment Methods submenu offers support for the standard
medical parameters that are supposed to be recorded during a patient’s
regular visit to the clinic. Here, the user can input and view current and
past data about the patient's weight, height, blood pressure, volume
balance, BCM measurements, amputation, nasal carriage status
and additional lab data. The weight, blood pressure and volume balan-
ce menus allow the definition of patient-related notification limits. The
measurement units for each lab parameter are fully customizable. The-
re is also a Comment section for recording any data the physician or
nurse finds appropriate, such as recommended nutrition.

Hospitalization The Hospitalization submenu offers support for recording data about
the patient’s hospitalization: hospital, department, ward, staff, ad-
mission and discharge dates, diagnoses, comments on patient’s
status and development etc.

Medical (Overview)

Systems & Limits The Systems & Limits submenu manages PD-specific data. The Sys-
tem and Limits tabs can provide data about the patient‘s current APD
and/or CAPD system as well as certain treatment limits in case of APD
systems, such as sleepesafe, sleepssafe harmony, SILENCIA, etc.

PD Prescription The PD Prescription submenu offers valuable means for creating, up-
dating, and printing PD prescriptions, depending on the selected PD
system(s). Data about each exchange or cycle phase, like inflow and
outflow volumes, dwell time, glucose concentration etc. can easily be
managed.
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Treatment Analysis

Quality Assurance

Modeling

The Treatment Analysis submenu offers data support for analyzing
the treatment protocols recorded by the APD cyclers in an electronic for-
mat. This allows the physician to follow up on the treatments that took
place at thepatient's home. The treatment protocols can be downloaded
from electronic media during the patient’s visit to the clinic.

The Quality Assurance submenu offers complex management for PD-
specific QA tests, like the Peritoneal Functional Test (PFT), the Perito-
neal Equilibration Test (PET), 24 hours Batch Collection Test, PET+24
hours Batch Collection Test, and No Renal Replacement Therapy Test.
PET tests are available as both short and extended versions.

Data is entered easily using a wizard-like approach. Medical results are
presented in text form and in well-known graphical formats, such as
Twardowski PET graphs. The PFT test computes more than 50 medical
parameters. Data input can be made in Conventional and Internatio-
nal (S.l.) measurement system units, which in turn are fully configura-
ble. For certain computed results, the user can input their own data. Va-
rious algorithms for computing Body Surface Area, Total Body Water
(Urea Distribution Volume), and Protein Catabolic Rate can be selec-
ted.

The Quality Assurance submenu has sophisticated algorithms for che-
cking input limits on each parameter, as well as for dealing with missing
data.

The Modeling submenu offers means for estimating the outcome of a
given PD prescription, taking into account patient data assessed by a
QA test. It also allows the user to specify QA targets and restrictions and
to obtain a list of PD prescriptions that meet both the targets and the
restrictions.

3.6 Reporting (Overview)

Reports

Statistics

Custom Overview

Dashboard

The Reports submenu manages printable reports. It allows creating va-
rious flexible reports using all data available for the selectet patient. Be-
sides printing, reports can be saved in external formats such as PDF,
RTF and MS Excel for further usage or for archiving.

The Statistics submenu manages both patient-based statistics, such
as trend analyses of various parameters and infections, and group sta-
tistics, such as histograms, cross-correlations and infection rates.
PatientOnLine offers sophisticated ways for defining patient groups by
integrating various selection and range criteria.

The Custom Overview submenu allows a synthetic view over a single
CAPD or APD treatment protocol, together with blood pressure data
and exit-site pictures of the same day for the selected patient. It is also
possible to navigate through the list of available treatment protocols.

The Dashboard submenu allows a quick view of the treatment protocol
status for all patients. The status refers to meeting certain criteria e.g. if
blood pressure or volume balance are within prescribed limits etc. and
is highlighted by a color code.
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3.7 Communication (Overview)

3.8

Patient Card

Patient Card Plus

BCM Card

Data Exchange

GDPR Actions

The Patient Card submenu offers functions for exporting PD prescrip-
tions and patient data on electronic media, like a Patient Card to be
used on the APD cycler, as well as for importing treatment protocols
from such media.

The Patient Card Plus submenu offers functions for creating and rea-
ding data from FME patient cards, such as sleepssafe harmony and
SILENCIA cards.

The BCM Card submenu offers functions for personalizing BCM (simp-
le or 5008) cards with patient basic data and medical data, for importing
BCM measurements and for erasing such cards.

The Data Exchange submenu allows data to be imported and/or expor-
ted from/to other FME software applications, external database ma-

nagement systems and other PatientOnLine applications. The import
of treatment protocols from a Connected Home cloud is also possible.

The GDPR Actions submenu allows the user to anonymize, delete,
and export the personal patient data to a printable/machine-readable
format over any given time.

Administration (Overview)

Administration

User Administration
Module

Hospitals/Staff

Setup

The Administration submenu offers support for data management
concerning users, hospitals and staff, as well as the management of the
application itself.

The Users submenu offers an overview on users, groups, and rights.
You can also log off from the application here. In case of PatientOnLine
Stand-Alone, the user can change their password using this menu op-
tion.

The Hospitals and/or Staff submenus allow the definition of hospitals
(including departments and wards) as well as staff personal data. Users
can be linked to staff members on a one-to-one basis.

The System Setup submenu is dedicated to application management.
Many settings can be configured, as follows.

Current adults and children formulae for computing Body Surface Area,
Total Body Water (Urea Distribution Volume) and Protein Catabolic
Rate can be selected from 17 alternative QA formulae that are currently
implemented, including the formulae of DuBois & DuBois, Gehan &
George, Gotch, Mosteller, Chertow, Watson, Hume-Weyers, Berg-
strom, Randerson etc. The user can also define their own classification
values for certain QA graphs, e.g., for urea, creatinine and glucose.

The following selections can be made for units of measurement:

> Measurement units for weight and height (Metric or Imperial)
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> Measurement units for temperature (Celsius or Fahrenheit)
> Ureor urea nitrogen as measured solute

Units of measurement systems can be fully configured with respect to
any of the measured parameters from blood, urine and dialysate. A
shortcut to set default conventional or S.1. units of measurement is avai-
lable.

Visibility options for treatment analysis as well as the infection rate cal-
culation method can be set in a dedicated Setup submenu. The user
can set weight and height limits for adults and children and can configu-
re the transport characteristics for both adults and children.

PatientOnLine is a multi-language application. The Administrati-
on/System Setup/Language menu allows the user to switch the appli-
cation language while PatientOnLine is running.

All changes above can be made without stopping the application.

The Medical Lists tab (comorbidity factors, diagnoses, germs, antibio-
tics, CAPD solutions etc.) allows the user to update the medical lists
themselves, including visibility of items, thus offering flexibility.

The Event Log tab manages the records of critical application actions.
Actions like editing patient data, creating or updating a prescription etc.
are automatically recorded by the application, together with the user
name and the time when the action took place.

Users with certain rights can view and edit the application log, and ex-
port values in common formats like MS Excel-compatible comma-sepa-
rated values.

The Custom Overview Settings tab allows a full customization of the
Custom Overview and Dashboard menus.

The Connected Home tab allows specific actions like enroliment or
drop-out of clinic and patients.

3.9 General notes on operation

3.9.1 Editing records

The PatientOnLine menu bar follows a certain template for simple na-
vigation and editing. All medical menus refer to the patient selected in
the patient frame. There are a few exceptions which are clearly speci-
fied in section (see Application window layout, page 25).

A typical menu contains a list of items in the upper part, a detail section
in the lower part of the window, and certain command buttons, usually
at the bottom of the window. The buttons are New, Edit, Delete, Save,
and Cancel.

The current item displayed in the detail section can be selected by cli-
cking on a row of the list.
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3.9.2 Getting help

v

Uy

//

Not all buttons are available at all times. The menu window can be in
two basic modes: Navigation and Edit. In Navigation mode, which is
the default mode, the New, Edit and Delete buttons are active, and the
Save and Cancel buttons are inactive. In this mode, you can navigate
through the items by selecting rows in the item list. Fields in the detail
section can not be modified.

By clicking on New or Edit, the program will enter the Edit mode. In this
mode, you can no longer navigate in the item list, the New, Edit and De-
lete buttons are inactive, and the Save and Cancel buttons are active.
The detail section is editable and you can modify the fields. By clicking
on the Save button, the edited item will be modified according to the
changes in the detail section. By clicking on the Cancel button, the
changes will be lost and the edited item is reverted to its previous value.
If it was a newly created item, it will be discarded. In both cases, the ap-
plication will exit the Edit mode and will revert to Navigation mode. The
item list will be refreshed.

To delete an item, it must first be selected, then the Delete button must
be clicked. A warning message is displayed and the user must confirm
the operation by selecting the Yes button.

Each saving or deleting operation is confirmed by an information mes-
sage. In case the operation could not be properly performed, an error
message is issued.

For every New and/or Edit operation, the program automatically re-
cords the user name that created the data item and the creation time,
and/or the user name that last updated the data item and the last update
time. This data is generically called Created by, Creation time, Last
updated by and Last update time.

Note

Only users that have a special right (Edit/delete data created by other
users) can update/delete a data item for which the Last updated by
field is different from the current user name. If the current user does not
have the respective right, the update/delete operation does not take pla-
ce and a warning message appears with the following content: You do
not have permission to create/delete data created by other users.
The item that you are trying to edit/delete was created by user:
<user>.

PatientOnLine has a comprehensive off-line and on-line help system.
The present Instructions for Use are available in PDF format at
Start/Programs/Fresenius Medical Care/PatientOnLine Client/Ma-
nual/PatientOnLine User Manual. In order to open the manual, a PDF
viewer application such as Acrobat Reader from Adobe Systems Inc
is required.

The Instructions for Use can also be opened by clicking on the book
symbol in the Patient Frame (see Patient Frame, page 36).

The usual features like Table of contents, search, bookmarks (ex-
pand and collapse) etc. are available.
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Fig. 3.4 PatientOnLine help

The Instructions for Use will open in any screen of the PatientOnLine
application by pressing the F1 key.

3.9.3 Typographic conventions

This document uses the following conventions:

Click on the Save but- | Buttons and other control elements of the
ton graphical user interface are written in bold.

Typed in by user Data typed in with a keyboard is written in
bold.

What is displayed Messages displayed by the application are
written in bold.

TAB, SHIFT, Keyboard keys are written in bold.
CTRL+S

Wi, o Tip

\N\Z Comments, suggestions and operating tips are written in bold.
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3.10 Patient Frame

The Patient Frame in the upper section of the PatientOnLine applica-
tion window allows the user to specify the basic data: First Name,
Name at Birth, Last Name, Birth Date, Gender, Diabetic, Allergic
and Active status; PatientOnLine ID (ID of patient in PatientOnLine
database), System ID (ID of patient written on Patient Card - 5008 and
BCM - and on Patient Card Plus) and the PIN (Patient Identification
Number), as well as the patient’s picture.

By clicking on the English label on the right-hand side of the Patient
Frame, you can quickly switch the current language of the application
to English.

Clicking on the |:| button allows the user to search for patients. In the
Search Patients window, a Report option is available allowing the user
to generate reports with a complete list of patients or based on various
patient search criteria.

The Patient Frame has its own menu for the following possible actions:
— New - creating a patient record;

— Edit - editing a patient record;

— Save - saving a patient record;

— Delete - deleting a patient record;

— Cancel - canceling the current operation (new or edit) on a patient
record;

— Search B - searching for a patient record.

Note

Upon starting the PatientOnLine application, only the New menu item
of the Patient Frame is active (colored in white) and no data is display-
ed in the text boxes.

On the left side of the Patient Frame, there is an image frame, which
can display the picture of the current patient.

Note

Upon starting the PatientOnLine application, no patient is selected in
the Patient Frame and consequently the image frame is empty.

For loading/changing a patient picture, you must:

> Select the desired patient in the Patient Frame;

> Double-click on the image frame;

The Select patient image window opens.

> Select the drive, path, folder and file name containing the picture;
> Select the Open button of the dialog window;

> Selectthe Save menu item. A warning message is displayed, stating
the success or error of the updating operation.
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3.10.1 Menu item New

Creating a new patient
record

G

>

]} K

Note

Only *.bmp and *.jpg image formats are supported by the
PatientOnLine application.

> Clicking the New menu item alllows the user to create a new patient
record.

The following patient data must be entered:

> Patient’s first name - maximum 30 characters;

> Patient’s name at birth - maximum 40 characters;
> Patient’s last name - maximum 40 characters;

> Patient’s birth date.

Note

It is not allowed to select a date equal to or after the current date as a
patient’s birth date. A warning message is issued and the user must se-
lect a valid date.

Warning
Risk for the patient as a result of insufficient detoxification
Wrong birth date format.

The patient age at the date of a QA test cannot be computed without the
birth date, and therefore the urea distribution volume (V) cannot be eva-
luated. As a consequence the Kt/V cannot be calculated.

> Calendar control does not allow invalid dates.

> Patient's gender;

> Filling in the patient's PIN number - only for users with a specific
right.

Note

Only certain users, depending on their corresponding group rights, can
edit the PIN.

Note

Two patients cannot have the same PIN. On saving the patient record,
the patient’s PIN is checked for duplicates in the database. If a PIN is

found that has been assigned twice, an error message will be displayed
and the user must enter a valid PIN.

> Patient image in the image area as described above.

There are two options to proceed:
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3.10.2 Menu item Edit

Editing a patient record

(LI

Menu item Save

Menu item Cancel

Menu item Delete

> By clicking on the Save menu item, all data is saved in the database.
The new patient data is displayed in the Patient Frame.

or
> By clicking on the Cancel button, the process is canceled.

The last selected patient record is displayed in the patient frame.

The Edit menu item in the patient frame allows the user to edit the
basic data for the currently selected patient. The desired patient can be
selected from the Last Name drop-down menu.

Tip

When the Last Name drop-down menu is open, moving the mouse over
the patients’ last names will display a yellow tip box containing last na-
me, first name, name at birth and birth date of the highlighted patient,
allowing quick and better identification of the patient. This feature is very

useful in case of patient with the same last name (see Fig. 3.5, Patient
Frame, page 36).

After selecting the Edit menu item, all text fields are available for data
entry for the current patient. The Save, Delete and Cancel menu items
become active. This allows for the following:

Editing the patient's data from the corresponding text boxes and upda-
ting the patient record by selecting the Save menu item, updating the
patient record.

Canceling the current editing procedure by selecting the Cancel menu
item
Deleting the patient’s record by selecting the Delete menu item.

When not in Edit mode, you can only select patients using the Last
Name drop-down menu, as described above.

=" FRESENIUS
v  MEDICAL CARE

Save  Delete Cancel 2
First Name: |Jofin Birth Date: | 3/15/1960 PatientOnLine ID: 2
\ p Name at Birth Gender: Male System D 3AFFFC000002
\ 4 Last Name: [Sample.____-][..] PIN: 123456789 English
cive o B
o

21 Allergic

Sample John - 3/15/1960)

SarmpleNA
SampleNA
st

ar
Test3

Fig. 3.5 Patient Frame

When trying to delete a patient, the following confirmation message is
displayed:
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3.10.2.1 Selection Button

Searching for a patient
record

P )

PatientOnLine @

‘?/ Are you sure you want to delete the selected record?

[ fes ] | Ma

Fig. 3.6 Confirmation upon trying to delete a patient record

> Click the Yes button,
All entries for this patient will be deleted.
> Click the No button;

The operation will be canceled.

The |_| button located near the Last Name drop-down menu allows
the user to search for a specific patient. Upon selecting this button, a
Search Patients pop-up window will be displayed.

The Search Patients by drop-down menu offers various search crite-
ria, like ID (internal identification in the database), First Name, Name

at Birth, Gender, Language, Birth Date, PIN etc. Depending on the

currently selected criteria, specific controls will be displayed. The lower
part contains by default a list of all available patients.

For all text-based criteria, there will be an edit box named Search for

and a check box named Exact match. The specified text will be sear-

ched for. If the Exact match option is unchecked, all items that contain
the input will be found, and text comparison will not be case-sensitive.

If the Exact match option is checked, only items that are identical with
the searched input will be found, and text comparison will be case-sen-
sitive.

For selection criteria like Gender or Language, another drop-down
menu with the possible selections is displayed.

For the Birth Date, 2 calendar controls are displayed, allowing to spe-
cify a time-frame.

Selecting the Search button will display the number of patients that
meet the criteria and the list of found patients. Selecting the Clear but-
ton resets the patient list to the default status.

If you select a row in the patient list and click the OK button, the Search
Patients window will close and the selected patient will become the cur-
rent patient in the Patient Frame. This is a useful way of selecting a pa-
tient, especially when a large number of patients exists.

Clicking on the Cancel button will close the window and the Patient
Frame will remain unchanged.
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Selecting the Report button will generate a report with all patients mat-
ching the selection criteria. Their names, birth date, gender, language,
PIN, nationality and working status as well as the ID and index are di-

splayed. This is a flexible and quick way of generating reports for all pa-
tients in the database or for certain groups of patients, based on the se-
lection criteria.

3.10.3 Patient Frame in case of EDBMS

The PatientOnLine client-server edition can work in combination with an
external database management system (EDBMS) such as EuCIiD. In
this case, the patient list is imported from EDBMS and patients can no
longer be created and edited in PatientOnLine. In addition, two new
fields are displayed: the External DB ID (ID of the patient in EDBMS)
and the Institution ID (customer-defined).

Edit Save Delete Cancel

First Mame: John Birth Date: | 3/15/15960 ~ PatientCnLine ID; 2
\\ Marne at Birth: Gender. Male '“"' Systemn D JAFFFCO0003E
N\ Last Name: |i5 ; FIN: 123456783 English External DB ID:  f356b63-b7 45-459¢-99

Mﬁti\"e Diabetes Mellitus Type 1 Allergic Ingtitution 1D: 99599 clinic test0057

Fig. 3.7 Patient Frame in case of EDBMS

Data synchronization between PatientOnLine client-server and EDBMS
takes place upon each server re-start, but the user can launch specific
import-export commands, either from the Patient Frame or from the
Communication/Data Exchange menu.

Upon clicking the #* icon, a context menu appears with four options.
The options are:

— Import current patient

— Export current patient

— Import all patients

— Export all patients

Depending on server-side and EDBMS configurations, certain options
may be unavailable.

@ Note
Regardless of the server configuration, patient enroliment and patient
data editing can be performed only at EDBMS level.

3.11 Patient Status

The Patient Status menu item allows the user to fill in extensive data
for the patient, from both a demographic and a medical point of view.
The available options are described below.
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@:

3.11.1 Demographics

3.11.1.1 Demographics tab

Note

For accessing any of the submenu items, a patient must be selected in
the Patient Frame, otherwise an information message is issued in the
Working Frame and the selected menu item has no effect.

By selecting the Demographics submenu, the Patient Demographics
& Details input mask opens.

o,

Patient Status

Demographics

» Diagno=sis & Therapy

* Tunnel & Peritonitis
* Azsessment Methods
# Ho=pitalization

Fig. 3.8 Selecting the Demographics submenu item

The Patient Demographics & Details input mask will be displayed.

The Patient Demographics & Details input mask is organized on se-
veral tabs, namely Demographics, Addresses, Professional Status,
Private Environment, Mobility, Visual Ability, Fine Hand Manipula-
tion, Helper, Training and Home Visits.

The Demographics tab allows the user to specify the Nationality, the
Language, the Education status and the Ethnic group of the patient.
All items are selectable from drop-down menus.

The Education status is assessed according to ISCED - International
Standard Classification of Education, an official classification issued by
UNESCO.

The drop-down menus Nationality, Education, and Ethnic group are
set to Unknown by default.

To specify the demographics record for a patient, proceed as follows:
> Select the desired patient in the Patient Frame;

> Click the Edit button;

> Select one item from each drop-down menu;

> Click the Save button.

The record is created and saved.
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3.11.1.2 Addresses tab

v

Uy

J

By clicking on the Cancel button, the process is canceled.

The Addresses tab is further structured on four tabs, namely Home,
Office, Contact Address 1 and Contact Address 2, allowing the user
tofillin several types of addresses for the patient selected in the Patient
Frame.

The Home tab is the default address. Each tab is selected by clicking
on it or by using the keyboard.

To specify the addresses for a patient, proceed as follows:
> Select the desired patient in the Patient Frame;
> Select the desired tab for entering the address;
> Click the Edit button;
The following entry fields are available:

Street,

Number,

Zip Code,

Town,

Country,

Phone,

Fax,

Mobile,

Modem,

E-mail,

Comment.

— In the Office tab, you can additionally specify the following informa-
tion:

Working (check box checked means that the patient is
working)

Company (name)
Department (department in which the patient works)

— In the Contact Address 1 and Contact Address 2 tabs, you can
additionally specify the following information:

First Name (first name of the contact person)

Last Name (last name of the contact person)

Tip

None of the data described above is mandatory.
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3.11.1.3 Professional Status tab

Uy

3.11.1.4 Private Environment tab

3.11.1.5 Mobility tab

> Click the Save button.
The record is created and saved.

By clicking on the Cancel button, the process is canceled.

The Professional Status tab allows the user to specify the professional
status of the patient including any changes to this status.

In the upper part of the window, there is a table listing the professional
history of the patient. In the lower part, the following data can be speci-
fied:

— The date on which the record was created;

— The professional status of the patient;

— A comment as a note.

> Select the desired patient in the Patient Frame;
> Click the New button;

> Select the desired status from the Professional Status drop-down
menu;

Tip
The professional status list can be customized by adding/editing new
items in the Administration/Setup/Medical Lists module.

> Select the desired date or keep the current date displayed in the
Date control;

> Click the Save button in order to create or update the patient's pro-
fessional status record.

By clicking on the Cancel button, the process is canceled.

The Private Environment tab allows the user to specify the private en-
vironment living-in status of the patient, including any changes to this
status. The organization of this Private Environment tab is similar to
the Professional Status tab.

The Mobility tab allows the user to specify the mobility status of the pa-
tient, including any changes to this status. The organization of the Mo-
bility tab is similar to the Professional Status tab.
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3.11.1.6 Visual Ability tab

3.11.1.7 Fine Hand Manipulation tab

3.11.1.8 Helper tab

3.11.1.9 Training tab

3.11.1.10 Home Visits tab

The Visual Ability tab allows the user to specify visual ability status of
the patient, including any changes to this status. The organization of the
Visual Ability tab is similar to the Professional Status tab.

The Fine Hand Manipulation tab allows the user to specify the fine
hand manipulation status of the patient, including any changes to this
status. The organization of the Fine Hand Manipulation tab is similar
to the Professional Status tab.

The Helper tab allows the user to specify the status of help needed by
the patient to perform the dialysis treatment, including any changes to
this status. The organization of the Helper tab is similar to the Profes-
sional Status tab.

TheTraining tab allows the user to specify the PD training status of the
patient and the training history.

For each training session, several data items can be specified, like
Date,
Training Type,
Training Aim,
Patient PD Status,
Training Duration,
Training Location,
Trainer Type,
Training Tools.

Each of these items can be selected from a drop-down menu. Un-
known is the default option for each list.

In addition, the Date of the training and a Comment can be specified as
free text.

The Home Visits tab allows the user to document the visits performed
at the patient's home and the visit history. For the visit record, the visit
date and optionally the next planned visit date, the name of the respon-
sible staff for the visit (free text) and an optional comment (free text) re-
lated to the visit can be entered.
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3.11.2 Diagnosis & Therapy

3.11.2.1 ESRD tab

The Diagnosis & Therapy submenu allows the user to specify various
diagnoses and therapy options for the current patient.

The Diagnosis & Therapy submenu is organized on 7 tabs:
ESRD,
Comorbidity,
RRT (Renal Replacement Therapy),
Catheter,
Regular Medication,
Allergies,
Additional Information.
Each tab will be described below.

The Diagnosis & Therapy submenu is accessible by selecting Patient
Status/Diagnosis & Therapy in the Menu Tree.

W
el
il
Patient Status
# Demographics
# Tunnel & Peritonitis
* Azsessment Methods

#» Hospitalization

Fig. 3.9 Selecting the Diagnosis & Therapy submenu

This ESRD tab covers the ESRD (End Stage Renal Disease) of the cur-
rent patient. The lower part displays the current ICD-10 disease classi-
fication.
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Patient Diagnosis & Therapy

ESRD | Comorhidity | RRT | Catheter] Regular Medication | Allergies' Additional Information |

Start Date:
7418/2000

D1d Classification (EDTA)
ESRD Group:
Diabetes mellitus

ESRD Disease:
Diabetes glomerulasclerasis or diabetic nephropathy, type | Clear

Classification (CD-10)
IZ0-10 Cade:
E10.2

ICD-10 Disease:
Insulin-dependent diabetes mellitus: With renal complications

Save Cancel

Fig. 3.10 ESRD submenu

To specify an ESRD for a patient, proceed as follows:
> Select the desired patient in the Patient Frame;
> Click the Edit button;

> Click the [...] button:

An ICD-10 tree window opens, allowing the user to navigate and to se-
lect a disease.

> Click the OK button;
> The ESRD submenu is displayed again;

> Select the desired date or keep the current date displayed in the
Date control;

> Alternatively, you can enter a valid ICD-10 code directly in the ICD-
10 Code edit box. If the code is correct, the ICD-10 Disease box will
be updated with the corresponding text. If the entered code is not va-
lid, a warning message will appear.

> Clicking the << button will open a search area in which you can
search for a disease, either by code or by description. Specify the
code or the description and click on Search. In the Search Results
area, you can select a certain item. Clicking the >> button will close
the search area.
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3.11.2.2 Comorbidity tab

AW

/)

Tip
The default value and format of the Date calendar control is the current

date, corresponding to the regional settings and date/time settings of
the user’s computer.

> Click the Save button.
The ESRD record is saved and/or updated.

If the above-mentioned operation is successful, an information mes-
sage is issued.

By clicking the Clear button, the currently selected disease is erased.

By clicking on the Cancel button, the process is canceled.

Warning
Risk for the patient as a result of insufficient detoxification.

A wrong ICD-10 tree selection might not reveal a possible diabetic sta-
tus of the patient.

In such a case, an improper glucose concentration may be prescribed.

> The user must verify the ICD-10 tree selection after clicking the Save
button.

Note

In case PatientOnLine client-server is connected to an EDBMS and the
server is configured so that ESRD is editable at EDBMS level, the edit-
ing buttons in PatientOnLine are not visible and the ESRD menu is
read-only.

The Comorbidity tab covers the comorbidities of the current patient.

Patient Diagnosis & Therapy

ESRD Comorbidity | RRT | Catheter | Regular Medication | Allergies

Comorbidity List
Comorbidity 1CD-10 Gode 1CD-10 Disease Start Date
{Hiypartension 1153 Secondar . 7A1i9%8
Dislipemia E78.9 Disorder of lipoprotein metabolism, unspecified 71161997
Opthalmologic Conditions H36.0 Diabetic retinapathy (E10-E14+ with common fourth character .3) 41411994

Start Date:
711111956
Old Classification (EDTA)
Comorbidity:
Hypertension Clear

Classification (ICD-10)
1CD-10 Code:
1155
16010 Disease
Secondary hypertension, unspecified

[ Mew ][ Edt ][ opelete | s Cancel

Fig. 3.11 Comorbidity screen
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Entering new comorbi-
dities

Editing a comorbidity

To specify a new comorbidity for a patient, proceed as follows:
> Select the patient from the Patient Frame;

> Click the New button;

> Click the [_..] button;

An ICD-10 tree window will be displayed with the same functionality as
described in section 3.11.2.1.

> Select the corresponding comorbidity from the tree;
> Click the Ok button.

> Select the desired date or keep the current date displayed in the
Start Date calender control;

> Click the Save button.
The patient's comorbidity record is saved.

If the operation was successful, a message is issued and the comorbi-
dity is displayed in the Comorbidity List.

Warning
Risk for the patient as a result of insufficient detoxification.

A wrong ICD-10 tree selection might not reveal a possible diabetic sta-
tus of the patient.

In such a case, an improper glucose concentration may be prescribed.

> The user must verify the ICD-10 tree selection after clicking the Save
button.

By clicking on the Cancel button, the process is canceled.

While a patient can have only one primary renal disease, there can be
several comorbidities. To specify another comorbidity for the same pa-
tient, follow the same procedure.

To edit a comorbidity for a patient, proceed as follows:

> Select the patient from the Patient Frame;

> Mark the comorbidity to be changed in the Comorbidity List;

> Click the Edit button;

> Click the [_| button;

The ICD-10 tree window will be displayed.

> Make the changes in the corresponding entry fields;

> Click the Yes button,

> Select the desired date or keep the current date displayed in the
Start Date calender control;

> Click the Save button.
The patient's comorbidity record is updated.

If the operation was successful, a message is issued and the Comorbi-
dity List is updated.
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Deleting a comorbidity

Warning
Risk for the patient as a result of insufficient detoxification.

A wrong ICD-10 tree selection might not reveal a possible diabetic sta-
tus of the patient.

In such a case, an improper glucose concentration may be prescribed.

> The user must verify the ICD-10 tree selection after clicking the Save
button.

By clicking on the Cancel button, the process is canceled.

To delete a comorbidity for a patient, proceed as follows:

> Select the patient from the Patient Frame;

> Select the comorbidity to be deleted in the Comorbidity List;
> Click the Delete button;

The record is deleted after a safety prompt.

If the operation was successful, a message is issued and the Comorbi-
dity List is updated.

Tip
If by selecting either ESRD or Comorbidity, the Diabetes Mellitus status
of the patient is activated, this status is displayed in the Patient Frame.

If there is no ESRD record and no comorbidity record, "Diabetes not
assessed" is displayed in the Patient Frame.

Note

In case PatientOnLine client-server is connected to an EDBMS and the
server is configured so that Comorbidity is editable at EDBMS level, the
editing buttons in PatientOnLine are not visible and the Comorbidity
menu is read-only.

3.11.2.3 RRT (Renal Replacement Therapy) tab

To create/edit a Renal Replacement Therapy record for a patient, pro-
ceed as follows:

> Select the patient from the Patient Frame;
> Select the RRT tab.
> Click the New or Edit button;

> Select the desired renal replacement therapy from the RRT drop-
down menu;

> Select the Start Date in the calendar control or keep the current date
displayed in the calendar control;

> Select the Stop Date in the calendar control;
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3.11.2.4 Catheter tab

Creating/editing a catheter
record

Tip

It is not mandatory to enter a Stop Date.

Note

If the Stop Date occurs before the Start Date, a warning message is
issued and the user must enter a correct date.

> In the Comment field, a note can be entered (optional);
> Click the Cancel button;
The operation will be canceled.

or

> Click the Save button in order to create or update the patient's RRT
record.

By clicking on the Delete button, the record will be deleted after a safety
prompt.

The Catheter tab allows catheter and catheter extension management,
providing means for creating, editing and deleting such records. Cathe-
ter and catheter extension records are interconnected, meaning that de-
leting a catheter record will also delete all catheter extension records
associated with it. The records can, however, be created and edited in-
dependently.

Patient Diagnosis & Therapy

ESRD | Comorbidity| RRT  Catheter | Regular Medication | Allergies |
Catheter List
Catheter Implant Date Remove Date
{Tenckhoft Catheter 918, Twa fixed cufis E/1E/2002
Catheter Length [cm] Tunnel Direction
TenckhoffCatheter 918, Two fixed cuffs 0o Left-sided opening upward
Implantation Mode: Exchange Reason:
Surgical - classic Maone
Implantation Device: Comment
Stylet First implartation
Verification Mode
Ultrasound
Extension List:
Implant Date 6/16/2002 Ext. Type Changed On
Start of Dialysis Treatment & 172002 stay. safefluer-lock 40 cm ANB2004
stay safefluerlock 25 cm 81772003
Remove Date stay. safeduer-lock 26 cm 6/16/2002
ew] [ [ omme ][ owe ][ Cwom

Fig. 3.12 Catheter screen

To create/edit a catheter record for a patient, proceed as follows:
> Select the patient from the Patient Frame;

> Select the Catheter tab;

> Click the New or Edit button;

> Select the Catheter from the drop-down menu;
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Uy

° Managing catheter extensions

] @

> Select the Implantation Mode, Implantation Device, Verification
Mode, Tunnel Direction and Exchange Reason from the corre-
sponding drop-down menus;

Tip
All drop-down menus above can be edited in the Administration/Setup
input masks.

> Select the Implant Date in the calendar control or keep the current
date from the calendar control;

> Select the Start of Dialysis Treatment in the calendar control or
leave it blank;

Tip
Itis not mandatory to enter the Start of the Dialysis Treatment and the

Remove Date. The user can leave those fields blank and update them
later. The Exchange Reason can be set to None, if appropriate.

> Select the Remove Date in the calendar control or leave it blank;

Note

If the Remove Date occurs before the Implant Date, any attempt to
save the record will fail and a warning message will be issued. Click the
Ok button of the warning message and return to the Catheter tab to cor-
rect the date fields.

> In the Comment field, a note can be entered (optional);

> Click on the Save button to create a new catheter record or click on
the Cancel button to cancel the process.

> Select the Manage Extensions > button;

The extended Catheter Extension screen opens;

Note

If the current record has not been saved yet, a dialog window opens and
asks the user to save the data.

Note

It is not allowed to create different catheter records with the same Im-
plant Date. A warning message is issued in this case and the operation
is canceled.

> Click the Cancel button;
The operation will be canceled.
Or

Fresenius Medical Care PatientOnLine

IFU-EN 09A-2022 49



Chapter 3: Operation

Deleting a catheter record

Navigating between
Catheter and Catheter
Extension

Creating/editing a catheter
extension record

> Click the Yes button.

The current catheter record is saved and the extended Catheter Exten-
sion screen opens.

To delete a catheter record for a patient, proceed as follows:

> Select the desired patient in the Patient Frame;

> Select the Catheter tab;

> Mark the record to be deleted in the Catheter List;

> Click the Delete button;

> A safety prompt opens;

> Click the Yes button;

The selected record is deleted.

Or

> Click the No button;

The operation will be canceled, the safety prompt will be closed.

To navigate between the Catheter main tab and the extended Catheter
Extension screen, proceed as follows:

> Click the Manage Extensions > button to switch to the Catheter Ex-
tension screen;

> Click the < Back To Catheters button in order to switch back to the
Catheter main tab;

> Select the patient from the Patient Frame;

Select the Catheter tab (see Fig. 3.12, Catheter screen, page 48);

> From the Catheter List, select the catheter record for which a Cat-
heter Extension record is to be created/edited;

> Select the Manage Extensions > button;

The extended Catheter Extension screen opens;

Patient Diagnosis & Therapy

ESRD | Comorbidity| RRT Catheter | Regular Medication | Allergies | Additi ion |
Catheter Extension Cetliemar
Catheter Type: Tenckhaff Catheter 915, Two fixed cufis
Implant Date: 6/16/2002
Remave Date
< Back To Catheters Comement: First implantation
Catheter Extension List
Ext. Type Changed O Next Change Adaptor Changed  Comment
{ stay. safesuer-lock 40 cm dfiarnd Elilefzants Yes Switch to APD
stay safeiluer-lock 25 cm 8172003 Yes Acute tunnel infection
stay.saferluer-lock 25 cm 6162002 Yes First catheter and extension
Extension Type: Comment
stay.safeluer-lock 40 cm Switch to APD

Change Date
4/16/2004
Mext Planned Change Date:
9/15/2004
Adaptor Changed

New |[  Edt ][ Delete Save Cancel

Fig. 3.13 Extended Catheter Extension screen
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3.11.2.5 Regular Medication tab

> Click the New button to add a new catheter extension record or the
Edit button to modify the highlighted catheter extension record;

> Select the catheter extension from the Extension Type drop-down
menu;

Note

The extension type is mandatory data; if it is not specified, a warning
message will be issued

> Select the date from the Change Date calendar control;

Note

It is mandatory to enter Change Date. Moreover, the Change Date
must lie between the Implant Date and the Remove Date; otherwise,
a warning message will be issued and the operation will be canceled.

> Optionally, select a date for the Next Planned Change Date of the
catheter extension or leave it blank by unchecking the check box of
the date field. The default date is the current date;

> If the adapter was changed as well, the Adapter Changed check
box must also be checked;

> In the Comment field, a note can be entered (optional);

> Click the Save button to save the record or click the Cancel button
to cancel the process.

If the editing operation was successful, a message is issued and the up-
dated catheter extension is displayed in the Catheter Extension List.

The Regular Medication tab allows the management of a patient’s re-
gular medication, providing means for creating, editing and deleting
such records.

One record may contain several drugs, which can be selected from a
tree control.

Patient Diagnosis & Therapy

ESRD | Comorbidity| RRT | Catheter Regular Medication | Allergies

Medication List:

Start Date Stop Date Commen it New
10/15/2004
Edit
&/3/2001 10/14/2004
Save
Cancel
Stant Date. Drug List
10/15/2004 Drug Administration Mode
Stop Date AntihypertensivesACE inhibitor Enalaprinum, 40 mg/day
Antilipidermic Agent\HMG-CoA Inhibitors Sirmwastatinum, 20 mgfday
Comment;
Fig. 3.14 Regular Medication screen
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Creating a regular
medication record

Editing a regular
medication record

To create a regular medication record for a patient, proceed as follows:
> Select the patient from the Patient Frame;

> Select the Regular Medication tab;

> Click the New button;

> Select the Start Date from the calendar control or keep the current
date;

> Select the Stop Date from the calendar control, keep the current
date or leave the entry field blank;

Note

If the Stop Date occurs before the Start Date, any attempt to save the
record will fail and a warning message will be issued. Click the Ok but-
ton of the warning message and return to the Regular Medication
screen to correct the date fields.

> In the Comment field, a note can be entered (optional);

> Click the Save button to save the record or click the Cancel button
to cancel the process.

or

> Select the Manage Drugs > button to create a new regular medica-
tion record and to switch to the extended Drugs screen;

> In the safety prompt, select the Ok button to create the new regular
medication record and proceed to the next window;

> Select the Cancel button to return to the Regular Medication
screen without saving. In this case, either select the Save or the
Cancel button of the Regular Medication tab;

If the operation of creating a new Regular Medication record was suc-
cessful, the new record is displayed in the Medication List.

To specify another regular medication for the same patient, follow the
same procedure.

To edit a regular medication record for a patient, proceed as follows:
> Select the patient from the Patient Frame;

> Select the Regular Medication tab (see Regular Medication
screen, page 51);

> Select the medication record to be edited from the Medication List;
> Click the Edit button;

The Save and Cancel buttons become active.
The New, Edit and Delete buttons become inactive;

> Edit any data necessary as described in the section above;

> Click the Save button to save the record or click the Cancel button
to cancel the process.

If the editing operation was successful, a message is issued and the up-
dated medication record is displayed in the Medication List.
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Deleting a regular To delete a regular medication record for a patient, proceed as follows:
medication record > Select the patient from the Patient Frame;

> Select the Regular Medication tab (see Fig. 3.14, Regular Medica-
tion screen, page 51);

> Select the medication record to be deleted from the Medication
List;

> Click the Delete button;

> Confirm the safety prompt;

> Click the Yes button to delete the medication record;
> Click the No button to cancel the process;

To navigate between the Regular Medication main tab and the exten-
ded Drugs screen, proceed as follows:

> Select the Manage Drugs > button;

The extended Drugs screen is displayed.

> Select the < Back To Medication button;

The Regular Medication main tab is shown.
Creating/editing a In order to create a new or edit an existing medication record for a cer-
medication record tain medication associated with a patient, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Regular Medication tab;

> From the Medication List, select the medication record for which
the corresponding drugs are to be created/edited;

> Select the Manage Drugs > button;

> The extended Drugs screen is displayed. Click the New button to
create a new record;

> Click the Edit button to edit an existing record;

The Save and Cancel buttons become active.
The New, Edit and Delete buttons become inactive.

> Click the |;| button;

A drugs tree pop-up window will open. See figure below.
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3.11.2.6 Allergies tab

Creating/editing an allergy
record

Regular Medication [
4-Regular Medication o
> Erythropoietin

> Iron Substitution

- Phosphate Binders

a- Antihypertensive

- Homeopathic

- Diuretic

- beta-Blocker

- Calcium-antagonist

-+ ACE inhibitor

- ATl receptor antagonist
- Central antiadrenergic

-- Peripheral antiadrenergic
- Vasodilator

- Other Antihypertensive
- Vitamin Substitutive

> Antilipidemic Agent

- Oral Bicarbonate/Citrate

- Oral Magnesium

- Oral Potassium

- Calcium Mimetics

- Other i

m

Fig. 3.15 Medication Drugs tree pop-up window

In the drugs tree, the user can navigate in a similar form as in the Win-
dows Explorer and select a drug.

> Click on the selected drug;

> Click the Yes button to return to the Drugs screen;

The selected drug appears in the Drug entry field.

In the Administration Mode field, details on the drug, like commercial
name, administration dose or a comment, can be entered.

> Click on the Save button to create/update the medication record or
select the Cancel button to cancel the current process.

If the editing operation was successful, a message is issued and the up-
dated drug is displayed in the Drug List.

Tip
If the patient is allergic, an additional warning icon and a label (link) is

displayed in the Drugs window. Clicking on the Allergic link will open
the Allergies tab and display the allergic status of the patient.

The Allergies tab allows the management of a patient’s allergies, pro-
viding means for creating, editing and deleting such records. A record
contains the allergic status (Yes/No), a date and an optional comment.
To create/edit an allergy record for a patient, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Allergies tab;

> Click the New or Edit button;
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Deleting an allergy record

3.11.2.7 Additional Information tab

Active/lnactive status

> Select the Date from the calendar control or keep the current date;
> Select the allergic status Yes/No in the Allergy field;

> Entera comment in the Comment field (mandatory if the allergic sta-
tus is Yes);

> Click the Save button to save the record or click the Cancel button
to cancel the process.

> Click on the allergy concerned in the Allergy List;

> Click the Delete button;

The record is deleted after a safety prompt.

A pop-up window appears to show that the delete operation has been
successful.

Tip
If the current patient has at least one Allergy record with status Yes, the
allergic condition is displayed in the patient frame.

If there is no Allergy record, "Allergy not assessed" is displayed in the
Patient Frame.

Note

In case PatientOnLine client-server is connected to EDBMS and the
server is configured so that Allergies are editable at EDBMS level, the
editing buttons in PatientOnLine are not visible and the Allergies menu
is read-only.

The Additional Information tab manages several important attributes
of a patient:

> Active/Inactive status;
> Adult/Child status;
> Blood Group and Rh Factor.

(see Fig. 3.16, Additional Information screen, page 57)

Examples of Inactive:
> Switching of the current therapy to HD;
> Transfer of the patient to a different dialysis center;

The Administration/Setup/View Settings menu item allows various
options related to a patient's Active/lnactive status, such as including
inactive patients in statistics.

By default, a patient is considered Active.
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Adult/Child status

Blood Group and Rh
Factor

The Adult/Child status is relevant for choosing the appropriate QA for-
mulae for body surface area, total body water etc. PatientOnLine auto-
matically switches between Adult and Children formulae according to
this status. By default, a patient’'s Adult/Child status is determined by
the patient’s age.

The Administration/Setup menu item defines an editable age thres-
hold (default 16 years) that determines whether the patient is conside-
red a child or an adult.

However, a nephrologist may decide in special cases that a certain pa-
tient may fit to a different profile than the one dictated by patient age.
For example, a 15-year-old obese patient may weigh 120 kg and thus
qualify for adult QA formulae. For these cases, a manual change of the
Adult/Child status is possible.

In order to change the Active/lnactive and/or the Adult/Child status
of a patient, proceed as follows:

> Select the patient from the Patient Frame;

> Selectthe Additional Information tab (see Additional Information
screen, page 57);

> Click the Edit button;

> Select the Active/lnactive status in the option field;

and/or

> Check the Force status manually check box;

The Adult/Child option field is opened.

> Select the Adult/Child status in the option field;

> Click the Save button to save the record or click the Cancel button

to cancel the process;

The blood group and the Rh factor are important data for any person. In
case of blood transfusions, for example, knowing the blood group of the
patient is essential. Defining the blood group and Rh factor of a pati-
ent is simple and straightforward:

> Click the Edit button;

> Select the appropriate blood group (O, A, B or AB) from the corre-
sponding drop-down menu;

> Select the appropriate Rh factor (Positive, Negative or Unknown)
from the corresponding drop-down menu;

> Click the Save button to save the record or click the Cancel button
to cancel the process.

The current Adult/Child status, Activel/lnactive status, Blood Group
and Rh Factor are displayed in the corresponding box of the Additio-
nal Information window.
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@J

3.11.3 Tunnel & Peritonitis

@)

3.11.3.1 Exit Site / Tunnel Infection tab

Patient Diagnosis & Therapy

ESRD | Comorhidity| RRT | Catheter | Regular Medication | Allergi I Information

Adult/Child Status
Status according to age Adult

Active/lnactive Status

[ Force status manually
Status

Current status Adult @ Active

_l Inactive

Current status Active

Blood Group / Rh Factor

Blood Group List

Blood group:

Rh Factor List

Unknown Rh factar: Unknown

Fig. 3.16 Additional Information screen

Note

In case PatientOnLine client-server is connected to EDBMS, the
Adult / Child status, the Blood Group and the Rh Factor are provided by
the EDBMS and cannot be edited in PatientOnLine.

The Tunnel & Peritonitis menu item allows the management of infor-
mation related to Exit Site / Tunnel Infection and Peritonitis incidents
as well as to the Exit Site Classification.

Note

To access this information, a patient must be selected in the Patient
Frame.

On the Exit Site / Tunnel Infection tab, the user can manage all infor-
mation related to Exit Site / Tunnel Infection incidents for a patient.

The Exit Site / Tunnel Infection tab can be accessed as follows:
> Select the patient from the Patient Frame;

> Select the Exit Site / Tunnel Infection tab;
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Enter the new infection
incident

% R
Patient Status
* Demographics
# Diagnosis & Therapy

Tunnel & Peritonitis

* Assessment Methods
# Hospitalization

Fig. 3.17 Exit Site / Tunnel Infection tab

Different therapies can be associated with a certain incident. In the
same manner, different drugs can be associated with a certain therapy.
These records are interconnected, meaning that deleting an exit site /
tunnel infection incident record will also delete all records of the thera-
pies and drugs associated with that incident, on the user’s confirmation.
In the same manner, deleting a therapy record will also delete all the
drugs associated with that therapy, on the user’s confirmation. The re-
cords can, however, be created and edited independently.

An exit site / tunnel infection incident may be associated with an exit site
graphical classification or even with an actual picture of the patient’s exit
site.

To create/edit an exit site / tunnel infection incident record, proceed as
follows:
> Select the patient from the Patient Frame;
> Select the Tunnel & Peritonitis menu item from the Menu Tree;
> Select the Exit Site / Tunnel Infection;
> Click the New or Edit button;
The first window of the input wizard opens.
The following infection types can be selected:
Tunnel only;
Exit Site only;
Both Tunnel and Exit Site.
> Make the corresponding selection;

> Click the Next > button to continue or click the Close button to
cancel the process.

The second window of the input wizard opens.
Explanation regarding the Use in statistics check box:

If the box is checked, the current incident will be taken into account in
the Statistics section.

If the box is not checked, the current incident will not be taken into ac-
count in the Statistics section.
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Adding a germ

Deleting a germ

Continuing with Exit Site
Classification

Continuing without Exit
Site Classification

Deleting an infection
incident

> Make the selection for Use in statistics;

> Select the Set Date from the calendar control or keep the current
date;

> Select the Swab Date from the calendar control or keep the current
date;

> Enter a note in the Comment text field (optional).

> Click the Add button to add a germ to the current tunnel incident (op-
tional);

The Add Germs pop-up window is displayed.

> Select the respective germ from the Add Germs list;

> Click the Add button;

The selected germ is entered in the Germs text field.

> Mark an entry in the Germs text field;

> Click the Delete button;

> The selected entry is deleted without inquiry;

> Check the With Exit Site Classification check box to attach a gra-
phical exit site classification to the infection incident;

> Click the Next > button to go to the graphical classification;

> Proceed as described in section (see Exit Site Classification tab,
page 64).

> If the With Exit Site Classification check box has not been che-
cked, click the Finish button or cancel the process without saving by
clicking on the Close button.

To delete an exit site / tunnel infection incident record, proceed as fol-
lows:

> Select the patient from the Patient Frame;

> Select the Tunnel & Peritonitis menu item from the Menu Tree;
> Select the Exit Site / Tunnel Infection tab;

> Select the respective record in the Incidents table

> Click the Delete button;

> A safety prompt opens and shows the information that all linked re-
cords like therapies and drugs will be deleted as well.

> Click the Yes button;
The record will be deleted.

A pop-up window appears to show that the delete operation has been
successful.

By clicking the No button, the process is canceled without deleting the
record.
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Creating a therapy

Navigating between the
linked screens

Creating a new therapy
record

Once an incident record has been created, you can create/edit one or
more therapies for that incident.

The Exit Site / Tunnel Infection tab is structured as follows:
Incidents (main tab);
Therapies (First extended tab);
Drugs (Second extended tab).
To navigate between the linked screens Incidents,Therapies and
Drugs proceed as follows:

> Click the Manage Therapies > button to go to the Therapies
screen;

> Click the Manage Drugs > button to go to the Drugs screen;

> Using the < Back To ... button, you can always switch back to the
previous screen.

Several therapies can be associated with a certain infection incident. To

add a therapy record to a tunnel infection incident, proceed as follows:

> Select the patient from the Patient Frame;

> Select the tunnel infection incident from the Incidents table;

> Click the Manage Therapies > button;

The extended Therapies tab opens:
(see Fig. 3.18, Therapies for a certain Exit Site / Tunnel Infection Inci-
dent, page 61)

> Click the New button;

> Select the Start Date for the selected therapy from the calendar con-
trol or keep the current date;

> Select the Stop Date for the selected therapy from the calendar con-
trol or keep the current date;

Tip
The default value and format of the Start Date and Stop Date calendar

control is the current date, corresponding to the regional settings and
date / time settings of the user's computer.

Note

If the Stop Date occurs before the Start Date, any attempt to save the
record will fail and a warning message will be issued. Click the Ok but-
ton of the warning message and return to the Therapies screen to cor-
rect the dates in the highlighted fields.

> Enter a note in the Comment text field (optional).

> Click the Save button.
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Deleting a therapy record

\SLIV

Exit Site / Tunnel Infection & Peritonitis

Exit Site / Tunnel Infection | Peritonitis | Exit Site Classification |

Therapies Incident
Set Date: 104162002
Swab Date:  10/14/2002
< Back To Incidents Comment it Acute infection - both tunnel and exit-site
Start Date Stop Date Comment [ New |
003 G702 loar sfluant. no fever. exii-aiie normal skin. normal color. wilhot s udaton Edit
1041472002 10A16/2002 Mo clinical improvernent
clete
Sare
Cancel
Start Date: Drugs
10/17/2002 Drug Name Dosage

Stop Date: ‘ancomycin
10/19/2002

1. in the last bag of the day

Comment

fever, exit-site normal skin, normal color, =

o fever,
without exudation.
, Manage Drugs >

Fig. 3.18 Therapies for a certain Exit Site / Tunnel Infection Incident
The saved record is displayed in the Incidents main tab in the Thera-
pies table.

or

> Click the Cancel button to cancel the process.

Editing a therapy record is performed in the same manner.

To delete a therapy record, proceed as follows:

> Select the therapy record to be deleted from the Therapies table;
> Click the Delete button;

> A pop-up window with a safety prompt opens;

> Click the Yes button.

The record will be deleted.

A pop-up window appears to show that the delete operation has been
successful.

By clicking the No button, the process is canceled without deleting the
record.

Note

Deleting a therapy record will also delete all Drugs records linked to it.

Different and multiple drugs can be associated with a certain therapy.
The Manage Drugs> button allows this operation in a separate window.
Editing drug records is similar to editing therapy records.

Tip
The drugs list can be customized by adding/editing new items from the
Administration/Setup/Medical Lists module.
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(LI

3.11.3.2 Peritonitis tab

Creating a new Peritonitis
Incident record

Explanation regarding the
"Use in statistics”
checkbox

Adding a germ

Tip
If the patient is allergic, an additional warning icon and a label (link) is

displayed in the Drugs window. Clicking on the Allergic link will open
the Allergies tab and display the allergic status of the patient.

Note

All Drugs windows of the application (corresponding to Exit Site / Tun-
nel Infection and Peritonitis) use the same approach related to Aller-
gies.

On the Peritonitis tab, all information related to Peritonitis incidents like
Peritonitis Therapies and different Drugs can be managed.

Similar to the Exit Site / Tunnel Infection module, different Therapies
can be associated with a Peritonitis incident. In the same manner, diffe-
rent drugs can be associated with a certain therapy. These records -
Incidents, Therapies and Drugs - are interconnected, meaning that
deleting a peritonitis incident record will also delete all records of the
therapies and drugs associated with that peritonitis incident, on the
user’s confirmation. In the same manner, deleting a therapy record will
also delete all the drugs associated with that therapy, on the user’s con-
firmation. The records can, however, be created and edited independ-
ently.

To create a new peritonitis incident record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Tunnel & Peritonitis menu item from the Menu Tree;
> Select the Peritonitis tab;

> Click the New button.

The Save and Cancel buttons become active.

The New, Edit and Delete buttons become inactive.

If the checkbox is checked, the current incident will be taken into ac-
count in the Statistics section.

If the checkbox is not checked, the current incident will not be taken into
account in the Statistics section.

> Make the selection for Use in statistics;

> Select the Set Date from the calendar control or keep the current
date;

> Select the Dialysate Sample Date from the calendar control or keep
the current date;

> Enter a note in the Comment text field (optional).

> Click the Add button to add a germ to the current Peritonitis incident
(optional);
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Deleting a germ

Saving a Peritonitis
Incident record

Editing a Peritonitis
Incident record

Deleting a Peritonitis
Incident record

The Add Germs pop-up window is displayed.
> Select the respective germ from the Add Germs list;
> Click the Add button;

The selected germ is entered in the Germs text field.

> Mark an entry in the Germs text field;

> Click the Delete button;

> The selected entry is deleted without inquiry;

> Click on the Save button to save the record or select the Cancel but-
ton to cancel the process without saving;

Successful saving is indicated by a pop-up window.

or

> Select the Manage Therapies > button;

A pop-up window with 2 options opens:

> Click the Yes button,

The newly created record is saved; the Therapies screen is displayed.

or

Click the Cancel buttonto return to the Incidents tab that can be further
edited.

> On the Incidents tab, click on the Save button to save the peritonitis
incident record or select the Cancel button to cancel the process
without saving;

If the operation was successful, a message is issued and the new re-
cord is displayed in the Incidents table.

To create a peritonitis incident record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Tunnel & Peritonitis menu item from the Menu Tree;
> Select the Peritonitis tab;

> Select the record to be edited in the Incidents table;

— Click the Edit button;

The Save and Cancel buttons become active.
The New, Edit and Delete buttons become inactive.

> Change any data required;

Complete the further procedure as described in (see Creating a new
Peritonitis Incident record, page 62).

If the editing operation was successful, a message is issued and the up-
dated record is displayed in the Incidents table.

To delete a Peritonitis incident record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Tunnel & Peritonitis menu item from the Menu Tree;
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Navigating between the
linked screens

Adding a therapy record to
a Peritonitis Incident

Editing a therapy record of
a Peritonitis Incident

Deleting a therapy record
of a Peritonitis Incident

Adding a drug record to a
Peritonitis Incident

Deleting a drug record of a
Peritonitis Incident

3.11.3.3 Exit Site Classification tab

> Select the Peritonitis tab;

> Select the Peritonitis incident record to be deleted in the Incidents
table;

> Click the Delete button;

A pop-up window with 2 options opens:

> Click the Yes button,

The record and the associated extensions are deleted.

Or

> Click the No button;

The record will not be deleted. The Incidents tab is shown again.
To navigate between the linked screens Incidents,Therapies and
Drugs, proceed as follows:

> Click the Manage Therapies > button to go to the Therapies
screen;

> Click the Manage Drugs > button to go to the Drugs screen;
> Using the < Back To ... button, you can always switch back to the
previous screen;

Several therapies can be associated with a certain infection incident. To
add a therapy record to a peritonitis infection incident, follow the same
procedure as described in the section for adding a therapy record to an
Exit Site / Tunnel Infection incident.

To edit a therapy record, proceed as follows:

> Select the therapy record from the Incidents table;

> Click the Edit button;

> Change any data required;

> Click the Save button.

To delete a therapy record, follow the same procedure as described in
the section Exit Site / Tunnel Infection.

Different and multiple drugs can be associated with a certain therapy.
To create/edit a drug record for a certain therapy associated with a pa-
tient, follow the same procedure as described in the section Exit Site /
Tunnel Infection.

To delete a drug record, proceed as follows:

> Select the drug record from the Drugs table;

> Click the Delete button;

> The record is deleted after a safety prompt.

The Exit Site Classification tab can be accessed as follows:
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> Select the patient from the Patient Frame;

> Select the Tunnel & Peritonitis menu item from the Menu Tree;
> Select the Exit Site Classification tab;

> Select the Classification or Diagnostic Table tab.

(see Fig. 3.19, Exit Site Classification tab, page 65)

Classification Modified by Teixido & Arias, the Twardowski’s exit site classification can
be accessed on the Classification tab of PatientOnLine.
This classification allows a very accurate determination of the patient’s
exit site status by choosing a grade for each of the eight categories avai-
lable.

The same classification can be accessed from the Exit Site / Tunnel
Infection tab if the With Exit Site Classification check box is checked.

Follow the same procedure as described below to create a new Exit
Site Classification record.

An Exit Site Classification can either be associated with an exit site /
tunnel infection incident (see section Exit Site / Tunnel Infection) or it
can be defined independently, using the Exit Site Classification tab, in
case of a regular medical check-up.

If the Exit Site Classification is recorded when creating an Exit Site /
Tunnel Infection incident, the record is displayed in the Exit Site List
table in red on yellow background. The source of the record is display-
ed. The source can be: Manually stored or Infection.

@ Note
Exit Site Classification records associated with an Exit Site / Tunnel
Infection can neither be edited nor deleted on the Exit Site Classifica-
tion tab (Edit, Delete, Save and Delete). Editing and deleting is only
allowed for records created from Exit Site Classification.

Recorded from Exit Site Classifica-
tion

Exit Site / Tunnel Infection & Peritonitis
Exit Site / Tunnel Infection | Peritonitis it Site Classification |
Classification | Diagnostic Table |

Exit Site List Custom Overview ment Snapshot Image: Date:

107162002 Acute infection - both tunnel and exit-s...  Infection Nao special issues

Date Comment t Source 9/ 372003
5732003 o special isstes Manually stored Q 0 Comment

Redness of Skin (R) Meas. of Redness (M) Crust(Q Ext. Exudation (X)

Good Exit Site - 1 Perfect - 0 Good Exit Site - 1 Good Exit Ste - 1
Ext. Granulation (G) Int. Epithelium (E) Int. Secretion (S)

: gl
§ v &3‘ j s
B~ .
Perfect - 0 Perfect - 0 Perfect - 0
[ mew ][ Edt [ Deete | sae Cancel
\
Recorded from Exit Site Tunnel Infecti-
on

Fig. 3.19 Exit Site Classification tab
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Creating an Exit Site
Classification record

Editing an Exit Site Classi-
fication record

Deleting an Exit Site
Classification record

To create an Exit Site Classification record for the selected patient,
proceed as follows:

> Click the New button;

The Save and Cancel buttons become active.
The New, Edit and Delete buttons become inactive.

> Select the desired date or keep the current date displayed in the
Start Date calendar control;

> Enter a note in the Comment text field (optional).

If available, a digital photograph of the actual exit site can be added by
double-clicking on the Snapshot Image area and by selecting the de-
sired image file;

For each of the 8 exit site categories, a grade can be selected from a
drop-down menu.

> Repeat the selection for all 8 categories;

> Click on the Save button to create the Exit Site Classification re-
cord or select the Cancel button to cancel the current process.

To edit an Exit Site Classification record for the selected patient, pro-

ceed as follows:

> Mark the record to be edited in the Exit Site List table;

> Click the Edit button;

> The data to be changed can now be changed;

> Click on the Save button to create the Exit Site Classification re-
cord or select the Cancel button to cancel the current process.

To delete an Exit Site Classification record for the selected patient,

proceed as follows:

> Mark the record to be deleted in the Exit Site List table;

> Click the Delete button;

> The record is deleted after a safety prompt.

A pop-up window appears to show that the delete operation has been
successful.
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Exit Site f Tunnel Infection & Peritonitis

Exit Site / Tunnel Infeclinn' Peritonitis Exit Site Classification |

Classification Diagnostic Table |

Fig. 3.20 Diagnostic Table

A description of the Teixido & Arias exit site table can be found on the
Diagnostic Table tab:

> Select the Diagnostic Table tab;

> Click on the corresponding picture;

A pop-up window containing a full description of the selected picture will
be displayed.

To close the pop-up window:
> Click the S| button;

3.11.4 Assessment Methods

The Assessment Methods menu item is structured on nine tabs:
Weight,
Height,
Blood pressure,
Volume balance,
BCM,
Amputation,
Nasal Carriage Status,
Additional Lab Data,
Comment.

The user may display, enter, edit and delete some basic medical data
for the patient selected in the patient frame.
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3.11.4.1 Weight tab

Creating a new weight
record

Editing the weight record

The Weight tab (see Weight tab, page 69) allows the user to specify
the weight of a patient and to thus create a new weight record or to edit
and delete the existing weight record of a patient.

In addition, the user may define weight notification limits (min/max) with
a certain date for each limit. A weight value that is highlighted in red
when the value is outside of the defined limits for the specific affecting
date range.

Note

A weight record is added whenever a new Quality Assurance record is
created or a BCM Card is personalized with a new weight value entered
in the Personalize BCM Card menu item. The Weight list in (see
Weight tab, page 69) displays these weight records as well, but in a dif-
ferent color scheme. Weight records can also be imported from EDBMS
or from CAPD treatments. The source of the record is displayed in the
list. In the Weight tab, records that do not have Manually stored as
source can neither be edited nor deleted.

On the Weight tab, the following data fields are available:
Weight (Kg or Pounds),
With Fluid (check box),
Prescribed Dry Weight (Kg or Pounds),
Date.

To create a new weight record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Weight tab;

> Click the New button;

> Enter the corresponding numerical values in the Weight and Pre-
scribed Dry Weight data fields;

> Check the With Fluid check box (optional);

> Select the Date from the calendar control or keep the current date;

Tip
As soon as the mouse pointer is positioned on the Weight and Prescri-
bed Dry Weight entry fields, a quick info with the admissible minimum

and maximum limits appears. The user can change the weight limits un-
der Administration/Setup/Limits at any time.

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To edit a weight record, proceed as follows:
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Deleting a weight record

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Weight tab;

> Select the record to be edited in the Weight List;

Note

Only records written in black can be changed. Records written in red are
generated by other data sources and can thus not be edited.

— Click the Edit button;

— The Weight and Prescribed Dry Weight data fields can be chan-
ged/corrected;

— Check the With Fluid check box (optional);
— Select the Date from the calendar control or keep the current date;
— Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

Recorded from Weight

Assessment Methods

Weight | Height | Blood Pressure | Volume balance | €M | Amputation | Nasal Carriage Status | Additional Lab Data | Comment

Weight | Limits |
Weight List:
Date Weight [i57f With Fluid Prescribed Dry Wight [Kg] Source
1710272003 12 Ho QA
16/10/2002 7.4 Yes 720 Manually stored
12108/2002 750 Ho A
10/08/2002 735 Ho a
03/08/2002 750 Ho oA
16108/2002 720 Yes 70.0 Manually stored
0811012001 87.0 t no an
Weight: Kg Date: [27/04/2017
With Fluid
Prescribed Dry Weight: Kg
Hew Edt Delete Save Gancel

Recorded from other data source

Fig. 3.21 Weight tab

Tip
The measurement units for the weight depend upon the settings availa-
ble in Administration/Setup/Lab Data Settings/Weight & Height

Units. You can at any moment choose between kg & cm and pounds &
inches.

> To delete a weight record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Weight tab;

> Select the record to be deleted in the Weight List;
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3.11.4.2 Height tab

}§ |

Note

Only records written in black can be deleted. Records written in red are
generated by other data sources and can thus not be deleted.

> Click the Delete button;
A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled and the Weight tab remains
unchanged.

The Limits sub-tab allows the definition of weight notification limits by
using the buttons New, Edit, Delete, Save and Cancel.

In order to define such a limit record, click on New, then set a date, a
minimum value and a maximum value, and then click on Save.

It is possible to define multiple limit records, each with its own date. A
limit record acts from its definition date until the next limit record or until
the present date if no subsequent record exists.

Note

It is highly recommended that at least one set of limits is defined for
each patient, with an appropriate date. Be aware that the limits will apply
only to records that have a date after the limits' date.

Note

Weight values that are outside the limits that correspond to the date of
the weight record are highlighted in red.

Note

In case PatientOnLine client-server is connected to EDBMS and the
server is configured so that Weight is editable at EDBMS level, the edit-
ing buttons in PatientOnLine are not visible and the Weight menu is
read-only.

The Height tab (see Height tab, page 72) allows the user to specify the
height of a patient and to thus create a new height record or to edit and
delete the existing height record of the patient.
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Creating a new height
record

Editing a height record

Note

A height record is added whenever a new Quality Assurance record is
created or a BCM Card is personalized with a new height value entered
in the Personalize BCM Card menu item. The Height List in (see
Height tab, page 72) displays these height records as well, but in a dif-
ferent color scheme. Height records can be imported from EDBMS as
well. The source of the record is displayed in the list. In the Height tab,
records that do not have Manually stored as source can neither be edi-
ted nor deleted.

On the Height tab, the following data fields are available:
Height (cm or inches),
Date.

To create a new height record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Height tab;

> Click the New button;

> Enter the corresponding numerical value in the Height data field;

> Select the Date from the calendar control or keep the current date;

Tip
As soon as the mouse pointer is positioned on the Height entry field, a
quick info with the admissible minimum and maximum limits appears.

The user can change the height limits under Administration/Setup/Li-
mits at any time.

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To edit a height record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Height tab;

> Select the record to be edited in the Height List;

Note

Only records written in black can be changed. Records written in red are
generated by other data sources and can thus not be edited.

> Click the Edit button;
> The Height data field can now be changed;

> Select the Date from the calendar control or keep the current date;
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Deleting a height record

4

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

Tip

The measurement units for the height depend upon the settings availa-
ble in Administration/Setup/Lab Data Settings/Weight & Height
Units. You can at any moment choose between kg & cm and pounds &
inches.

To delete a height record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Height tab;

> Select the record to be deleted in the Height List;

Note

Only records written in black can be deleted. Records written in red are
generated by other data sources and can thus not be deleted.

> Click the Delete button;

A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled.

Recorded from other data source

Assessment Methods

Weight | Height| Blood Pressure | Volume balance | BCM | An/utation | Nasal Carriage Status | Additional Lab Data | Comment

Height List
Date.
201742003
10/14/2002
91242002
9/10/2002
9/3/2002
10/82001

oA
anualy stored
QA
oA
oA
QA

=

Height: e: | 9/18/2022

Recorded from Height

Fig. 3.22 Height tab
The Limits sub-tab allows the definition of height notification limits by
using the buttons New, Edit, Delete, Save and Cancel.

In order to define such a limit record, click on New, then set a date, a
minimum value and a maximum value, and then click on Save.
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3.11.4.3 Blood pressure tab

\SLI4

Creating a new blood
pressure record

It is possible to define multiple limit records, each with its own date. A
limit record acts from its definition date until the next limit record or until
the present date if no subsequent record exists.

Note

Height values that are outside the limits that correspond to the date of
the height record are highlighted in red.

Note

In case PatientOnLine client-server is connected to EDBMS and the
server is configured so that Height is editable at EDBMS level, the edit-
ing buttons in PatientOnLine are not visible and the Height menu is
read-only.

The Blood Pressure tab (see Blood Pressure tab, page 75) allows
the user to document the blood pressure and body temperature of a pa-
tient.

On the Blood Pressure tab, the following data fields are available:
Systolic (mmHg),
Diastolic (mmHg),
Body Position,
Heart Rate (1/min),
Body Temperature (degrees Celsius or Fahrenheit),
Date.

Note

A blood pressure record is added whenever a new CAPD treatment is
created. The Blood Pressure List displays these records as well, but
in a different color scheme. Blood pressure records can be imported
from EDBMS as well. The source of the record is displayed in the list. In
the Blood Pressure tab, records that do not have Manually stored as
source can neither be edited nor deleted.

To create a new blood pressure record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Blood Pressure tab;

> Click the New button;

> Enterthe corresponding numerical values in the Systolic, Diastolic,
Body Postion and Heart Rate data fields;

> Select the Date from the calendar control or keep the current date;

Fresenius Medical Care PatientOnLine

IFU-EN 09A-2022 73



Chapter 3: Operation

(LI

Editing the blood pressure
record

Deleting the blood
pressure record

> Enter the Body Temperature in the corresponding field;

Tip
As soon as the mouse pointer is positioned on the Systolic, Diastolic,
Heart Rate or Body Temperature entry fields, a quick info with the ad-

missible minimum and maximum limits is displayed. Entering values
outside the predefined ranges is not allowed.

Tip
The measurement units for the body temperature depend upon the set-
tings available in Administration/Setup/Lab Data Settings/Tempera-

ture Units. You can at any moment choose between degrees Celsius
and Fahrenheit.

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To edit a blood pressure record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Blood Pressure tab;

> Select the record to be edited in the Blood Pressure List;

> Click the Edit button;

> The Systolic, Diastolic, Body Position, Heart Rate and Body
Temperature data fields can be changed/corrected;

> Select the Date from the calendar control or keep the current date;
> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To delete a blood pressure record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Blood Pressure tab;

> Select the record to be deleted in the Blood Pressure List;

> Click the Delete button;

A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled and no changes are perfor-
med.
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3.11.4.4 Volume Balance tab

Assessment Methods

Weight| Height Blood Pressure | Volume halance | BCM | Amputation | Nasal Carriage Status | Additional Lah Data | Comment

Blood Pressure | Limits |

Blood Pressure List Custom Overview menu

Date Systolic [mmHgl  Diastolic [mmHg]  Heart Rate [1/min]  Bady Position Body Termperature [°G] Saurce

TR 75 t 8 1l Lying Manually stored

BAB0R 170 105 t 78 Sitting Manually stored
Systolic mmHg Body Pasition: | Unknewn Date: | 5232022

Diastalic: mmHg Heart Rate: 1fmin

Body Temperature ®

New Edit Delete Save Cancel

Fig. 3.23 Blood Pressure tab

The Limits sub-tab allows the definition of blood pressure and tempe-
rature notification limits by using the buttons New, Edit, Delete, Save
and Cancel.

In order to define such a limit record, click on New, then set a date, a
minimum value and a maximum value for systolic, diastolic, heart rate
and temperature, and then click on Save.

It is possible to define multiple limit records, each with its own date. A
limit record acts from its definition date until the next limit record or until
the present date if no subsequent record exists.

Note

It is highly recommended that at least one set of limits is defined for
each patient, with an appropriate date. Be aware that the limits will apply
only to records that have a date after the limits' date.

Note

Blood pressure / temperature values that are outside the limits that cor-
respond to the date of the blood pressure / temperature record are
highlighted in red.

Note

In case PatientOnLine client-server is connected to EDBMS and the
server is configured so that Blood Pressure is editable at EDBMS level,
the editing buttons in PatientOnLine are not visible and the Blood Pres-
sure menu is read-only.

The Volume Balance tab (see Fig. 3.24, Volume Balance tab,
page 76) allows the user to view the volume balance values from
APD/CAPD treatment protocols. This menu is read-only.
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Assessment Methods

Weight | Height | Blood Pressure Volume halance | BCM | Amputation | Nasal Carriage Status | Additional Lab Data | Comment

Volume Balance | Limits|

Yolume Balance List;

Date Volume Balance [mi] System Type
22412014 EE] slegprsafe harmony
22302014 753 sleep-safe harmony
22300014 a2 slegprsafe harmony
22112014 704 slegprsafe harmony
22002014 788 sleep-safe harmony
2A972014 792 sleep-safe harmony
2A82014 73 sleeprsafe harmony
21722014 690 1 sleepssafe harmony
21162014 549 1 sleeprsa
2152014 653 t sleeprsal
I

1 sl

21147204 952
2113204 242

slegp-safe harmony
sleep-safe harmony

Fig. 3.24 Volume Balance tab

By double-clicking on a row in the Volume Balance grid, the control will
jump to the Treatment Analysis menu, on the respective treatment
protocol. In this way you can have immediate access to the full treat-
ment data.

The Limits sub-tab allows the definition of volume balance limits, by
using the buttons New, Edit, Delete, Save and Cancel.

In order to define such a limit record, click on New, then set a date, a
minimum value and a maximum value, then click on Save.

It is possible to define multiple limits records, each with its own date. A
limits record acts from its definition date up until the next limit record or
up until the present date if no subsequent record exists.

Note

It is highly recommended that at least one set of limits is defined for
each patient, with an appropriate date. Be aware that the limits will apply
only to records that have a date after the limits' date.

Note

Volume balance values that are outside the limits that correspond to the
date of the volume balance record date are highlighted in red, regard-
less of the menu in which they are displayed.

Note

In case PatientOnLine client-server is connected to EDBMS and the
server is configured so that Volume Balance Limits are editable at
EDBMS level, the editing buttons in PatientOnLine are not visible and
the Volume Balance Limits menu is read-only.
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3.11.4.5 BCM tab

Body Composition

The BCM tab allows the user to analyze BCM measurements on a pa-
tient basis. The BCM measurements are available in both numerical for-
mat - Results tab, and graphical format - Graphics tab. For each BCM
measurement, data concerning measurement input parameters, body

composition, Cole parameters, raw data and measurement quality are
displayed.

Assessment Methods

Weight| Height| Blood Pressure | Volume balance { BCH | Amputation | Nasal Carriage Status | Additional Lab Data | Comment

Date Quality [%]  * Delete Input Data: Body Results:
TR472008  BT.F E | r=vre—m— Age: B3 years

Export raw data

= Gender.  Male V. 397 L
720008 688.0
oo oo [ Rt | Weight: 740 Ky LTht: 613 Kg

= Height: 179 cm BME: 231 Kgim?

TA7/009  |87.8 Avg. sys. press mmHg
7N5R008 674 g Ay, dia. press. mmHy
‘ il v

Results | Graphics |

Body Composition Cole.Cole Graphic| Raw Data

Water Mass

Total body water
Extracellular water:
Intracellular water:

Extrafintra cellular water ratio
Urea distribution volume:

Overhydration

Nomalized hydration weight
Body mass index

Lean tissue index

Fat tissus index

Lean tissue mass:

Relative lean tissue mass

Fat mass:

1

iRk
I (B
== w
E3

Overhydration LS
Relative fat mass %
Relative overhycration: % =
Biody cell mass Ky
Adipose tissue mass: Kg

Fig. 3.25 BCM tab

In the upper-left part of the BCM window, there is a table with the stored
BCM measurements (as provided by the BCM device) for the selected
patient. The measurement date and quality are displayed. Selecting a
table row will refresh all BCM data in the window.

On the upper-right side, there is an area describing the measurement's
Input Data, referring to patient age, gender, weight, height, average
systolic and diastolic blood pressure, and the BCM measurement Body
Results in terms of Urea distribution volume (V), Lean tissue mass
(LTM) and Body mass index (BMI).

In the lower part of the screen, there is a working area with 2 tabs - Re-
sults and Graphics. The Results tab comprises Body Composition
results, Cole-Cole Graphic and Raw Data.

Body composition data refers to: total body water, extra-cellular water,
intracellular water, extra/intra cellular water ratio, urea distribution volu-
me, overhydration, relative overhydration, normalized hydration weight,
body mass index, lean tissue index, fat tissue index, lean tissue mass,
relative lean tissue mass, fat mass, relative fat mass, body cell mass,
adipose tissue mass. Corresponding reference classes are displayed in
graphical format (the same as the BCM device) when available (see the
symbols — and = displayed in (see BCM tab, page 77)).
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Cole-Cole Graphic

Raw Data

This option displays the impedance graphic of the BCM measurement
raw data. Raw data refers to the phase and amplitude (AC reactance
and resistance) values measured by the BCM device for 50 different fre-
quencies. The raw data curve gives an indication of the quality of the
measurement. The BCM also computes a quality value for each mea-
surement displayed in this screen. A quality value above 90 indicates
good raw data quality.

Results | Graphics |

Body G

Measurement Quality

w——— Quality: 877 %
I

-#mm- Quality not optimal
65

o

300 320 340 360 380 400 420 440 450 480 500 520 540 560 580 600 620 640 BEO 630 70O
Resistance [Ohm]

Fig. 3.26 Cole-Cole Graphic

This option displays all numerical values of the BCM measurement raw
data, as well as the Cole parameters: extracellular resistance, intracel-
lular resistance, alpha, time delay, capacity, and error.

Raw data can be exported in a text file in tab separated values format
(*.tsv) by clicking the Export raw data button. This export feature all-
ows further analysis and processing of raw data.

The Graphics tab comprises Body Composition, Overhydration and
Hydration Reference graphics for all BCM measurements available in
the upper left table of the working area for the selected patient.

For body composition graphics, overhydration, lean tissue mass, adipo-
se tissue mass, systolic blood pressure, and weight are represented on
the same graphics. For overhydration, only the overhydration parame-
ter evolution is displayed. The hydration reference displays the systolic
blood pressure vs. overhydration.
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3.11.4.6 Amputation tab

Results | Graphics||

[Body Camposition 0 troml | el |

Body composition - 1 meonths
80

g
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Fig. 3.27 Body Composition Graphic

All data displayed for a BCM measurement can be printed in a dedica-
ted report by selecting the desired BCM measurement from the list and
clicking the Report button. As a result, the corresponding input data and
the results of the BCM measurement, in text and graphical format, as
well as the associated (history) graphics are included in the report.

Clicking the Delete button will delete the currently selected BCM mea-
surement, on user confirmation only.

Note

BCM measurements can be imported using the menu item Import BCM
Card in Communication/BCM Card, as described in the correspon-
ding section of these Instructions for Use.

The Amputation tab (see Amputation tab, page 80) allows the user to
specify the amputation status of a patient and to thus create a new am-
putation record of a patient or to edit or delete the existing amputation

record of the patient.

There are four categories of amputations: for the left/right side of the
body and for the upper/lower part of the body (arm/foot).

For the upper part of the body, the amputations can be:
Hand,
Arm below elbow,
Arm above elbow,

Arm at shoulder.
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For the lower part of the body, the amputations can be:
Foot,
Leg below knee,
Leg above knee,

Leg at hip.

Note

The amputation record always reflects the current amputation status of
the patient. Once a body part is missing, it will be missing at any future
moment and it will be mentioned as missing repeatedly in every future
amputation record.

You can specify an amputation status by checking the appropriate left
and right-side check boxes.

Assessment Methods

Weight | Height | Blood Pressure | Volume balance | BCM  Amputation | Nasal Carriage Status | Additional Lab Data | Comment
Apnputation List

Date Left A Left Leg Right Arm Right Leg

B/10/2003 Leg ahove knee Arm above elbow
9/172002 Foot

Left side Right side

Arm at shoulder

Arm above elbow

A below elbow
Hand

Date: | BAD/2003

Leg at hip
Leg above knee
Leg below knee

Foot

[ mew ) Edt  |[ Delete ]| S Cancel

Fig. 3.28 Amputation tab

Note

Regardless of the side, for both the upper and the lower part of the bo-
dy, the amputation status is cumulative. Checking a check box for a hig-
her level of amputation will automatically determine the checking of all
lower levels. The descending lower levels are grayed out and impossi-
ble to uncheck. Unchecking at a higher level will - on a step-by-step ba-
sis - lead to the activation of the next lower level (not grayed out).

Note

It is not allowed to create two amputation status records with the same
date. A warning message is issued in this case and the operation is can-
celed.
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3.11.4.7 Nasal Carriage Status tab

Creating a new nasal
carriage status record

Note

The amputation status must be progressive in time. Any attempt to save
an amputation status less severe than the previous registered ones will
fail and a warning message is issued.

The user must click on the Ok button of the warning window and return
to the Amputation screen in order to specify a valid amputation status.

Note

Itis not allowed to register the very same amputation status on different
Dates. A warning message is issued in this case and the operation is
canceled.

Note

In case PatientOnLine client-server is connected to EDBMS and the
server is configured so that Amputation is editable at EDBMS level, the
editing buttons in PatientOnLine are not visible and the Amputation
menu is read-only.

The Nasal Carriage Status tab allows the user to specify the nasal car-
riage status.

On the Nasal Carriage Status tab, you can specify the following infor-
mation:

Nasal Carriage Status Negative
Nasal Carriage Status Positive
Comment (free text field)

Date

To create a new nasal carriage status record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Nasal Carriage Status tab;

> Click the New button;

> Inthe Nasal Carriage Status option field, the status of the nasal car-
riage can be selected;

> In the Comment field, a note can be entered (optional);
> Select the Date from the calendar control or keep the current date;
> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.
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Editing a nasal carriage
status record

Deleting a nasal carriage
status record

3.11.4.8 Additional Lab Data tab

To edit a nasal carriage status record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Nasal Carriage Status tab;

> Select the record to be edited in the Nasal Status List;

> Click the Edit button;

> The Nasal Carriage Status option field can now be changed;

> The Comment field can now be changed;

> Select the Date from the calendar control or keep the current date;
> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To delete a nasal carriage status record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Nasal Carriage Status tab;

> Select the record to be deleted in the Nasal Carriage List;

> Click the Delete button;

A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled, the Nasal Carriage Status
tab remains unchanged.

The Additional Lab Data tab (see Additional Lab Data tab, page 84)
allows the user to manage the laboratory data of the blood laboratory
analysis and to document the Hepatitis B, C, and HIV infective status for
a patient. Only certain users can, in addition, specify Hepatitis B, C, and
HIV markers. The term Additional means in addition to QA tests (see
section Quality Assurance).
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) General Lab Tests tab

The user can record the following lab data:

urea
or

urea nitrogen, depending on the values specified by the
local laboratory,

creatinine,

sodium,

potassium,

glucose,

albumin,

protein,

venous bicarbonate,

calcium (total),

phosphorus (phosphate),
parathyroid hormone (intact, biointact and total),
alkaline phosphatase,

C-reactive protein,

hemoglobin,

glycosylated hemoglobin (HbA1c),
ferritin,

transferrin saturation,

CA 125 marker

Note

While the system is running, the user can switch between urea and
urea nitrogen - according to the local laboratory settings - by selecting
the desired option under Administration/Setup/Lab Data Settings.

PatientOnLine offers a sophisticated way of specifying the units of
measurement for each of the lab data in the Administration/Setup/Lab
Data Settings section. For each type of lab data, the user can specify
any possible unit.

The user can easily set/restore the default Conventional or Internati-
onal (S.1.) units of measurement at the click of a button.

The Lab Data Settings tab uses smart edit controls, which have well-
established ranges for each type of data. The value ranges are automa-
tically updated when the user re-defines the measurement units.
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@:

Creating a new additional
lab data record

@D

Editing an additional lab
data record

Note

A lab data record is added whenever a new Quality Assurance test is
created. The Additional Lab Data list displays these QA lab data re-
cords as well, but in a different color scheme. In the Additional Lab
Data tab, QA lab data can neither be edited nor deleted.

To create a lab data record for a patient, proceed as follows:
Select the patient from the Patient Frame;
> Select the Assessment Methods menu item from the Menu Tree;

> Select the Additional Lab Data tab;

Assessment Methods
Weight | Height | Blood Pressure | Volume balance | BCM | Amputation | Nasal Carriage Status Additional Lab Data | Comment

Additional Lab Data List

Date Urea Creatinine Sodium Gluose Alburin
2172016 17474 9.50 n23 B85 37

11872016 17474 .50 123 585 37
9/10/2015 10076 9.90 910 30

Date: 21772016
General Lab Tests | viralogy |

Urea 17474 | [mgedl] PTH intact: [pa/mL]
Creatinine: 950 [mgidl] PTH biintact [pg/mL]
Sadium: 123 [mEqiL] PTH total [pw/mL]
Potassium [mEqiL] Alkaline phosphatass U]
Glucose: B85 [mgfdL] C-reactive protein: [mgiL]
Albumin 37 [9/dL] Hemoglabin [94dL]
Pratein 66 [ofdL] Hbalc [%]
Venous bicarbonate [mEqiL] Ferritin [ng/mL]
Calcium [mgfdL] Transfertn saturation 1%]
Phosphorus [mgidl] CA125: [l UAmL]

Edit Delete Save Cance
Fig. 3.29 Additional Lab Data tab

> Click the New button;

> Select the Date from the calendar control or keep the current date;
> Enter the lab value(s) in the corresponding entry field(s);

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

The newly created record appears in the Additional Lab Data list.

Note

None of the lab data is mandatory. To create a new record, at least one
piece of data must be entered.

To edit an additional lab data record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Additional Lab Data tab;

> Select the record to be edited in the Additional Lab Data List;

> Click the Edit button;
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Deleting an additional lab
data record

Virology tab

Infective Status tab

All data fields are released for editing.
> Select the Date from the calendar control or keep the current date;
> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

All changes are saved in the record.

To delete an additional lab data record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Additional Lab Data tab;

> Select the record to be deleted in the Additional Lab Data List;
> Click the Delete button;

> The record is deleted after a safety prompt;

The successful deletion is shown as a pop-up window and must be con-
firmed by selecting the Yes button.

This option allows the user to document the Infective Status of a pati-
ent related to Hepatitis B, Hepatitis C, and HIV. Upon clicking the New
button, you can select one of three options (Negative, Unknown, Po-
sitive) from the corresponding drop-down menus for Hepatitis B, Hepa-
titis C, and HIV. The date of recording the infective status should be
specified in the Date field. To edit a record, select the desired item from
the Additional Lab Data List, click the Edit button and make the desi-
red changes. Then click the Save button to save the data or the Cancel
button to cancel the process (see Infective Status tab, page 85). To
delete a record, select the desired item from the Additional Lab Data
List, click the Delete button and confirm the deleting operation.

Assessment Methods
Weight | Height | Blood Pressure | Volume balance | BCM | Amputation | Nasal Carriage Status Additional Lab Data | Comment

Additional Lab Data List:

Date Urea Creatinine Sodium Glucose Alburmin
207022 17474 980 23 =) 37
141872022 17474 950 123 B85 37
241072021 100.76 980 910 30

Date: 412802017 O~
General Lah Tests iralogy |

Infitive Status | Laboratary |

Hepatitc B Negatve <]

Hepatitis C Negative -

HIY:

New Edit Delete Save Cancel
Fig. 3.30 Infective Status tab
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Laboratory tab

Only users belonging to the Full Medical group or having View + Edit +
Make Prescription + Delete right can view and access the Laboratory
tab offering the possibility to record the status of several blood parame-
ters for Hepatitis B, Hepatitis C and HIV viruses (see Laboratory tab,

page 86). The following parameters are available:

Hepatitis B virus Hepatitis C virus HIV

(HBV) (HCV)

HBsAg Anti-HCV HIV

Anti-HBs HCV-RNA Anti-HIV ELISA

HBcAg - Anti-HIV Western
Blot

Anti-HBc - P24-antigen

Anti-HBc-IgM - HIV-RNA

HBeAg - -

Anti-HBe - -

HBV-DNA - -

Creating new Laboratory records, editing and deleting such records
should be performed in the usual way (see Infective Status tab de-

scription above).

Assessment Methods

Weight | Height | Blood Pressure | Volume balance | BCM | Amputation | Nasal Carriage Status Additional Lab Data | Comment t
Additional Lab Data List

Date Urea Creatinine Sodium Glucose Albumin

2A712016 17474 350 1123 685 37

1/182016 17474 950 123 685 37

91102015 10076 3.90 91.0 30

Date 472872017 N

General Lab Tests Viralogy |

Infective Status Laboratory |

Hepatitis B virus (HEV) Hepattis ¢ virus (HCV)
HBsAg: Unknown - anti-HCY: Unknown -
anti-HBs: Unknown - HCV-RNA: Unknasn -
HBcAg Unknown = Hy
anti-HEe: Unknown - HIv: Unknown -
anti-HBc-Igh Unknown - antiHIV ELISA Unknown <]
HEeAg Unknawn - antiHIV Westem Blot: [Unknown ~~ #)
anti-HBe - p24-antigen Unknown <]
HEM-DHA: HIV-RNA: Unknown |
Unknown
Pasitive
New Edit Delete [ Sawe |[ Cancel |

Fig. 3.31 Laboratory tab
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3.11.4.9 Comment tab

Creating a new comment
record

Editing a comment record

Note

Each Additional Lab Data record consists of General Lab Tests data
(like Urea N., Creatinine, Sodium, Glucose, ...CA125) and Virology
data (such as Hepatitis B, Hepatitis C and HIV infective status), inclu-
ding Laboratory data (such as HBsAg, Anti-HBs, ..., HBV-DNA, Anti-
HCV, HCV-RNA, HIV, ..., HIV-RNA). Creating a new record is dealing
with the whole bunch of parameters. Editing an existing record also
deals with all parameters that may be changed. Deleting such a record
will delete all data (General, Virology, Laboratory).

The Comment tab allows the user to specify a comment regarding a pa-
tient and to thus create a new comment record or to edit or delete an
existing, general comment concerning a patient.

On the Comment tab, you can specify the following information:
Recommended Nutrition (free text field),
General Comments (free text field),

Date.

To create a new comment record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Comment tab;

> Click the New button;

> Free text can in each case be entered in the Recommended Nutri-
tion and General Comments text fields.

> Select the Date from the calendar control or keep the current date;
> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To edit a comment record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Comment tab;

> Select the record to be edited in the Comment List;

> Click the Edit button;

> The Recommended Nutrition and General Comments text fields
can be edited.

> Select the Date from the calendar control or keep the current date;

> Click the Save button.
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Deleting acommentrecord

3.11.5 Hospitalization

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

To delete a comment record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Assessment Methods menu item from the Menu Tree;
> Select the Comment tab;

> Select the record to be deleted in the Comment List;

> Click the Delete button;

A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled, the Comment tab remains
unchanged.

The Hospitalization submenu allows the user to manage all data rela-
ted to the hospitalization of a patient:

Hospital (description, name),
Department (description, name),
Ward (description, name),

Staff in charge of the patient,
Admission Date,

Discharge date,

In Hospital ID,

Diagnosis.

By selecting the Hospitalization submenu, the Hospitalization entry
menu opens.

W
ol
il
Patient Status
« Demographics
& Diagno=is & Therapy
# Tunnel & Peritonitis
* Assessment Methods

Hospitalization

Fig. 3.32 Hospitalization menu item
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Creating a new hospitali-

zation record

Hospitalization

Hospital Admission Date  Days  Old Diagnesis [C0-10 Code  1CD-10 Description [ new |
{Ciy Tiospial BN A At [{i7E Recumen and persisient Unspaciad Eat
Oty Hospital 107172002 2 Access, Tun
Save
Cancel
p— Adrmission Date Discharge Date:
ospita
Pt oty Respita 50182004 52172004

Department: [Uralogy In Hospital |0
n Hospital

Ward: Surgery 02

Staff. |Prof. Dr. Torsten Sorensen

Select Staff Fully recovered

Old diagnesis (EDTA)

Hematuria Clear

ICD-10 Code:
M02.9

CD-10 Disease,
Recurrent and persistent haematuria: Unspecified

Fig. 3.33 Hospitalization screen

To create a new hospitalization record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Hospitalization menu item from the Menu Tree;
> Click the New button;

> Click the Select Staff button;

The Select Hospital, Department, Ward and Staff pop-up window
opens.

> Select the desired hospital from the Hospital drop-down menu;

> Select the desired department from the Department drop-down me-
nu;

> Select the desired ward from the Ward drop-down menu;

> Mark the staff in charge in the Staff list using the mouse;

Note

The Staff list changes according to the selection criteria of the prece-
ding drop-down menus.

> Select the Assign button in the pop-up window;

The selection is accepted and appears in the entry menu.

Note

The Select Staff operation is mandatory. If it is missing, any attempt to
save the hospitalization record will fail and a warning message will be
issued. Click the Ok button of the warning window to return to the Ho-
spitalization entry menu to provide the necessary data.

> Select the Admission Date from the calendar control or keep the
current date;
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Note

The Admission Date is a mandatory data. If it is missing, any attempt
to save the hospitalization record will fail and a warning message will be
issued. Click the Ok button of the warning window to return to the Ho-
spitalization entry menu to provide the necessary data. Select the Di-
scharge Date from the calendar control or leave it blank.

> Enter the Discharge Date by means of the calendar control (optio-
nal);

Tip
The Discharge Date is not mandatory.

You can leave it blank and update it later. If the Discharge Date entry
field is filled in, the number of hospitalization days is automatically com-
puted and displayed.

> Enter the hospital ID in the In Hospital ID entry field;

Note

The In Hospital ID is a mandatory data, however it is no uniqgue num-
ber. Ifitis missing, any attempt to save the hospitalization record will fail
and a warning message will be issued. Click the Ok button of the war-
ning window and return to the Hospitalization entry menu to provide
the necessary data.

> Enter a note in the Comment text field (optional).
Enter the applicable diagnosis for the patient:

> Click the E] button;

The ICD 10 pop-up window opens;

> Select the applicable diagnosis from the Menu Tree;

Description, Category, and Code are displayed in the Selected Di-
sease field.

> Click the Yes button,
The selection is accepted in the entry menu.
> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.

Alternatively, you can enter a valid ICD-10 code directly in the ICD-10
Code edit box. If the code is correct, the ICD-10 Disease box will be up-
dated with the corresponding text. If the entered code is not valid, a war-
ning message will appear.
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Warning
A Risk for the patient as a result of insufficient detoxification.

A wrong ICD-10 tree selection might not reveal a possible diabetic sta-
tus of the patient.

In such a case, an improper glucose concentration may be prescribed.

> The user must verify the ICD-10 tree selection after clicking the Save

button.
Editing a hospitalization To edit a hospitalization record, proceed as follows:
record > Select the patient from the Patient Frame;
> Select the Hospitalization menu item from the Menu Tree;
> Select the record to be edited in the Hospitalization List;
> Click the Edit button;
For information for editing a record, (see Creating a new hospitaliza-
tion record, page 89).
The following entry fields can be edited directly in the entry menu:
Admission Date,
Discharge Date,
In Hospital ID.
The following entry fields can only be edited via the Select Staff button:
Hospital,
Department,
Ward,
Staff.
The following entry fields can only be edited via the |:| button:
ICD-10 Code,
ICD-10 Disease.
You can enter a valid ICD-10 code directly in the ICD-10 Code edit box.
If the code is correct, the ICD-10 Disease box will be updated with the
corresponding text. If the entered code is not valid, a warning message
will appear.
Saving the edited data > Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.
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A

Deleting a hospitalization
record

3.12 Maedical

@

3.12.1 System & Limits

Warning
Risk for the patient as a result of insufficient detoxification.

A wrong ICD-10 tree selection might not reveal a possible diabetic sta-
tus of the patient.

In such a case, an improper glucose concentration may be prescribed.

> The user must verify the ICD-10 tree selection after clicking the Save
button.

To delete a hospitalization record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Hospitalization menu item from the Menu Tree;
> Select the record to be edited in the Hospitalization List;
> Click the Delete button;

The selected record will be deleted after a safety prompt by clicking on
the Yes button.

The Medical menu item allows the user to fill in extensive data for sys-
tems, prescriptions, analyses, quality assurance, and modeling.

Note

For accessing any of the submenu items, a patient must be selected in
the Patient Frame, otherwise an information message is issued in the
Working Frame and the selected menu item has no effect.

By selecting the System & Limits submenu, the System & Limits en-
try menu opens.

(see Fig. 3.34, System & Limits menu item, page 93)
(see Fig. 3.35, System & Limits entry menu, page 94)
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3.12.1.1 System tab

Medical
= PD Prescription
* Treatment Analy=sis
& Quality Assurance

» Modeling
Fig. 3.34 System & Limits menu item

The System & Limits menu item allows the management of PD sys-
tems for each patient. The user can assign a certain PD system - either
CAPD or APD, or a combination of APD and CAPD systems to the pa-
tient. There is also a generic system called Other APD that can be se-
lected. If a patient has this system assigned, a prescription can be crea-
ted but cannot be written on the patient card. Also for this system the
Limits tab is not available. Most APD systems allow setting certain pre-
scription limits. This is done on the Limits tab.

Note

If no PD system has been assigned to a patient, no new prescription can
be made for that patient.

The creation of a new record in the Medical/PD Prescription menu item
issues a warning message which informs the user that no PD system is
selected.

This module is structured on 2 tabs, namely System and Limits, which
are described below.

On the System tab, the patient is assigned to a certain PD system (see
Fig. 3.35, System & Limits entry menu, page 94).

The following entry fields are available:
APD System Type;
Set Date;
CAPD System Type;
Language;
Comment.

For certain systems, like sleep-safe, you must also select the display
language of the APD system in the Language drop-down menu.
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Creating a PD System
record

Normally, a PD patient always uses the same PD system. Any change
in the system is entered in the System List.

Note

If the PD system itself is changed, all existing prescriptions need to be
converted to the new PD system to make sure that they are still compa-
tible. This needs to be done whenever a new option is selected from the
APD System Type drop-down list, regardless of whether the device
type changes or only the device version.

Converting prescriptions is done via the editing prescriptions task. For
further information about editing PD prescriptions, (see chapter 3.12.2,
page 99).

The PD systems used are listed in chronological order. The currently
used system is displayed at the top of the list.

System & Limits

System | Limits |
System List
Set Date APD System Type Language CAPD Syster Typs
91262005 sleepssafe V2.2x English stayesafel® bicaVera®
Set Date:
8260005
Comment
= 5
~ [}
APD System Type CAPD System Type
sleaprsate V2.2x stayrsals® bicaVera®

Language
English

New |[  Edit ][ Delete Save Cancel

Fig. 3.35 System & Limits entry menu

By clicking on a record in the System List, all details including an image
of the PD system will be displayed in the entry menu.

To create a PD System record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the System & Limits menu item from the Menu Tree;

> Select the System tab;

> Click the New button;

> Select the APD System from the APD System Type drop-down me-
nu;

Note

If there is an image of the selected APD System, it will be displayed in
the entry menu.
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Editing a PD System
record

Deleting a PD System
record

Note

If sleepesafe is selected as APD system, the available languages will
be displayed in the Language drop-down menu. In case another APD
system is selected, the Language drop-down menu remains empty.

> Select the display language of the APD system in the Language
drop-down menu (if available);

> Select the Set Date from the calendar control or keep the current
date;

> Select the CAPD System from the CAPD System Type drop-down
menu;

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button. The pop-up window dis-
plays the current PD system and a reminder to set the patient system
limits.

To edit a PD System record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the System & Limits menu item from the Menu Tree;

> Select the System tab;

> Select the record to be edited in the System List;

> Click the Edit button;

All data fields can be edited as described under (see Creating a PD
System record, page 94).

> Click the Save button.

All changes are saved in the record.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button. The pop-up window dis-
plays the current PD system and a reminder to set the patient system
limits.

To delete a PD System record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the System & Limits menu item from the Menu Tree;

> Select the System tab;

> Select the record to be deleted in the System List;

> Click the Delete button;

A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled, and the System tab remains
unchanged. The pop-up window displays the current PD system (if any)
and a reminder to set the patient system limits.
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3.12.1.2 Limits tab

Note

For a patient that is no longer treated by PD (temporary or permanently)
both APD and CAPD systems can be set to None.

The Limits tab allows the user to specify some constraint parameters
to be taken into account when performing the treatment with an APD
cycler for a patient.

Each patient can have their own parameters specified. Setting limits is
available only if the current PD system supports this feature.

Different types of cycler parameters are managed:

Preselected/maximum values within the absolute min/max values impo-
sed by the cycler;

> Range, with predefined values;
> Option (such as yes or no);
> Single value.

The possible actions allowed in the Limits window are the common
ones. The Default button allows reverting to a predefined set of limits.

Note

The limits specified in the Limits tab are only available for the current
combined PD system (the topmost record in the System List table of
the System tab).

For the sleep-safe cycler, upon changing from the adult to the pediatric
set, it is possible that the current adult limits may become invalid for a
pediatric patient and thus they will be highlighted red. In this case, cli-
cking the Default button will force the default pediatric limits.

System & Limits
System Limits |

sleeprzafe ¥2.20, English

Ilin Max
Base cycle count:| 1 = 93 =
s, =] =]
Alarm dela 2 rmin = =
Y Tidal cycle count: 2 =99 =
Additional outflow: 307 yes (1o sound) Base inflow volumne: 25 B[3500  [Zmi
=) =)
Edit level: @ 2) change PD-Plus + (1) Tidal inflow volume:| 25 5200 S
Inflow rate: 50 |2 350 [Smlmin
dtecadods .% 2 Inflow temperature; 350 (2370 [Z)C
Safety volurme: \§ 120 ol Dwell time: 5 Sz [Smin
Base UF: 0 [ 1000 [Zlmi
Set type sleeprsafe set Tidal UF:[ 0 =000 [ =ml
=] =]
=)

Min. outflow value: | 85 Outflow rate: 50 3| 230 = mlfmin

(o]

Lo]g]

=] =]
Wae fill value: | 100 Total inflow volume: 25 & 30000 [S(ml

Save Cancel Default
Fig. 3.36 Limits and options for sleep-safe V2.2x - adult set
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Wi, o Tip

\N\IZ When the pediatric set is selected for sleepesafe, a bitmap of the Paed-
dy Bear will be displayed.

The specific limits and options for sleepesafe harmony are illustrated
below.

System & Limits
System Limits |

sleep-safe harmony V2.3

Preselected  Wax
Set type: | Sleepesafe Set

Inflow valurne: | 2000 EC =

S ml

(e[ejje[c]

Inflow rate: | 350 350 |8 mimin

Duwell duration: | 120

L]
]

L]
F

00/ 60) 06| (o8] (e8] (@a

E - -

Outflow rate: | 230

00
i
00
Fl
El

Recommended catheter perfarmance

Additional outflow: | Yes (without soun

Access level: [ Select prescriptions

Edit

[%]
g

Default

Fig. 3.37 Limits and options for the sleepesafe harmony - adult therapy
mode

The Recommended catheter performance is calculated by Patient-
OnLine based on the last 7 treatment protocols, by comparing the cal-
culated durations of outflow phases from the prescription to the actual
durations of outflow phases from the treatment protocol. The recom-
mended value, if set as Catheter performance in the System & Li-
mits/Limits tab, will adapt the calculated duration of outflow phases to
better fit the actual durations.

@; Note
The therapy mode of the sleepesafe harmony system version >V2.3
can also be changed to the pediatric therapy mode (see Fig. 3.38, Li-
mits and options for sleepesafe harmony version >V2.3 - pediatric the-
rapy mode, page 98).

Upon changing from adult to pediatric set, it is possible that the current
adult limits may become invalid for a pediatric patient and thus they will
appear in red color. In this case, pressing the Default button will force
the default pediatric limits.
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] @

System & Limits

System Limits |

sleepssafe harmony > 2.3 .r,
L
il

Preselected
Therapy mode: P ediatric

Inflowvolume: | 100 (S| (500 |5
Permitted patient volume: | 110 =S — =) ml
Inflow rate: | 150 = 150 S
Permitted residual volume: | 35 S % = i) b
Permitted dwell duration reduction: | 15 2 %
Dwell duration: [0 5 (30 [
Permitted inflow volume reduction: | 10 5 o = =) min
Catheter performance: | 130 = o
Outlowrate:[ 100 Z| 100 E] pmppmin
Recommended catheter perfarmance; B %

Additional outflow: Yes (without sound)

Access level: Select prescriptions

Sawe Cancel Default

Fig. 3.38 Limits and options for sleepesafe harmony version >V2.3 -
pediatric therapy mode

Note

For detailed information about the sleepesafe harmony limits and opti-
ons in this section, refer to the sleepssafe harmony cycler Instructions
for Use.

The specific limits and options for SILENCIA are illustrated below.

System & Limits
System Limits |
SILENCIAWI O

Preselected  Max
Therapy mode: | default

= =
Permitted patient volume: | 110 gl % Inflow volumne: | 2000 |5 | 3000 [ 1)
Permitted residual volume: | 35 = %
= =
Permitted dwell duration recuction: | 15 S % Dwell durstion: | 120 ] 300 &) min
J

Additional outflow: es (without sound]

Acoess level: | Select prescriptions

Sae Cancel Default

Fig. 3.39 Limits and options for SILENCIA

Note

For detailed information about the SILENCIA limits and options in this
section, refer to the SILENCIA cycler Instructions for Use.

Note

The limits set for a cycler are patient-oriented (different for each pati-
ent).

For details about the meaning of each parameter in the Limits screens,
refer to the specific Instructions for Use.
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3.12.2 PD Prescription

@

The PD Prescriptions menu allows the user to make prescriptions for a
patient depending on the PD system assigned and, if relevant, on the
limits for that system.

Note

If no PD system has been assigned to a patient, no new prescription can
be made for that patient.

The PD Prescription menu is structured differently depending on the
combined system type, APD (sleep-safe, sleepesafe harmony, Si-
LENCIA etc.) and/or CAPD. Consequently, the prescription can have
an APD part and/or a CAPD one. Combined prescriptions are displayed
in two tabs - APD and CAPD - while single-system ones are displayed
in a single tab - APD or CAPD. A prescription consisting of both APD
and CAPD parts is shown in the following figure.

PD Prescription - sleeprsafe V2.20, English - stay*safe® bicaVera

Name Last Change 2| [ New | Total Time [nh:mmi: 24:00
K

nipd 972572016 Edit . H : : 7 7 . . 7 j

o0 H H H H H B i i B
nipd_pdplus 972472016 e z I
copd 8/23/2016 B FEET Eis ’ g |
copd_pdplus 9/22/2016 7 e N i
copd_prpius, exira 531016 Cancel “S

¥ Egpnn 0800 10:00  12:00 1400 416:00 1800 20:00 2200 00:00 0200 0400 06:00
APD | CAPD [ Inft
2P0 |capp | Overview [ [ i |
sleeprsafe V2.20, English - sleeprsafe set

7 General Settings B Volume [rl] Glucose [%]

PD-Plus Outfiow. | 2000
PO-Plus Inflow: | 2000
Initial Outfiow 2000
Base Inflow: #1200

Presctiption Narme: PO-Plus: & |1 50

Inflow: g% 150

Last inflow: |1 50

cepd_pdplus_extra
Treatment Type
Standard Plus
Solution Type
&, bicavera 1.75 Ca 3L
PD-Plus:
piiz | active Base Outflow: 2000
Last Inflow: #2000
Max. Possible Fill Vol: #*  2000(ml]

Lefe){efel{erclfele]

#F Temperature [C]
PD-Plus: || 37.0

Inflow: % 37.0

Last Inflow: ##| 370

(068
00|60 66

Base Cycles

3
i

Fixed Treatment Time: @

Profile

=== Duwell Time [min]
PD-Plus Dwell Time: | 120
Dwell Time: | 120

= Flowrate [mlmin]

Inflow: | 350

Outflow: 130

6068
Lefc] fec]

Fig. 3.40 PD Prescription window for the sleep-safe APD system

The PD Prescription module is divided in the following sections:
Prescription List in the upper left corner;
Command buttons in the upper center part;
Overview pane in the upper right corner;

Prescription settings with the APD and CAPD tabs in the
lower part.

The Prescription list displays the prescription names and the date of
the last change, providing the means to select and thus to edit/de-
lete/preview prescriptions.
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The Command buttons allow the following actions:
New - Creating a new prescription;
Edit - Editing an existing prescription;

Delete - Removing a selected prescription from the
database;

Save - Saving the prescription in the database;

Cancel - Canceling the edit operation, thus rejecting the
changes;

Report - Creating an associated report.

Adapted APD Prescription Adapted APD (aAPD) is a concept introduced by Prof. M. Fischbach. In
his study (see reference 10 from Chapter 5.1). Patients were treated
with a sequence of short-dwell, small-volume exchanges to promote ul-
trafiltration, followed by longer-dwells, larger-volume exchanges to fa-
vor removal of uremic toxins. Adult APD patients with a mean D/P crea-
tinine of 0.68 (range 0.58 — 0.80) initially received 2 times a small fill vo-
lume of 1500 mL with an exchange cycle of 45 minutes. The fill volume
was then changed to 3000 mL (1480 — 1650 mL/m?), which was given
3 times with an exchange cycle of 150 minutes. Total nightly APD treat-
ment was 9 hours.

Since sleeprsafe, sleepesafe harmony and SILENCIA cyclers have
the unique feature of profiling each single cycle they enable the aAPD
prescription by Fischbach as well. The prescription of large fill volumes
should be managed using intra peritoneal pressure (IPP) measure-
ments to avoid the risk of a too high IPP.

If the APD system is sleepesafe, sleepssafe harmony or SILENCIA,
the option "Adapted APD" is available upon creating a new prescription:

MNew Prescription @

Treatment modality:
JAPD

APD Systemn Type:
sleepesafe W2.2x
Language:
English

V| Adapted APD

[ Mext = H Cancel

Fig. 3.41 Adapted APD option

In case the patient's age is less than 2 years, the Adapted APD option
is not available (see Fig. 3.41, Adapted APD option, page 100).
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Mew Prescription

Treatment modality:
APD

APD Systemn Type:
sleepesafe W2.2x
Language:
English

Adapted APD

Adapted APD not recommended. Patient is less than 2
years old.

CAPD

[ MNext = H Cancel ]

Fig. 3.42 Adapted APD option not available for children less than
2 years old

If this option is selected, the next page will offer the possibility to edit the
aAPD parameters:

Adapted APD Prescription ==
QA Tests
Test Type Date BSA [m2] /P Creat Ft0 Urea [min] Ft&0 Creat. [min] Pt50 Gluc. [min]
PFT 211772022 1.80 072 56 1o 83
PFT 111872022 1.80 072 44 101 93
PET 812720211 191 066 a7 130 129
24h Batch 9/10/2021 1.89 - - - -
PET +24h Batch 97372021 1.91 066 a1 121 126
Good Fit
Adapted APD Cycles
Ultrafiltration Clearance
S| mi Inflow volume: 2770 [Z ml
nin Dwell time: 223 |3 min
Glucose %
No. of Cyeles: B
[ Prafile

Total Time [hh:mm]: 15:30
3

B

Valume [L]

a

0
0000 000 0200 0300 0400 0500 O8O0 0700 000 0900 1000 1100 1200 1300 1400 1500

Disclaimer.  The treating physician should verify and accept all above settings before pressing the "Mext’ button. An intra-peritoneal pressure measurement
for large inflowr volumes should be considered

<Back | [ Newt> | [ cancel

Fig. 3.43 Adapted APD prescription window

In the upper part of the window, you can view a list of available QA tests.
The list contains by default the latest 6 non-draft QA tests, but none ol-
der than 25 months. The list can be extended up until a
PET/PFT/PET+24h batch testis included, but not older than 25 months.
In the Adapted APD Cycles area, the inflow volumes and dwell times
can be edited within the current patient limits. Depending on cycler ca-
pabilities, glucose concentrations can be edited as well. The lower part
is the graphical representation of the prescription.
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@:

Creating a new PD
Prescription

@

Entries on the APD tab

@

Entries on the CAPD tab

If the APD system is sleepesafe or sleepesafe harmony, a Profile
check box is available. Checking this option allows you to further edit
the number of cycles. If Profile is checked, the order of cycles of the
adapted APD prescription can be toggled by clicking the icon located on
the left side of the Profile. This option is not available for SILENCIA.

Note

By clicking the Next button, the prescription will be passed on to the
specific editor and prescription model (sleepesafe,

sleepesafe harmony or SILENCIA), where you can further change it
and then save it.

To create a new PD Prescription record, proceed as follows:
> Select the patient from the Patient Frame;

> Select the Medical menu item from the Menu Tree;

> Select the PD Prescription submenu item.

The PD Prescription entry menu is opened.

> In the entry menu, click the New button;

> Select APD and/or CAPD for the Treatment Type;

> Click the Next > button.

Note

Depending on the selected Treatment Type, different tabs APD and/or
CAPD will be displayed in the prescription editor.

The prescription is accepted in the entry menu.

> Enter a name for the prescription in the Prescription Name entry
field;

> Select the Treatment Type using the drop-down menu;

Note

Depending on the selected Treatment Type, different entry fields for
the treatment parameters will be available for changes.

> Enter a name for the prescription in the Prescription Name entry
field;

> Select the Number of Manual Exchanges using the drop-down me-
nu;

The CAPD cycles are shown in a table.

All editable cells can be changed by double-clicking them. If limits are
exceeded, the exceeded value is shown in red.

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.
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Editing PD Prescriptions

Entries on the APD tab

@:

Entries on the CAPD tab

To edit a PD Prescription record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Medical menu item from the Menu Tree;

> Select the PD Prescription submenu item.

The PD Prescription entry menu is opened.

> Select the record to be edited in the list (top left corner);
> Click the Edit button;

If the PD system has been changed: A dialog box is opened to convert
the prescription to the new system.

> Click the Ok button;

The Edit Prescription dialog box is opened.

The selected Treatment Type can be accepted or changed.
> Click the Next > button.

> If the PD system has been changed: Check the parameters in the
APD tab and the APD/APD Info tab. Any parameters displayed in
red are no longer compatible with the PD system.

> If necessary: Adapt the parameters.

The following entry fields can be changed:
Treatment type
Solution Type
PD-Plus
Base cycles
Tidal cycles

The treatment parameters can be changed, if necessary.

Note

The maximum possible fill volume is always displayed for a prescrip-
tion and is automatically updated each time the value for inflow volume
(basic, last, PD Plus) is changed.

The following entry fields can be changed:
Prescription Name
Number of Manual Exchanges
The number of cycles is shown in a table.

All editable cells can be changed by double-clicking them. If limits are
exceeded, the exceeded value is shown in red.

> Click the Save button.

The successful saving operation is shown as a pop-up window and
must be confirmed by selecting the Yes button.
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@:

Deleting a PD Prescription

Creating a report for the
prescription

The Overview Pane

Note

After saving or editing an APD prescription, do not forget to update the
prescription on the patient card. This reminder is also shown after suc-
cessfully saving an APD prescription.

To delete a PD Prescription record, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Medical menu item from the Menu Tree;

> Select the PD Prescription submenu item.

The PD Prescription entry menu is opened.

> Select the record to be deleted in the list (top left corner);
> Click the Delete button;

A pop-up window with a safety prompt opens.

By clicking on the Yes button, the selected record is deleted; by clicking
on the No button, the process is canceled.

The successful deletion is shown as pop-up menu and must be confir-
med by selecting the OK button.

To create a report for a PD Prescription, proceed as follows:

> Select the patient from the Patient Frame;

> Select the Medical menu item from the Menu Tree;

> Select the PD Prescription submenu item.

The PD Prescription entry menu is opened.

> Select the record from the list (top left corner) for which a report will
be created,;

> Click the Report button;

After a short generating period, the report is displayed in print format.
Click the Printer symbol;

> The report is printed on the default printer;

> Click the Close Report button.

The print view is closed.

The Overview pane shows information on the current prescription, for

the APD or/and the CAPD part, together with a graphical overview. This
area is divided into four tabs:

Overview,
APD,
CAPD,

Info.
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3.12.2.1 Overview tab

The Overview tab shows the graphical representation of the prescripti-
on.

Total Time [hh:mm]: 24:00
3 . . .

[
in

000 000 1200 1400 1600  1&00 2000 2200 0000 000 04:00 0800
Overview | APD | CAPD | Info_|

Walume [L]
[ a L]

o

Fig. 3.44 Overview tab of the Overview pane

The orange cycle represents the PD-Plus cycle.
The dark yellow cycles represent the daily cycles.
The blue cycles represent the APD basic or tidal cycles.

Each cycle also has an associated quick info.

3.12.2.2 APD tab with sub-tab APD Info

The APD tab shows a summary of the prescription (total time, total vo-
lumes and the necessary solution bags). This information is different for
each APD system. For sleepesafe, the tab is divided in two sub-tabs:

APD Info
Bags

(see Fig. 3.45, APD Info tab of the Overview pane of APD sleep-safe,

page 105) and (see Fig. 3.46, Bags tab of the Overview pane of APD
sleep-safe, page 106);

&) Total Time: 10:48 [hh:mm]
¥ Total Volume: 11200 [ril]

#. Total Bags: 512220 ml)
# Max. Inflow Volume: 2000 [m]

# Mazx. Possible Fill Vol: 2000 [ml]

% A0 T [ Bags |
Owerview  APD CAF’D| Info |

Fig. 3.45 APD Info tab of the Overview pane of APD sleep-safe
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3.12.2.3 APD tab with sub-tab Bags

3.12.2.4 CAPD tab

3.12.2.5 Info tab

&, Total Bags: 5 (12220 ml)

Solution Type Gluc. Ca Vol. Count
bicaVera 1.5% 1.75Ca 1.50 % 1.75 mmoll 3L 3
$ APDInfo | |

Orverdew  APD ,a:'D| Infa |

Fig. 3.46 Bags tab of the Overview pane of APD sleep-safe

The total volume and the total number of bags may be displayed in red,
in case the total volume limit (see Limits) is exceeded.

The CAPD tab shows a summary of the prescription (total time, total vo-
lume, number and type of bags).

The CAPD tab has two sub-tabs:
CAPD Info,
Bags.

The CAPD Info tab of the Overview pane of CAPD. The Bags tab is si-
milar to the APD one.

&) Total Time: 11:12 [hh: rrirm]
& Total Volume: 4000 [rmil]

[ Exchanges: ?
#. Total Bags: 2 (1000 ml)

Ovewiew| APD C,-'-RF'Dl [nfio |

Fig. 3.47 CAPD Info tab of the Overview pane of CAPD

The Info tab gives a short description of the prescription, displaying the
prescription name and the combined PD system used.

In the Prescription settings section, the APD/CAPD tabs describe the
APD and the CAPD part of the prescription. The CAPD part consists of
the day exchanges, while the APD part (if any) consists of the night cyc-
les, performed with a cycler.
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Each tab contains the current APD/CAPD system assigned to the pre-
scription. This is not necessarily the same as the APD/CAPD system
assigned to the patient. For example, a patient on PD-NIGHT Patient-
Card and bicaVera can have a sleepesafe prescription as well. In this
case, the system label will be displayed in red, informing the user that a
different system is assigned to the patient. By editing such a prescripti-
on, a conversion to the current system can be enforced.

° APD Prescription - sleepesafe harmony

A: Basic prescription

The APD tab for sleepesafe harmony is structured in two sections: Ge-
neral Settings, on the left-hand side for the prescription name and type,
and the prescription data, on the right hand side, with different parame-
ters depending on the prescription type. The following prescription ty-
pes are available for sleepesafe harmony, selectable from the corre-
sponding drop-down menu: Basic, Standard, PD-plus standard, Tidal
and Adapted APD.

Note

Input parameter values for all prescription types are restricted by their
limits, as specified in the System&Limits/Limits menu. The values for
these limits are provided as quick infos for each entry field in the corre-
sponding prescription editor.

The Overview pane in the upper right side is providing the graphic of
the prescription, summary information for the APD prescription in terms
of Treatment duration, Treatment volume, Number of bags, Permitted
patient volume and Permitted residual volume, the Solutions (using co-
lor code) with type, glucose and calcium concentrations, volume and
necessary number of bags, data about the CAPD prescription (if any)
and brief information about the PD prescription (name, used APD and
CAPD systems).

A basic prescription for sleepesafe harmony is illustrated below.

PD Prescription - sleep*safe harmony V2.3

Name Last Change [ New | Total Time [hhzmm]: 08:00
3

basic FN7/20132:29:2 Edit :
standard 7A720132:29:1 =

Delete ©
pdplus 7772013 2:29.0 £
tidal FATI013 2:28:5 e s !
aapd 772013 2:28:3 Cancel .

Report 0000 01:00 0200 0300 04.00 0500 06:00 0700
apo | Oveniew | APD | CAPD] Info |

= % sfeepesate harmony V2.3 - sleepssafe Set

General Settings Basic

Initial outflove Calculated values
Prescription name: Yl El B

Cyel 5
basic PO~
Totals -
= Dwell duration: / min
(RizsailiE e Total inflow volume: @ | 10000 (2 ml
V75 | Basic prescription Inflow valume: ™ 2000 | mi
Tatal duration: % [0800 | ppenm
Permitted patient
2m
volume: 1 il
(L Pemitted residual
- ermitted residual
Maximum inflow valume: #~ | 2000 (S| mi volume: 8 700 | ml
Solution: 44 |balance 150 ca” [125 ~|mmol Treatment volume: g 10000 ml
= Treatment duration: » 05.00 | hhomm
Last inflow -
Volume: #5 Sml Without inflaw
——— Bl o -
T Solution: sy [vatance % [1.50 ca* (125 ~|mmol

Fig. 3.48 Basic prescription - sleepssafe harmony
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@:

B: Standard prescription

Input data for this prescription type are:

> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow, which is
pressure-driven.

> Total inflow volume.
> Total duration (of the treatment).
> Maximum inflow volume.

> Solution for the treatment, together with the Glucose and Calcium
concentrations, all selectable from corresponding drop-down lists.

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last cycle will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists.

On the right-hand side the Calculated values are provided, in terms of
number of Cycles, Dwell duration, Inflow volume, Permitted patient vo-
lume, Permitted residual volume, Treatment volume and Treatment du-
ration.

The Details button will open a pop-up window with information related
to each cycle of the prescribed treatment in terms of Inflow Volume, So-
lution (name, glucose and calcium concentrations), Dwell Duration,
Outflow Volume and Cycle duration. None of these parameters are ed-
itable.

Note
Profiling is not allowed for both Basic and Adapted APD prescriptions.

A standard prescription for sleepesafe harmony is illustrated below.

PD Prescription - sleep*safe harmony V2.3

Narne Last Change [ Mew | Total Time [hh:mm]: 07:58
3
basic 7NT7/20132:28:2 Edit 25 : ; :
standard 720132281 o |
Delete
pdplus 7A712013 2:280
tidal FA7F013 2285 B
aapd TNTR013 2283 Caneel

e o
Beport 00:00_ 01:00 02:00 03:00 04:00 0500 06:00 07:.00
Oversiew [ APD | CAPD] Info |

app |
= ) steapesafe harmony V2.3 - sleep*sate Set

General Settings Standard
Initial outflow
Prescription name: Volume S .

standard

Calculated values

Permitted patient
Base cycles volume

Cycles: # 5 |

2200 |ml
Prescription type <
Permitted residual

VAR | Standard preseription ;
volurme:

& 0 |ml
Inflow valume: #2000 |||

= Treatment volume: @ 10000 |mi
Dwell duration: | 74 | min

Treatment duration: . 0758 |hh:mm

Solution: Sgs | balance % (150 €a” 125 - mmalil

Last inflow

Volume: #5 =Z|mi Without inflow

Solution: S| balance % 150 Ca” 125 - mmol/l

Profile

Fig. 3.49 Standard prescription - sleepssafe harmony

Input data for this prescription type are:
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AW

C: PD-Plus standard
prescription

D: Tidal prescription

> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow, which is
pressure-driven.

> Base cycles data, in terms of Number of cycles, Inflow volume, Dwell
duration and Solution for the treatment (together with the Glucose
and Calcium concentrations, all selectable from corresponding drop-
down lists).

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last cycle will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists.

On the right-hand side the Calculated values are provided, in terms of
Permitted patient volume, Permitted residual volume, Treatment volu-
me and Treatment duration.

The Profile button will open a pop-up window allowing to profile the In-
flow volume, the Solution (type, glucose and calcium concentrations),
and the Dwell Duration for each prescribed cycle, upon checking the
corresponding Profile check box for the corresponding parameter.

Tip
Profiled parameters will be marked in the prescription editor with a Pro-
file label

This prescription type is similar to the Standard prescription but has
some additional input data related to the PD-Plus cycle:

> Inflow volume.
> PD-Plus pause duration.

> Solution for the PD-Plus cycle (together with the Glucose and Calci-
um concentrations, all selectable from corresponding drop-down
lists).

All details mentioned in item B are applicable to the PD-Plus standard
prescription as well.

A Tidal prescription for sleepesafe harmony is illustrated below.
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E: Adapted APD
prescription

PD Prescription - sleepssafe harmony V2.3

Mame Last Change [ New | Total Time [hhemm]: 15:07
3

basic 7H7/2013 2292, Edit a5
standard 7H7/2013228:1 bl | | = 2

Delete >
pdplus 7H7/2013 2:290. E1s
tida] THTAN3 2265, S5TE) 2!
aapd 7A772013 2283 Cancel ”g

Repon 00:00_01:00 02:00 0300 04:00 05:00 06:00 07:00 08:00 0%00 10:00 11:00 1200 13:00 14:00 1500
apo | Overview | APD | CAPD] Info_|

c N sfeepesate harmony V2.3 - sleapesafe Set

General Settings Tidal

Initial outflow Calculated values
Prescription name: Vellumg

tidal

68

ml Drain

Cycles Permitted patient

Base: # |5 wolurme:

Tidal # |2 .

YY"\ | Tidal prescription Permitted residual _
Base & Tidal volume

Base inflow volume: #~ | 2000

2200 |ml
Prescription type: =

(e[} (efc]

700 ml

ml

(c[o]

Treatment volume: g 15000 mi
Tidal inflow vol: ## | 1000

[c[a]

il Tidal outflowvol.: ~ [ 1000 [Z]ml

Dwell duration: 74 min Treatment duration: » 1507 hh:mm

(c[o]

Solution: gy} balanc % [1.50 ca [125 ~|mmol
Last inflow -
Volurne: o5 = ml Withaut inflow
— Solution: §§u, balance % 150 Ca™ 125 mmoll
Prafile -

Fig. 3.50 Tidal prescription - sleep*safe harmony

Input data for this prescription type are:

> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow, which is
pressure-driven.

> Number of Base and Tidal cycles.
> Base inflow volume, Tidal inflow and outflow volumes.
> Dwell duration.

> Solution for the Base and Tidal cycles (together with the Glucose
and Calcium concentrations, all selectable from corresponding drop-
down lists).

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last cycle will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists.

The Calculated values and the Profile option are the same as for Stan-
dard and PD-Plus Standard prescriptions, described above.

An Adapted APD prescription for sleepesafe harmony is illustrated be-
low.
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PD Prescription - sleep*safe harmony V2.3

Name Last Change [ bew | Total Time [hh:mmi: 08:01
3
basic 77120132292 Edit e -
standard 7772013 2291 =7
[ pewte | T
paplus 741712013 2280 Es
tidal TAFI2N3 2:28:5 Eap s !
{aapd 7013 2,983 Cancel “;
0100 0200 0300 02:00 05:00 06:00 0700

00:00
Oveniew [ APD [ CAPD] Info |

app |
; b slooprsafe harmony V2.3 - sleepesafe Set

General Settings Adapted APD
Initial outflow

Solume: =ml Drain

Calculated values

Prescription name
aapd
Permitted patient

= 2752 |mi
Prescription type [ 103 SEY volume: B
WV | Adapted APD prescription ElE Pevmmad;e;ummusl & [0 |mi

solution: ot [EETENN 125 - [l

Treatrnent volume: g | 10000 ml
Cycles35

Inflow volurme: g 2559 = ml
=]

Dwell durstions &5 || min Treatment duration: ;1 0201 hhimm

Solution: §4 balance Ca 125 - mmold
Last inflow —
Volume: #51 =lmi Without inflow

Solution: §fuy balance % 150 Ca" 125 - mmoll

Fig. 3.51 Adapted APD prescription - sleepessafe harmony

The “adapted APD” therapy concept according to Prof. M. Fischbach
consists of a standard prescription of 5 cycles, with 2 cycles of short
dwell time and small inflow volume and 3 cycles of long dwell time and
large inflow volume. The first 2 cycles aim to achieve ultrafiltration and
the last 3 ones to promote proper clearance of uremic toxins with longer
diffusion times such as creatinine and phosphate.

In case the patient's age is less than 2 years, the Adapted APD therapy
is not available.

Input data for this prescription type are:

> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow, which is
pressure-driven.

> Cycles 1-2 data, in terms of Inflow volume, Dwell duration and Solu-
tion (together with the Glucose and Calcium concentrations, all se-
lectable from corresponding drop-down lists).

> Cycles 3-5 data, in terms of Inflow volume, Dwell duration and Solu-
tion (together with the Glucose and Calcium concentrations, all se-
lectable from corresponding drop-down lists).

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last cycle will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists.

The Calculated values are the same as for Standard, PD-Plus Stan-
dard and Tidal prescriptions, described above.

The Details button will open a pop-up window with information related
to each cycle of the prescribed treatment as described in case of Basic
prescription.
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Note
Profiling is not allowed for both Basic and Adapted APD prescriptions.

@::
@: Note

For detailed information about the prescription parameters in this secti-
on, please refer to the sleepssafe harmony cycler Instructions for Use.

® APD Prescription - sleepesafe

The APD tab for sleepesafe consists of the following sections:

PD Prescription - sleepssafe V2.20, English - stay*safe® bicaVera

Mame Last Change <] [ New | Total Time [hhzmm]: 13:03
3
capd /2712016 Edit e o
. z
- e | e.:
nipd /252016 £ s
{ind. pdelus ST Bz 20
cepd 9232016 Cancel DZ
cend pdglus 972272016 = 01:00 0200 0300 0400 0500 000 O0F00 0500 0900 10:00 11:00 1200 1300
20 | oveniew [ APD | caPD] nfo |
sleep+safe V2.20, English - sleepesafe set
57 General Settings B Volume [mi] Glucose [%]
Prescription Mame i PD-Plus Outflow: - [ = PO-Plus 1 50
Y =l
Tmpd(pdptluTs PD-Plus Inflow: 2000 || o 7
reatment Type: =l
T Initial Qutflow: 200 2] Last nfow: 150
Base Infl
Solution Type e i
@, [CAPDIDPCAZA/ 5L Tidal Inflow: o Temperature [C]
(O-PITE: UG5 PO-Plus: 8 370 2
w2 active Base Outflow: o £ =
ifl o 3ro
Base Cycles = Last Infow: @ [0 |5 =
pl . . Last Inflow: ## 370 5
itk Eylem Al = Maz. Possible Fill Vol: & 2200[mi]
Fixed Treatment Time 19} == Dwell Time [min] A~ Flowrate [ml/min]
PD-Plus Dwell Time: 120 |2 Inflow: ## 350 |2
Dwell Time: 60 | Outllow: N 130 |5

Fig. 3.52 APD Prescription - sleepesafe

General Settings (left),
Cycle (center to the right),
Profile (button at the bottom).

In the General Settings section, you can make the following ent-
ries/settings:

Prescription Name,

Treatment Type,

Solution Type,

PD-Plus option (active/inactive),
Base Cycles (Number),

Tidal Cycles (Number).

@, Note

The name of the prescription is shown on the sleep-safe cycler display.
It is recommended to use expressive names.
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The Cycle section offers the possibility to optimize the following values:
Volume,
Dwell time,
Glucose,
Temperature,

Flowrate.

Note

If the treatment type excludes certain options, the related fields will be
either invisible or inactive.

Example:
In a standard treatment all tidal-related fields will be invisible.

Note

Some of the phase values (e.g. outflow volume) may be automatically
corrected if they fall outside the limits specified in the System & Limits
module.

Please check all the settings carefully after a change.

The Profile button lets you individualize each phase of the treatment.

Profile (=)

Inflow Dwell Outflow
Cycle Cyele Time:
Volume Temp Glucose Time Volume

[ml] ra [%] [min] [mi) [min]
Prafile [T Prafile Prafile [ | Profie Profile
- s 0 0

PD-Plus Outflow
PD-Plus Inflaw 2000 70 150 - - 7

Initial Qutfloe - - - - 2200 20
Cycle #1441 2000 3o 150 B0 1100 79
Cycle #4142 a00 70 230 B0 1000 75
Cycle #1443 800 370 150 &0 1100 76
Cycle #1444 1100 370 150 B0 2200 85
Cycle #2441 2200 3o 230 B0 1100 a0
Cycle #2H2 1100 7o 150 B0 1200 78

Fig. 3.53 Profile pop-up window

Check the Profile check box in each column header to activate the pro-
file in that particular column.

Tip
If the Profile in a certain column is active, Profile will be displayed in-
stead of a numerical value.

Tip
The Cycle section and the Profile window are connected; changes
made in one of the two are reflected in the other.
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) APD Prescription - SILENCIA

@:

A: Standard prescription

Note

Please refer to the sleep-safe Instructions for Use for definitions and
prescription parameters.

The APD tab for SILENCIA is structured in two sections:

General Settings, on the left-hand side for the prescription name and
type, and the prescription data, on the right-hand side, with different pa-
rameters depending on the prescription type. The following prescription
types are available for SILENCIA, selectable from the corresponding
drop-down list: Standard, Tidal and Adapted APD.

Note

Input parameter values for all prescription types are restricted by their

limits, as specified in the System&Limits/Limits menu. The values for
these limits are provided as quick infos for each entry field in the corre-
sponding prescription editor.

The Overview pane in the upper right side is providing the prescription
graphic, summary information for the APD prescription in terms of
Treatment duration, Treatment volume, Number of bags, Permitted pa-
tient volume and Permitted residual volume, the Solutions (using color
code) with type, glucose and calcium concentrations, volume and ne-
cessary number of bags, data about the CAPD prescription (if any) and
brief information about the PD prescription (name, used APD and
CAPD systems).

A standard prescription for SILENCIA is illustrated below.

PD Prescription - SILENCIA V1.0

Mame Last Change [ New | Total Time [hh:mm]: 05:52

3
standard 471172017 4:02:4 Edit e : H :
tidal 4111/2017 4:02:3 2 5
=

aapd 41172017 4023 E1s
Save =
= os

Cancel

0030 01:00  01:30 0200 0230 0300 0330 0400 0430 0500 0530
vervew [ APD [ CAPD] Info |

app |
‘?. SILENCIA V1.0 - default
=

General Settings Standard

Initial outflow Calculated values
Prescription name Volume: B B
standard

Permitted patient
Base cycles valume Bz m

Cycles: # +

Prescription type

£\ | Standard prescription

L[]

Permitted residual
vt | TR

Inflow volume: 4 | 2000

Le[c]
3

Treatment volume: [ 8000 |ml
Dwell duration: (%) | 60

(e[t}

min
Treatment duration: (%) 05:52 hh:mm
Solution CAPDIDPCA %] 1.50 Ca 175~ mmold
Last inflow =
Volume: Siml Without inflo

Salution: CAPDIDPCA % |1.50 ca” [1.75  ~ mmoll

Fig. 3.54 Standard prescription - SILENCIA

Input data for this prescription type are:
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@:

B: Tidal prescription

> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow.

> Base cycles data, in terms of Number of cycles, Inflow volume, Dwell
duration and Solution for the treatment (together with the Glucose
and Calcium concentrations, all selectable from corresponding drop-
down lists).

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last inflow will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists. The Bags sub-tab of the Overview/APD tab shows the
total number of solution bags, according to user selection.

In the right-hand side the Calculated values are provided, in terms of
Permitted patient volume, Permitted residual volume, Treatment volu-
me and Treatment duration.

The Details button will open a pop-up window with detailed values for
each cycle.

Note

The selection for solution glucose allows mixed glucoses like "1.5% +
2.3%"or"2.3% +4.25%" or "1.5% + 4.25%". Using a mixed glucose me-
ans that two distinct solution bags with different glucoses are connected
to the cycler. A mixed glucose is allowed for the last inflow only if the
same mixed glucose is used for the base cycles as well.

A tidal prescription for SILENCIA is illustrated below.

PD Prescription - SILENCIA V1.0

Narne Last Change [ MNew | Total Time [hh:mm]: 05:26
3
standard 4M1/2017 4024 Edit e ] ’ ;
tidal 41172017 4023 |2
Delete 2
aapd 4172017 4:023 €15
Saue I
=
Cancel e
Report fuls} 01:.00 01:30 0200 0230 03:00 03:30 04:00 04:30 0200
apD | weriew [ APD | CAPD| Info |
%\ﬁ,‘ SILENCIA V1.0 - default
=i
General Settings Tidal
Initial outflow Calculated values
Frescription name: WUl = ml (Blgtin
1 P itted patient
Cycles = ermitted patient
Base: # I 3 2200 |l
Prescription type: =) wolume: E
Tdal # 2 2

R\ | Tidal prescription Permitted residual B |
Base & Tidal wolume

Base inflow volume: #2000 S ml

GG |68

Treatment volume: B (5000 |mi

Tidal inflow vol.: # | 1000 2 ml Tidal outflow vl 1000 [Z/ml

Dwell duration: (®) |60 min Treatment duration: (%) 0526 hh:mm

Le[t]

Salution: CAPDIDPCA %150 Ca™ 175~ |mmalfl

Last inflow =
olume =i Without inflow

— Salution. CAPDIDPCA %150 Ca 175 < mmol/l
Details

Fig. 3.55 Tidal prescription SILENCIA

Input data for this prescription type are:

> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow, which is
pressure-driven.

> Number of Base and Tidal cycles.
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C: Adapted APD
prescription

> Base inflow volume, Tidal inflow and outflow volumes.
> Dwell duration.

> Solution for the Base and Tidal cycles (together with the Glucose
and Calcium concentrations, all selectable from corresponding drop-
down lists).

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last inflow will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists.

Note

The selection for solution glucose allows mixing glucose concentrations
like "1.5% + 2.3%" or "2.3% + 4.25%" or "1.5% + 4.25%". Using mixed
glucose means that two separate solution bags with different glucose
concentrations are connected to the cycler. Mixed glucose is allowed for
the last inflow only if the same mixed glucose is used for the base cycles
as well.

The Calculated values and the Details options are the same for stan-
dard prescriptions, described above.

An Adapted APD prescription for SILENCIA is illustrated below.

PD Prescription - SILENCIA V1.0

Name Last Change [ New | Total Time [hhzmm]: 1:53

standard 41172017 4:02:4 Edit
tidal A/112017 4:02:3
Delete
41172017 4:02:3

aapd

Save

Volume [L]

Cancel

01:00 0200 0300 0400 0500 0500 0700 0800 0%00 1000 1100

Overview [ APD | CAPD] Info_|

oo

apo |

\r‘\_] SILENCIA V1.0 - default
i

General Settings Adapted APD

Initial outflow Calculated values
Prescription name: Volume 2| mi Drain
aapd

Pemitted patient [ oo o
Prescription type wolure

#Fy | Adapted APD prescription ® Femmitted residual By 7o |y
volume:
Cycles3.5 -
2000 |
o volume: B = mi Treatment volume: B (5000 |mi
Duwell duration: (5 120 |3 min
Cycles 15 Treatment duration: (% |11:53 hh:mm
Solution CAPDI/DPCA % |1.50 Ca™|1.75 mmol/l
Last inflow —
Volume Slmi Without inflows
- Solution CAPDIDPCA % [1.50 Ca*|1.75 rmalfl

Fig. 3.56 Adapted APD prescription - SILENCIA

The “adapted APD” therapy concept according to Prof. M. Fischbach
consists of a standard prescription of 5 cycles, with 2 cycles of short
dwell time and small inflow volume and 3 cycles of long dwell time and
large inflow volume. The first 2 cycles aim to achieve ultrafiltration and
the last 3 ones to promote proper clearance of uremic toxins with longer
diffusion times such as creatinine and phosphate.

In case the patient's age is less than 2 years, the Adapted APD therapy
is not available.

Input data for this prescription type are:
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> Initial outflow volume - optional parameter. If the Drain option is che-
cked, the cycler will perform an automatic initial outflow, which is
pressure-driven.

> Cycles 1-2 data, in terms of Inflow volume and Dwell duration.
> Cycles 3-5 data, in terms of Inflow volume and Dwell duration

> Cycles 1-5 Solution (together with the Glucose and Calcium concen-
trations, all selectable from corresponding drop-down lists).

> Last inflow volume - optional parameter. In case the Without inflow
option is checked, this last cycle will not be performed. If not che-
cked, the last inflow volume value should be provided. The solution
for this last inflow should be put in, in terms of name, glucose and
calcium concentrations, all selectable from the corresponding drop-
down lists.

@ Note
The selection for solution glucose allows mixing glucose concentrations
like "1.5% + 2.3%" or "2.3% + 4.25%" or "1.5% + 4.25%". Using mixed
glucose means that two separate solution bags with different glucose
concentrations are connected to the cycler. Mixed glucose is allowed for
the last inflow only if the same mixed glucose is used for the base cycles
as well.

The Calculated values and Details sections are the same for standard
and tidal prescriptions, described above.

Y APD Prescription - Other APD

For the APD System Other APD, the tab will look as follows.

PD Prescription - Other APD

Narme Last Change ~| [ New | Tetal Time [hhzmm]: 24:00
3
OtherAPD 872212022 41 Edit .25 i i
capd 27/2016 ST oeee | | 2
ipd 9262016 g 15
i 8252016 Save 3
nipd_pdplus 8242016 Caneel ”g
cend 94232016 2 Report 0800 1000 1200 1400 1500 1500 3000 2200 0000 0200 0400 0800 0500
APD Greniaw [ 4PD [CAPD]_info |
Other APD

Prescription Name OtherARD

Treatment Type: Standard

Solution Type: Other APD Solution 1.5% 1.25Ca 0.50Mg

Last Inflow Solution Type: Other APD Solution 1.5% 1.25Ca 0.50My

Base Cycles 5 2000

(e[ejpielc]
66| |60

Base Inflow Volume [mi] 2000

Inflow Time [min] 15

[€]e]
[e]e]

Outlow Time [rin] 20

GE

Last Inflavr Valume [mll: 2000

[e[c]

Dwell Time [min]: 50

Le[c]

Fig. 3.57 PD Prescription window for Other APD system

The PD Prescription Other APD window is structured as follows:
General Settings upper part;
Prescription settings, the rest of the window;
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@:

In the General Settings section, the following entry fields are availa-
ble:

Prescription Name (enter);

Treatment Type (select);

Solution Type (select);

Last Inflow Solution Type (select).

In the Prescription Settings section, you can change the following pre-
scription parameters:
Number of base cycles;
Number of tidal cycles;
Inflow time;
Outflow time;
Dwell time;
PD-Plus inflow volume;
Base inflow volume;
Tidall inflow volume;
Last inflow volume.

Note

The Other APD prescription cannot be written on the patient card.

) CAPD Prescription
If there is a CAPD part in a prescription, the CAPD window will look like
the one illustrated in Fig. 3.58.
This window is divided in the following sections:
General settings in the upper left corner,
Overview pane in the upper right corner,
Exchange settings at the bottom.
PD Prescription - sleeprsafe V2.20, English - stay*safe® bicaVera
Name LastChange  *| [ Mew | Total Time [hh:mm]: 24:00
capd 97272016 Edit _ 12 H
e G | (T
hipd_pdplus 912412016 Save § 1
copd 9252016 Cancel S
Z:J:Dudulus 972272016 Repart gvgmn:v.,m A;DDDD\£| w:én‘wsnn 1500 2000 2200 00:00 0200 0400 0600 08:00
stayesafe® hicaVera
Prescription Name: | capd
Mo. of Manual Exchanges: 4 Mo. of Cycles: 4
ExchangeHo. | StartTime | End Time. l Solution Type l Bag | wowme | owemiy | Position
| ) [ hremm] [ [ ] [ Im] [ rind [
Fig. 3.58 CAPD Prescription window
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In the General settings section, you can set the name of the prescrip-
tion and select the number of exchanges. The Overview pane organi-
zation is similar to the one of the sleep-safe window.

The Exchange settings section allows the user to prescribe the desi-

red values for Start Time, End Time, Solution Type, Bag Volume, Vo-
lume, Dwell/Dry and Position for each exchange of the treatment. You
can do so by typing, selecting or using the arrow keys.

Tip
The quick-type philosophy of the Time Controls for editing the Start
Time and End Time together with the cycle synchronization mecha-

nism offers a fast and user-friendly tool for easier prescription of a
CAPD treatment.

Tip
You can increase/decrease the hours by using the PgUp/PgDown

keys, and increase/decrease the minutes by using the Up/Down keys.
You can also directly type the desired value (see 4.2).

Tip
When editing the Start/End Time for an exchange, the cycle synchro-

nization mechanism automatically shifts up/down the following exchan-
ges to obtain a continuous 24-hour treatment.

Tip
To prescribe a Dry Abdomen interval, select the Dry Abdomen option

in the Solution Type drop-down menu and set the Start Time and End
Time.

Tip
The Dwell Time is automatically calculated for each cycle based on the
Start Time and the End Time.

Note

If a prescription has both an APD and a CAPD part, the Exchange set-
tings of the CAPD tab can have some restrictions (see Fig. 3.59,
CAPD section of a combined PD prescription, page 120). The volume
of the first CAPD cycle in the CAPD section of a combined PD prescrip-
tion (see Fig. 3.59, CAPD section of a combined PD prescription,
page 120) is imposed by the Last Inflow Volume of the APD part. Ge-
nerally speaking, inflows and outflows that are performed by the cycler
are controlled from the APD tab.

The Position can be Ambulatory or Supine, corresponding to the
body position. For a night CAPD exchange, the position will usually be
Supine.
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The dark-yellow rows are related to the APD part (see Fig. 3.39, Limits
and options for SILENCIA, page 98) and therefore certain values can
not be modified from within the CAPD tab, but only from the APD one.

Note

The total time for an APD-CAPD prescription is a multiple of 24 hours.
The dwell time of the last CAPD exchange is calculated so that a total
time of 24 hours is reached. If the APD duration plus the CAPD duration
exceeds 24 hours, the last CAPD dwell time will be adjusted so that the
total time equals 48 hours.

PD Prescription - sleepesafe V2.20, English - stayssafe® bicaVera

Name Lost Change  ~| [ Hew JTmalaTime[hh:mml: 24:00

nipd 97252016 Edit 25
nipd_pdplus 972412016 e
copd aranis

cepd_pdplus 91222016 3 Save
copd_pdplus.exia 9172018 E Cancel

:

Walutmg [L]
o -
-

01000 1200 1400 1600 1800 2000 2200 0000 0200 0400 0600

APD [CAPD[ Info [

it
APD  CAPD Owerview

Stay-safe® hicaVera
Prescrigtion Name: | ccpe_pdplus_extra

No. of Manual Exchanges: |2 Mo, of Cycles: 3

Exchangeho. | startTime | End Time. Solution Type | Bag | voume | owembry |  Position

| Thhmm] | [hhemm] | [ ] | i) | [rmin] |
APD-MO o800 1200 bicavera 1.5% 1.75Ca (1.50%) 3000 2000 210 Ambuistory

Exeh. #1 1200 16:00 hicaera 1.5% 1.75Ca 2000 2000 240 Amblstory
Exeh. #2 - APD 1800 1938 hicaera 1.5% 1.75Ca 2000 2000 218 Amblstory

Fig. 3.59 CAPD section of a combined PD prescription

The first CAPD exchange has the same solution type and volume as the
Last Inflow of the APD part. The inflow is performed by the cycler - Last
Inflow of the APD part, while its outflow is performed manually - hence
the name APD - M.O. (manual outflow) in the first column.

Note

Usually, all APD prescriptions start with an Initial Outflow. However,
for sleep-safe and PD-NIGHT, the APD prescription starts with PD-
Plus Outflow if PD-Plus is active.

The last CAPD exchange has the maximum volume equal to the volume
of the first outflow performed by the cycler (prescribed in the APD part).
The inflow is performed manually, so the volume and the solution type
are editable on the CAPD tab, while the outflow is performed by the cyc-
ler - PD-Plus Outflow or Initial Outflow, hence the name Exch. #2-
APD.

In between the above mentioned two exchanges, there are purely ma-
nual ones, in which both the inflow and the outflow are performed ma-
nually. The number of exchanges counts only the manual inflows. There
are two such manual inflows, namely Exch #1 and Exch. #2-APD, in
(see Fig. 3.59, CAPD section of a combined PD prescription,

page 120).
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@)

This approach offers a great flexibility of day/night exchanges, which
covers all the well-known PD treatments.

Note

The Bag Volume for the last CAPD exchange is selected so that it is
greater than the inflow volume. The inflow volume is editable and it can
exceed the first outflow volume (PD-Plus Outflow/Initial Outflow Volu-
me) of the APD part. The End Time is imposed by the above mentioned
total time calculation.

Note

The Solution Type for the first CAPD exchange is imposed by the APD
part - Last Inflow Glucose.

o Editing/Creating a PD prescription

To create or edit a prescription for a given PD system, proceed as fol-
lows:

Select the patient from the Patient Frame;

> Check the patient’s PD System;

Note

The user must ensure that APD/CAPD systems are assigned according
to the medical needs.

> Select the PD Prescription menu item;

Medical

# Systemn & Limit=s
& Treatment Anahlrsis
* Quality As=surance
* Modeling

Fig. 3.60 PD Prescription menu item

> Select the New button to create a new prescription or the Edit button
to update an existing prescription;

A treatment modality selection window will appear (see Fig. 3.61,
Treatment modality selection window, page 122).

> Select the desired APD/CAPD combination;

In case the Edit button was clicked and the edited prescription does not
have the same PD system as the one assigned to the patient, the user
will be asked to confirm the conversion to the patient system.
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In case the Edit button was clicked, the selection window will contain a
check box labeled Copy Prescription. This is useful in case you want
a new prescription with the initial content from an existing one. The

check box is checked by default when a system conversion takes place;

Edit Prescription @

Treatment modality:
[C]APD

[V CAPD
CAPD Systermn Type:
stayssafe® bicavera®

["] Copy Prescription

[ MNext = H Cancel ‘

Fig. 3.61 Treatment modality selection window

> Click the Next button.

The initial screen of the APD or CAPD part appears, according to the
previous selection. The Save and Cancel buttons are active, while the
New, Edit and Delete buttons are inactive;

Edit the prescription according to the APD and/or CAPD part;
> Click the Save button.

The prescription will be saved. By clicking on the Cancel button, the
process is canceled.

Note

If the APD settings of the prescription are somehow wrong, an error
message is issued when the Save button is clicked. Select the Ok but-
ton and correct the errors or cancel the operation.

The same applies to the CAPD part.

If the editing operation was successful, a message is issued and the
prescription record is updated in the Prescription List.
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3.12.3 Treatment Analysis

3.12.3.1 General notes

This menu item offers the opportunity to analyze APD treatments based
on treatment protocols recorded by sleepesafe, sleepssafe harmony,
PD-NIGHT PatientCard and SILENCIA cyclers. Treatment protocols
can be imported in PatientOnLine by using the Communication menu
item. Selecting the Medical/Treatment Analysis menu item will display
the Treatment Analysis window.

Treatment Analysis - sleepesafe

Custom Overview menu

Treat Date  System Type Treatrment Type  Protocol Name  Start Time  Status  Volum . Interuptions  Source

[ 9182015 sleep-safe Adapted APD  TRIDTA0319A 2123 Ok HEE D Patient Card
@ 91772015 sleepssafe Adapted APD  TRID1S09.18A  21:32 Ok 21 4 Patient Card

[ 9162015 sleeprsafe Adapted ARD TR201509.17A, 2120 Ok -265 1 Patient Card

@ 9152015 sleep-safe Adapted APD  TR2DISD9.16A 21111 Ok 20 2 Patient Card

@ 91472015 sleep-safe Adapted APD  TR01509.15A  21:00 Ok 53 7 Patient Card  ~
General i ibed Treatment Treatment | Results | Alarms | Comments | Graphics | Modified by Patient |

Pratocol fie TRZD1509.194
Prescription P standartt
Treatmert type Standard

Version V222

Device ID PEASIEI

Changed by patient Mo

Settype sleep-sate set

Min. outflow value 75

M. il valuz 100

Last Inflow Palyglucase (750%)

[ meport |[ Expon || Delete |[ Summary |[ Statistics |

Fig. 3.62 Treatment Analysis window - sleep-safe

The upper part of the window contains a table with summary data for all
treatment protocols currently stored in the PatientOnLine database.
Treatment protocols are sorted by treatment date: the most recent one
is at the top. The most relevant data for the treatment (treatment status,
volume balance, number of alarms, duration etc.) are displayed for each
protocol. The user can also customize the appearance of the table co-
lumns to display or not display certain data for the treatment. For more
information, see Administration/Setup/View Settings. A volume ba-
lance value that is outside limits is displayed in red. The Source column
indicates the data source of the treatment protocol (e.g. Patient Card,
Manually stored).

The table allows both single and multiple row selection. If multiple rows
are selected, the currently displayed protocol will be the top one. On the
bottom side of the window, there is a group of buttons that act on the
currently selected treatment: Report, Export, Delete, Summary and
Statistics.

In case the patient is assigned to a CAPD system, there is also a New
button that allows documentation of CAPD treatment protocols, and an
Edit button to modify them.

Clicking on the Report button opens a ready-to-print report for the cur-
rently selected protocol that contains all the available data.
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| PatientOnLine Report

Treatment Analysis
3/12/2001 2:16:49 PR

Allergic

John Sample
-
3M5/1960

Active Diabetes Mellitus Type 1

=" FRESENIUS
~ MEDICAL CARE

(Patient General Information

L
”iFaNemName: John Sample

Birth Date: 3161960 PIN: 123456789

Gender: M ale Externai DB ID:

System ID: JAFFFCO00002 PatientOnbine ID: 2 institution iD:

Language: English Blood group: Unknown RhA factor Unknown
[Treatment Analysis - sleepssafe IR 77 ]
L

| General Information ‘

Protocol Date: 3202001 216:49 PM
Protocorl fiie: TR200103.12A Version: W1.00 heta 4
Prescription: Device JD: 98PEY1884
Treatment type: Tidal Plus Changed by patient: Mo
Source: Patient Card
Prescribed Treatment
Number of base cycles: 1 Temperature: [°C] ar
Number of tidai cycles: a9 Safely volume: [mij 150
Add. outfow screen: Yes Last bag alann screen: Yes
Cycle inflow Dweil time Qu ifiow
Infiow valume  Inflow flow Inflow soltion Quifiow  Oulfiow
rate volume  flow rate
FD-Flus O utflow = = - - 32000 200
PD-Plus Inflov 2600 350 CAPDIDPCA 2 (1.50%) o
Initial O utflow = = = = 2500 200
#iM 2000 350 CAPDIDPCA 2 (1.50%) 34 1550 200
Al 1400 350 CAPDIDPCA 3 (4.256%) 34 1550 200
#1r#3 1400 350 CAPDIDPCA 2 (1.50%) 35 1550 200
#r#a 1400 350 CAPDIDPCA 3 (4.256%) 34 1550 200
#0#5 1400 350 CAPDIDPCA 2 (1.50%) 35 1550 200
I HE 1400 350 CAPDIDPCA 3 (4.256%) L} 1550 200
#IHT 1400 350 CAPDIDPCA 2 (1.50%) 34 1550 200
#17#0 1400 350 CAPDIDPCA 2 (1.50%) 35 1550 200
#rp9 1400 350 CAPDIDPCA 2 (1.50%) 34 3500 200
Last Inflow i} 350 CAPDIDPCA 2 (1.50%)

PatientOntine 6.9
122/2023 B:44:18AM 104

Fig. 3.63 Treatment protocol report window

Clicking the Export button saves all selected treatment protocols as bi-
nary file in the original format of the Patient Card. A Browse for Folder
dialog is opened to specify the folder where these files are to be stored.
The file names are the original ones, as they were on the Patient Card.

Clicking the Delete button will delete all selected treatment protocols. A
confirmation message will be displayed for each protocol. You can ap-
ply the Yes/No option to all selected protocols by checking the Apply

all check box.

Clicking the Summary button displays a ready-to-print report that con-
tains the same data as the table in the Treatment Analysis window.
Selecting this button opens the Treatments Selection pop-up window.
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3.12.3.2 CAPD Treatment Protocol

The following selection can be made:
All or From >>> Till (option),
Start Date (via calendar control),
Stop Date (via calendar control).

> Click the Yes button.

The selection is accepted.

Selecting the Statistics button opens a pop-up window that allows
complex graphical analysis of the treatment data. This window is descri-
bed in the Treatment Statistics section.

In the lower part of the window, there are several tab controls offering a
wide range of data in table format about the currently selected treatment
protocol (see Fig. 3.62, Treatment Analysis window - sleep-safe,
page 123).

The content and the name of these tabs depend on the cycler type.

The available tabs for the sleep-safe cycler are: General Information,
Prescribed Treatment, Performed Treatment, Results, Alarms,
Comment, Graphics and Modified by Patient.

For patients assigned to CAPD systems or APD and CAPD systems, it
is possible to document (create and edit) the CAPD treatment protocol.
For such patients, in the Treatment Analysis menu, the following input
data can be specified in the Treatment CAPD Wizard by selecting the
New button:

> Number of exchanges.
> Dry weight - optional parameter.
> Systolic and diastolic blood pressure - optional parameters.

> For each exchange, the following parameters can be specified: in-
flow time, inflow volume, outflow time, solution type (selectable from
a list of corresponding solutions for the patient’s specific CAPD sys-
tem) and an indication of medication administered during treatment
(yes or no).

Click the Save button to save the CAPD treatment protocol or the
Cancel button to cancel the operation.
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Treatment Analysis - stayesafe® bicaVera .
Customn Overview menu

Treat. Date System Type Treatment Type  Protocol Name  Stat Tirmne  Status  Wolum. . Interruptions  Source =
| 9/105013 " stayesafe® bicavera Standard CAIMN308.104 0800 Mot get 1000 0 Manually sto

@ 3/122001  cleeprsafe Tidal Plus TR200103.124, 14168 Ok 1343 1 Patient Card

@ 3/102001  sleep-safe Tidal Plus, TR200103.104 1911 Ok 1278 1 Patient Card

& 3//2001 sleep-safe Tidal Plus, TR200103.094 0335 Ok -1208 1 Patient Card

& 37872001 sleep-safe Tidal Plus, TR200103.084 0557 Ok 1242 1 Patient Card b

General | Comments | Graphics |
No. of Exchanges: |6 S Dry Waight: 570 |Ky Date: | 9102013
Systolic: | 159 mmHg Diastalic: 93 mmHg Heart Rate: Témin

Inflow Iriflawe Outflow Qutflaw alume Medication Salution Bag Drwvell

time: wolume time wolume: balance time

[himim] [mi] [hhemm) [rmi) i) [esmo] Imi} Imin]

0800 2000 1200 2200 -200 o bicaera 1.5% 1.75Ca 2000 240

1200 2000 1600 2200 200 o biavera 1.6% 1.75Ca 2000 20

1800 2000 2000 2200 -200 Mo hicaera 1.5% 1.75Ca 2000 240

o000 2000 oo:od 2200 -200 Mo bicaera 1.5% 1.75Ca 2000 240

oooo 2000 0800 2200 =200 Mo bicaera 1.5% 1.75Ca 2000 480

[ Repot |[ Ewpot |[ Detete |[ Summary || Statisties ][ New |[  Eat |

Fig. 3.64 CAPD treatment protocol window

The CAPD treatment protocols are listed in the treatment list located in
the upper part of the Treatment Analysis window, together with some re-
levant data.

Once a CAPD treatment protocol is created, it can be edited at any time
by selecting the desired CAPD treatment protocol from the list and cli-
cking on the Edit button.

The Comments tab has the same functionality and can be operated as
described in the corresponding section (see chapter 3.12.3.8,

page 128).

The Report, Export, Delete, Summary, Statistics buttons have the
same functionality as described before and can be operated in the same
way as described in section Treatment Analysis (see chapter 3.12.3,

page 123).

3.12.3.3 General Information tab (s/eepesafe)

The General Information tab displays general data related to the cur-
rently selected treatment protocol, such as:

Protocol file
Name,

Prescription
Prescription name,

Treatment Type,

Version
Cycler software version

Device ID
Cycler device ID,

Modified by patient
Changes performed by the patient.
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3.12.3.4 Prescribed Treatment tab (s/eepesafe)

The Prescribed Treatment tab displays the prescription based on
which the cycler performed the treatment. The prescription is taken di-
rectly from the treatment protocol and it may differ from the prescription
that was originally prescribed for that particular date and stored on the
Patient Card, because the patient may have changed the prescription
and/or its content. The prescription is described on a cycle-basis, with
relevant inflow/dwell/outflow data.

3.12.3.5 Performed Treatment tab (sleep-safe)

3.12.3.6 Results tab (sleep-safe)

3.12.3.7 Alarms tab (sleep-safe)

The Performed Treatment tab describes the treatment actually perfor-
med by the cycler. The same inflow/dwell/outflow approach is used, but
in addition, the start time of each cycle and the duration of each phase
are displayed.

General ion | ibed Treatment Treatment | Results | Alarms | Comments| Graphics | Modified by Patient |

Time: Cycle Infloas Inflow Inflow Diwell Outflow Cutflow

volume solution duration time volume duration

i) [ml) [minl

143207 PD-Plus Outflovw - B - B 3 3

[hhmm:ss] [min] [min]

143518 FD-Plus Inflow 2501 - 9

165057 Inital Outrlow - - - - 2512 18

170310 #a# 2901 - 13 35 1550 1"
18:07:28 a2 1401 B 35 1550 12
18.99.47 #r#3 1400 13 3 1550 "
125118 ni 1400 s 3 1550 1
na2e nres 1401 - s 3 1550 1
73408 nrze 1400 5 S 1550 1
222535 AR 1401 8 35 1550 11
231931 #/#8 1401 B 35 1550 12
[ Repot  |[ Export  |[ Delete |[ Summary |[ Statistics |[  Mew | Edit

Fig. 3.65 Performed Treatment - sleep-safe

The Results tab displays a significant amount of data extracted from
the treatment protocol. The performed and prescribed (where appro-
priate) values are displayed for each item. For several parameters, re-
levant average (mean) values are calculated and displayed.

General ion | ibed Treatment | Treatment Results | Alarms| Comments| Graphics | Modified by Patient |

Base oycle ount 1 1

Ticil oycle sount [l 9
“olume, PD-Fius outtiovy [mi] 3 3000
“olume, PD-Plus inflow (1] 20 2500
“olume, initial otfiow [mi] 2612 2500
olume, st inflovy [mi] [l ]
wolume, basedicsl nflows (] 14108 14100
wolume, biasefidel otfiows ] 16498 15900
wolume belance, baselidsl cycles (] 383 1500
“olume, total in ] 16606 16600
“olume, total aut fmi] 17957 21400

Treatment curation [himm] 0821 08:48

Total dwell fime ] 35 315 -

[ Repot | Expon ][ Delete |[ Summary |[ Statistics [ New Edit

Fig. 3.66 Results - sleep-safe

The Alarms tab displays the alarms that occurred during the treatment
in table format.
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3.12.3.8 Comments tab (all devices)

For sleep-safe, the following data is displayed regarding the pending
alarm:

Time of the alarm;

Cycle and phase during which the alarm occurred;

Current inflow/outflow volume of that phase;

Current fluid volume inside patient;

Alarm source code and the action that cleared the alarm,
as well as the time when the alarm was acknowledge.

If the user double-clicks on the alarm source-code table cell, a help
window with a description of that particular alarm code is displayed.

Hide

9 seeprsae Alarm Cod

4 &
Home  Print  Optior

Conterts| Indens [ Search] Favories]

= Q0 Litof v 1.2
2) 0 GENERAL FAILURE

2] 1 OVERTEWPERATURE

2] 5 AIR DETECTED DURING DUTFLOW

12 PRESSURE ALARM IN DRAINAGE LINE
15 PATIENT LINE CHECK FAILED

88 FATAL_CAN_TIMEOUT

89 FATAL_BAD_ANSWER

0 FATAL_RAM_ERROR

91 FATAL_ROM_ERROR

92 FATAL_CPU_ERROR

94 FATAL_VALVE_ERROR

9 FATAL_PUMP_ERROR

9 FATAL_DOSING_ERROR

97 FATAL_T3_ ERROR

99 FATAL_CAN_COMM_ERROR

101 FATAL_PNEUMATIC_ERROR

102 FATAL_FTRAP_ERRDR

103 FATAL_LSTEST_ERROR

104 FATAL_PTEST_ERROR

105 FATAL_MACHINE_ERROR

105 FATAL_VES TEST_ERROR

107 FATAL_HYDRAULIC_ERROR

108 FATAL_MB_ERROR

109 FATAL_VES_TIMEOUT_ERROR

150 FATAL_CONN_ERROR

151 FATALDW_ERROR

152 FATAL_T4_T5_ERROR

153 FATAL_T4_T5_DIFF_ERROR

154 FATAL_T2_T3_DIFF_ERROR

155 FATAL_SYSTEMTEST_ERROR

156 FATAL_INITIAL_TEST_ERROR

157 FATAL_IR_COMMAND_ERROR

158 FATAL_BOR_CRC_ERROR

159 FATAL_IR_EDIT_VALUE_ERROR

180 FATAL_PRESCRIPTION_ERROR

161 FATAL_PRESCRIPTION_CRC_ERROR
162 FATAL_PRESCRIPTION_PHASE_COUNT_ERROI
183 FATAL_PRESCRIPTION_PHASE_SIZE_ERROR
164 FATAL_TOTAL_PRESC_PHASE_SIZE_ERROR
170 FATAL_HYD_PRESS_ERROR

171 FATAL_P3_P4_DIFF_ERROR

172 FATAL_DWELLTIME_ERROR

173 FATAL_LS_CALIB_ERROR

180 FATAL_DRAINAGE_OPENING_ERROR
181 FATAL_FLOW_PATH_ERROR

182 FATAL_BAG_PATH_ERROR

183 FATAL_PATIENT_PATH_ERROR

184 FATAL_PUMP_DIR_ERROR

185 FATAL_AIR_DETECT_ERROR
18R FATAI WASTF PATH FRRNR

[E=EE=R =]

s

730 mt

2200

Please check the patient linel

W

ancel

)

9

U]

Continue

‘ 730 mt
5 o

2200

Please check the patient linel

<]

Gancel

U]

Continue

Probable cause
- Owerpressure in the patient line, probably

caused by kinks in the patient line.

+ Changing of position when measuring the

Actior

patientls height, etc
n

+ Check the patient line; maintain your position

for approximately 1 minute unti the cycler
has measured the patientfs position

i
- press the DX utton 10 skip the inflow

phase.

.+ Press the 9 button, to continve with the

inflow phase

Probable cause
+ The patient line is blocked
- Thereis no dialysate in the patientfs

peitoneal canity.

Actior

n
+ Check the patient line.

- Pressthe %buﬂon to stop the outfiow

- Press the

phase and to initiate the next inflow.
button, to continue the outfiow
phase.

This alarm also occurs if there is not more

dialysate in the peritoneal canity. This may be
the case:

- atthe end of an initial outflow or a PD-Plus

outflow if the actual outflow volume is less
than 100 % of the prescribed outflow volume.

- atthe end ofa cycle f the prescribed outfow

volume has not yet been attained. (default
value is 85% related to the volume in the
patient at the beginning of the outflow)

- atthe end of the last cycle if the outflow

volume of 100% related to the volume in the
patient at the beginning of the outflow has not
yet been attained

>
. Press the X button 10 skip the outfiow

phase.

- Pross the B9 button, tocontinue the utfow

phase.

Probable cause
~ One or more lines (patient line, drain line, bag

line) are blocked. The patient has changed
his or her position during the calibration

Fig. 3.67 Alarm codes help window - sleep-safe

For PD-NIGHT PatientCard, the number and type of alarms are display-
ed for each phase.

The Comments tab allows the user to enter a specific comment for the
selected treatment protocol. A check box named Use in statistics is

provided for including/excluding the current treatment in/from the Statis-
tics (see Treatment Statistics). To edit the comment and/or the statistics
flag, select the Edit button. Clicking the Save button will finish the ope-
ration, while clicking the Cancel button will cancel it.
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3.12.3.9 Graphics tab (sleep-safe)

3.12.3.10 Treatment Statistics

The Graphics tab offers a graphical overview of both the prescribed
and the performed treatment. The horizontal axis represents the time in
hours. The vertical axis represents the volume inside patient in liters. In
the lower part of the window, there is a horizontal time bar with the start
and end time of the treatment.

If the treatment contains a PD-Plus cycle, the Prescribed graphic is syn-
chronized with the Performed one, so that the PD-Plus outflow phases
start at the same time. This approach is used because the PD-Plus du-
ration depends on the patient and is not taken into account by the cyc-
ler.

General i ihed Treatment Treatment | Results | Alarms | Comments { Graphics| Modified by Patient |

VL Prescribed

oW

0 1 2 3 4 5 [ 7 8 E] 10 1[h]
VL Performed

o - ow s

1] 1 2 3 4 4 ] 7 8 9 10 ]

‘ 14:32 2318 ‘

[ Repot |[ Expen |[ Delete |[ Summary |[ Statistics |[  Mew Edit

Fig. 3.68 Graphics - sleep-safe

The Treatment Statistics window is a pop-up window that is opened by
clicking the Statistics button (see Fig. 3.69, Treatment Statistics
window, page 130).

The Treatment Statistics module offers a complete graphical overview
of the patient’'s outcome, based on some of the parameters of the per-
formed treatments that are available for statistics.

The graphics are displayed in the lower part of the window while the up-
per part contains controls allowing the customization of the graphics.
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Treatment Statistics 2/13/2014 - 372472014 = e =
[ Interruptions From: 2132014 O+ | Copy [ % Preview |
[¥]%olume balance _ =
[¥] Pralangation Til: 2240014 @ Q Save ] L@ Print ]
[¥] Total Inflow “al [#]3D
[¥] Total Dwell Time [*alues
[¥] Tatal Cutflow val. Mean Values
[#] Initial Cutflow D

[¥]Last Inflow

Interruptions

m

2472014 216/2014 2ie20M4 272072014 2/22/2014 2i24/2014
Date : 20372014 - 21241201 4

Volume balance

_____________________________

“olume [mi]

g g g g
2182014 202002014 202272014 202472014

Diate - ZH 3204 - 21241070 4

y T
21472014 2ME2014

Fig. 3.69 Treatment Statistics window

By using the check boxes in the upper left corner, you can choose what
type of information is of interest (alarms, volume balance, prolongation,
total inflow volume, total dwell time, total outflow volume, initial outflow,
last inflow).

The graphics are on a scrollable panel in the lower part of the window.
Each one contains two axes: the horizontal axis (time axis) is located on
the bottom of the graphic; the vertical axis (value axis) is located on the
left side.

Each graphic has a title and an axis caption.

The graphics are available two-dimensionally or three-dimensionally,
depending on the 3D check box selection.

By checking the Values check box in the upper part, the values will be
displayed in the graphics.

The mean values can be shown/hidden by checking/unchecking the
Mean Values check box in the upper part.

The graphics are correlated on the time axis and you can enlarge or re-
duce the visible period of time by using the From/Till calendar controls.

The graphics are flexible and can be customized using the tool-bar in
the upper part. These tool-bar buttons have the following effects on all
graphics:

L @)= ~

Fig. 3.70 Graphics tool-bar

J Reset button - reverts all changes;
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AW

@ Zoom In button - magnifies the graphics;
Efl Zoom Out button - shrinks the graphics;
<= | Left button - moves the graphics to the left;
‘1 | Up button - moves the graphics up;
ﬂ Down button - moves the graphics down;
=, | Right button - moves the graphics to the right;

Bar ~ | Graphics type drop-down menu - for selecting the graphic
type (Bar, Line, Point).

Besides using the tool bar buttons, you can also zoom in on the graphic
using the mouse:

> Keeping the left mouse button pressed, select the area to be enlar-
ged;

> Release the mouse button.

The selected area is zoomed in over the entire grid.

Tip
Keeping the right mouse button pressed, the selected area can be mo-
ved in the time axis (X axis).

By moving upwards/downwards (Y axis), the scale of the bar height can
be changed.

The control buttons are in the upper left corner of the window (see Fig.
3.69, Treatment Statistics window, page 130).

The Copy button copies the graphics to the Windows clipboard so that
it can be pasted and used in other applications (presentations, docu-
ments etc.).

The Save button allows saving the graphics to a bitmap file (*.bmp) on
the hard disk.

The Preview button generates a report containing the patient’s data
and the treatment graphics for viewing and printing.

The Print button generates the same report and directly sends it to the
default printer.
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3.12.3.11 Treatment Analysis - sleepesafe harmony

The Treatment Analysis menu for the sleepssafe harmony cycler is il-
lustrated in Fig. 3.71.

Treatment Analysis - sleeprsafe harmony

Custom Overview menu

Treal, Date  System Type Treatment Type  Protocol Name  StartTime  Status  Volum,.. Interuptions  Source B
el A sleeprsafe harmon Standard HR201402. 244 21:24 Ok =931 16 Patient Card £ %
& 2232014 sleep-safe harmany Standard HR201402.238 2108 Ok EE Patient Card
@ 27232014 sleep-safe harmony Standard HR201402.23A 00002 Ok -922 8 Patient Card
& 22172014 sleep-safe harmony Standard HR201402.21A 1835 Ok -704 12 Patient Card
[ 22072014 sleeprsafe harmony Standard HR201402.204  21:05 Ok -788 10 Patient Card -

Treatment Summary | Prescribed Treatment | Treatment Details | Interruptions | Graphics | General Information | Comments |

‘ Performed | Prescribed -
Tatal inflaw volume [ri] 8129 00
Total autflow volume [ml] 5103 8300
volume balance [rl] -e31
Initial autflows valume [rmi] 344 E
PD-Plus inflow volume [ml]
PD-plus pase duration [mim:ss]
PD-Plus autflow velure [ri]
Last inflow volume [rl] 01 300
Huber of Base cyles 4 4
Hurber of Tidzl cycles [ i
Treatment duration [mm:ss] 526:33 509:53
Reduced inflow volume [ml] 0 I

[ Repot | Expon ][ Delete ][ Summary || Statistics |

Fig. 3.71 Treatment Analysis menu - sleepesafe harmony

The Treatment Summary tab displays the synthesized results of the
treatment, such as total volumes, volume balance, number of cycles,
treatment duration etc.

The Prescribed Treatment tab describes the prescription used to per-
form the treatment. The Expand/Collapse button shows or hides limits
and safety parameters like the permitted patient volume.

The Treatment Details tab displays information about the performed
treatment, at cycle level and also at phase level, on the two sub-tabs
Cycles and Phases. Data such as timestamps, duration, volumes, and
flow-rates are available here. The Number of interruptions column is
also a link to the Interruptions tab.

Treatment Summary | Prescribed Treatment  Treatment Details | Interruptions | Graphics | General Information | Comments

= |
eyeles [Fhzzec |
Tirne: Phase Phase Wolme: Duration Average Valume: Nurnber e
no. Flow rate inpatient of interruptions
[hh:mmiss] [rml] [mm:ss] [rlfmin] [mi]
2Li24i20 o Tnitial outflow phase: 344 03:27 104 ) L
21:27:47 1 Inflow phase 2000 12:03 204 2000 2
21:39:50 2 Dwell phase o 9858 o z000 o
2318148 3 utflow phase zzdz 17:30 130 292 a
23:36:18 4+ Inflow phase 2002 08:18 255 2002 a
234436 5 Dwell phase o 100:39 o zo0z o
0L:25:1% L] utflow phase 1826 18:04 108 175 L
[ mepor |[ Expon ][ Delete |[ Summary || Statistics

Fig. 3.72 Treatment Details

The Interruptions tab displays the Cautions and the Alarms that occur-
red during the treatment. Information such as timestamp, cycle, phase,
reason of the interruption, patient action and volume in patient is avai-
lable. The Clear time column contains the time when the interruption
was acknowledged.
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Treatment Summary | Prescribed Treatment | Treatment Details {Intermuptions | Graphics | General Information | Gomments |

Tine Cycle information Phase ‘ p— ‘ P | volumsn | Clearting

[hhimim:ss] patient (] | (hhomim:ss]
‘ Reason ‘ Resut ‘ Coule: | Descrigtion |

21:27:47  Initial outflow Initial outflow phase: Patient position Skip phase. 344 I3 e g
21:31:35  Cydle ! Inflow phase Patient position Repeat phase. 264 21:31:48
21:32:51  Cydet Inflow phase G4 Temperature out of range 382 21:33:16
01406 Cydez Outflow phass Patient position Repeat phase 355 on40:z9
01:46:20 | Cycle 3 Inflow phase Gad Temperature out of range 655 01:46:32
0332132 Cyele 3 Qutflow phase Patient position Repeat phase 2000 033318
03:4255  Cydle 3 Outflow phase Patient position Repeat phase. 779 03:43:08
05:40:26  Cycle ¢ Last outflow phase Patient position Repeat phase. 2000 05:40:41
0Si5256  Cyde 4 Last outflow phase Patient position Repeat phase 346 osi53:27
05155157 | Cycle d Last outflow phase Patient position Repeat phase 208 05:56:08
05:59:146  Cycle ¢ Last outflow phase. Patient position Repeat phase 77 05:59:55 -
[ Repot [ Expot | Dekte || Summary || Statistics

Fig. 3.73 Interruptions

The Graphics tab illustrates the prescribed and performed treatment in
graphical format. The maximum permitted volume and the minimum vo-
lume in patient are highlighted on the chart. The ultrafiltration (UF) is di-
splayed in yellow.

Treatment Summary | Prescribed Treatment | Treatment Details | Intermuptions Graphics | General Information | Comments

—a

2,000 U
1,500

¥ —=— Prescribed

—————a

B \ ]
| ¥
I 1

i W 3

I
P

v —=— performed

Volume [ml]

~ Fermitted patient volume:

|

=

¥ —— Penmitied residual volume

-~

“olume remaved

1,000
2200 2300 oo:00 o1:00 0z0o 0z00 0400 o0 0o
Time [hh:mm]
[ mepon [ Expon || Dekte || Summary || Statistics |

Fig. 3.74 Graphics

The General Information tab displays administrative data, such as
treatment start and stop times, device serial number and software ver-
sion etc. The Comments tab is identical to all other cycler types.

3.12.3.12 Treatment Analysis - SILENCIA

The Treatment Analysis menu for the SILENCIA cycler is illustrated
below.

Treatment Analysis - SILENCIA V1.0

Custom Overview menu

Treat. Date  System Type Treatment Type  Protocol Name  Start Time  Status  ‘olum... Interruptions  Source B
[ 8/222016  SILENCIA Tidal SL201B08.228 0849 Ok 4 4 Patient Card
[ 5/192016  SILENCIA Standard SL201E08.194 0848 Ok E 8 Patient Card
¥ 7/2872016  SILENCIA Standard SL201B07.28A 1311 Ok 183 Patient Card
(1072772015 SILENCIA Adapted APD SI201510278 1611 Ok v Patient Card -

Trestment Summary | Frescribed Treatment | Treatment Details | Intermuptions | Graphics | General Information | Comments |

| Performed ‘ Prescribed -
Total inflow volume [rl] 435 st0
Total outflow volume [ml] 554 450
wolume balance [ml] -108
Iniial outfiow volume i) 121 El
Last inflow volume [m/] 50 50
Number of Base cycles 5 5
Number of Tidal cycles o o
Treatment duration [mm:ss] 104.08 1z:16
Reduced inflos volume [m] 0
Reduced dwell duration [min] H
Number of cations H
Number of alarms o -

[ Repot ][ Expor |[ Delete ][ Summary ][ Statistics |

Fig. 3.75 Treatment Analysis menu - SILENCIA
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The Treatment Summary tab displays the synthesized results of the
treatment, such as total volumes, volume balance, number of cycles,
treatment duration etc.

The Prescribed Treatment describes the prescription used to perform
the treatment. The Expand/Collapse button shows or hides limits and
safety parameters like the permitted patient volume.

The Treatment Details tab displays information about the performed
treatment, at cycle level and also at phase level, on the two sub-tabs
Cycles and Phases. Data such as timestamps, duration, volumes, and
flow-rates are available here. The Number of interruptions column is
also a link to the Interruptions tab.

Treatment Summary | Prescribed Treatment  Treatment Details | Interruptions | Graphics | General Information | Comments

e |

Cycles [Phases]

flow rate in patient of interruptions

[mm:ss] [rljoir] [l

Time: Phase Phase Yalume Duration Average Volume: Nurmber hy
[hhimmiss]

16:11:04 Tritial outflow 121 o207 61 0

1811311 Inflow phase a0 w2ie 77 o
16:15:30 Dyvel phase 0 09:01 0 &0
16:24:31 cutflow phase E 0z2:27 4 -8
16:26:58 Inflow phase &0 01126 ” &0

16:28:22 Dwel phase 0 09:51 1 il

16:38:13 Outflow phase 2] o226 44 19

[ Repot [ Expot ][ Delete |[ Summary |[ Statistics

Fig. 3.76 Treatment Details

The Interruptions tab describes the Cautions and the Alarms that oc-
curred during the treatment. Information such as time, cycle, phase,
reason, and volume in patient is available. The Clear time column con-
tains the time when the interruption was acknowledged.

— For SILENCIA devices with software version 2.0 only:

In the Treatment Analysis menu, the number of “cautions not requi-
ring operator action on the device” will be shown in parentheses next
to the number of interruptions or the number of cautions, respective-
ly.

In the Interruptions tab, these cautions will be described as Low
flow notification. There will be no entries in the columns Result
and Volume in patient. If such cautions result in “cautions requiring
operator action on the device”, they will appear as new entry in the
next line.

“Cautions not requiring operator action on the device” will not be in-
cluded in the interruptions count of the treatment statistics.

Treatment Summary | Prescribed Treatment | Treatment Details Interruptions | Graphics | General Infarmation | Gomments |

[hvmm:ss]

[ Cycle informtion Phase ‘ P ‘ £ ‘ Volumein | Clear time

‘ atiert mi] | (hivmm:ss]

‘ Reason | Resut ‘ Code ‘ Deseription

16:43:11 | Initil outflow Inital outflon Flow interrupted SKip 121 16:14:10

175349 | Cyces Last ouiflow phase skip Skip 56 17535

[ mepon  |[ Expor || Delete ][ Summary |[ Statistics

Fig. 3.77 Interruptions
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3.12.4 Quality Assurance

3.12.4.1 Medical Background

) Peritoneal Functional Test

The Graphics tab illustrates the prescribed and performed treatment in
graphical format. The Permitted patient volume and the Permitted re-
sidual volume in patient are highlighted on the chart. The volume ba-
lance is displayed in yellow. The graphic is similar to the one in Fig.
3.74.

The General Information tab displays administrative data, such as
treatment start and stop times, device serial number and software ver-
sion etc. The Comments tab is identical to all other cycler types.

The Quality Assurance menu item offers a wide range of tests for the
physician to obtain an estimation of the patient's PD adequacy. The
available tests are:

PFT (Peritoneal Functional Test),

24 hour Batch Collection;

PET (Peritoneal Equilibration Test),

PET + 24 hour Batch Collection;

No RRT (No Renal Replacement Therapy).

Data and results are structured in Input data, Results and Graphics.

The PFT test documents many important peritoneal and patient charac-
teristics. It requires measurement of urea, creatinine, glucose, total pro-
tein, sodium and volume for each individual exchange during a specific
period of time. This test allows the calculation of important peritoneal
transport characteristics, while providing useful information about pro-
tein nutrition, glucose absorption and a measure of adequacy of the pe-
ritoneal dialysis prescription.

The test consists of a 24-hour sample of individual, drained exchanges
before a scheduled clinic visit, a daily urine collection when urine ex-
ceeds 100 ml/24 hours, and one or two blood samples obtained in the
clinic, where the patient outflows the last dialysate exchange and per-
forms special QA exchanges. Each individual exchange sample and the
blood sample are analyzed for urea, creatinine, glucose, and protein.
The urine sample is analyzed for urea, creatinine and protein.
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Peritoneal Equilibration Test

24 hour Batch Collection Test

The PET testis designed to measure peritoneal transport for urea, crea-
tinine and glucose under controlled clinical conditions. A standard ex-
change is used, and specific dialysate samples are taken at periodic in-
tervals. A blood sample is taken at a predefined point in time. The only
calculated parameters are the peritoneal transport characteristics for
urea, creatinine and glucose.

The 24 hour Batch Collection test assumes that all drained dialysate ex-
changes during 24 hours are collected and mixed. The total drained vo-
lume is recorded and urea and creatinine are measured for the collecti-
on. Urine is also collected for 24 hours and a blood sample is taken.
Urea, creatinine and protein are measured for dialysate, urine and
blood. This test will calculate the amount of therapy received by the pa-
tient, but will not allow calculation of energy absorption from glucose.
Peritoneal transport characteristics are not calculated either.

PET + 24 Hour Batch Collection Test

This test combines the advantages of the PET and 24 hour Batch Col-
lection tests, although it requires input data from both tests. It can cal-
culate almost the same results as the PFT test (except for glucose ab-
sorption).

No Renal Replacement Therapy Test

QA Input Data

This test is dedicated to patients that are not receiving dialysis therapy.
It requires a blood sample and a urine collection. The main purpose of
this test is to calculate the renal function and the renal clearance of the
patient.

QA tests require several types of samples and input data. The number
of parameters that are actually measured may vary from test to test. For
example, protein measurement is optional in all tests.

When entering data, measurement units can be fully customized for
each parameter. PatientOnLine can deal with both Conventional and
S.l. measurement units. In Administration/Setup/Lab Data Settings
menu item, you can choose the desired measurement unit for each in-
put parameter. Urea or Urea Nitrogen can be selected as input for
blood, urine and dialysate samples (see Lab Data Settings, page 211).

Besides the above sample parameters, QA tests require certain patient
data like gender, age, weight, and height. Weight and height can be ent-
ered either in kg & cm or in pounds & inches. The same menu item,
Administration/Setup/Lab Data Settings allows the switching from
one system to another (see Lab Data Settings).
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QA Results

Other input data, like sample time, blood volume, urine volume and dia-
lysate inflow and outflow volumes and solution glucose concentrations
are required in QA tests.

The solution glucose concentration can be input either as a percent va-
lue restricted by some limits or as special values, like PG - Polyglucose,
AA - Amino Acid, NN - No name or any other non-glucose value. In case
of such special non-glucose values, the dialysate sample is not taken
into consideration for computing glucose-related results.

Note

In case certain dialysate glucose concentrations have special values,
like "AA", "PG" or "NN", the Pt50 glucose result is calculated without
those dialysate samples.

QA Results are grouped by their functionality and are listed below.

Body Results - Anthropometric results: BSA, VSA, nBW,
BMI.

Renal Function - Urea and creatinine renal clearances:
KrU, KrCr, GFR, nGFR;

Urea Results - Parameters of peritoneal dialysis therapy
calculated from urea kinetic analysis: KpT/V, KrT/V,
KprT/V, KprTw/V;

Creatinine Results - Results of analysis of the level of
creatinine clearance provided by the current peritoneal
dialysis therapy: KpT/V, KrT/V, KprT/V;

Fluid Removed Results - This section provides an
overview of fluid loss via peritoneal or renal removal per
day;

Peritoneal Function Results - This section gives the
calculated Pt50 values for urea, creatinine and glucose, as
well as the D/P for creatinine at 4 hours, the max. UF, small
pore UF and the free water transport.

Glucose Results - Results concerning the amount of
glucose absorbed by peritoneal dialysis: TGA, TCal, nCal;

Protein Nutrition Results - This section summarizes the
indices of protein nutrition: PCR, nPCR, DPL, nDPL, UPL,
nUPL, TPL, nTPL, DPR, nDPR;

Creatinine Generation Results - Predicted GCr, Calculated
GCr, Variance;

Lean Body Mass Results - Predicted LBM, Calculated
LBM, Variance;

Energy Metabolism Results - EREE, nEREE, GA/EREE;

Na Removed Results - Dialysis, Renal, Total, Total Salt
(NaCl)
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QA Graphics

Note

The parameters Max. UF, SPUF and FWT derive from studies by La Mi-
lia et al. (see references 23 and 24 from Chapter 5.1).

The Maximum UF (Max. UF) represents the ultrafiltration obtained with
the QA UF sample, that uses a hypertonic solution (4.25% glucose),
measured at one hour after instillation.

The small pore UF (SPUF) represents the ultrafiltration due to transport
of water through the small pores. This SPUF is estimated from the ratio
of sodium removal during the QA UF sample to plasma sodium.

The free water transport (FWT) represents the transport of water
through ultra-small pores (aquaporin). It is calculated as the difference
between Max. UF and SPUF. This calculation may produce a slight
overestimation of FWT (less than 3%) since it is not corrected for sodi-
um diffusion.

Note

QA results depend on the current QA formulae for adults/children and
also on other QA settings (see chapter 3.15.4, page 207).

In case PatientOnLine client-server is connected to EDBMS, the QA for-
mulae and QA settings are provided by the EDBMS.

Upon first data synchronization with EDBMS, previous existing QA test
results may be recalculated according to the QA formulae and QA set-
tings provided by the EDBMS. For example, a result like Kt/V may
slightly differ because the formula for V (total body water) may have
been changed.

Besides numerical results expressed as such, PatientOnLine offers a
number of QA Graphics in order to provide better interpretation.

Peritoneal Function Graphics (Pt50 Graphics, PET Graphics) - These
graphs are drawn in PFT, PET and PET+24 hour Batch Collection
tests for urea, creatinine and glucose. The graphs express the peri-
toneum transport dynamical characteristic or the transition from one
steady state to another (see Fig. 3.78, PET Urea Graphic, page 139),
(see Fig. 3.79, PFT Pt50 Creatinine Graphic, page 139).

For urea and creatinine, the dialysate/plasma concentration ratio is cal-
culated and drawn corresponding to the sample time. For glucose, the
current/initial concentration ratio is drawn. These graphs allow an im-
mediate evaluation of the Pt50 values for urea, creatinine and glucose,
as well as the transport classification (high, high-average, average, low-
average or low). The background of the graphic is based on Twardow-
ski’'s transport classification in case of adults, and on Warady's classifi-
cation in case of children. The background graphs are automatically
switched for adults/children, depending on the adulthood status of the
patient.
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Fig. 3.79 PFT Pt50 Creatinine Graphic
QA Graph This graph is drawn in the PFT, 24 hour Batch Collection, PET+24

hour Batch Collection and No RRT tests. It expresses BUN related to
nPCR at specific levels of KprTw/V (total weekly urea clearance), depic-
ted over a range of 0.70 to 3.36. The heavy lines represent by default
KprTw/V values of 1.4 and 2.0, (daily KprT/V of 0.2 and 0.285). These
values can also be changed in the Administration/Setup/General Set-
tings menu.
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Minimum Therapy Graph

3.12.4.2 Quality Assurance Menu
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Fig. 3.80 QA Graph

This graph is based on the minimum criteria for an adequate peritoneal
dialysis prescription. The ordinate is weekly creatinine KprT [L/1.73
m2/Week] while the abscissa is the weekly KprTw/V for urea. The ver-
tical reference line is defaulted at urea KprTw/V of 2.0, while the hori-
zontal reference line is defaulted at creatinine KprT of 50 L/1.73
m2/Week. These values can also be changed in the Administrati-
on/Setup/General Settings menu. Adequate peritoneal dialysis thera-
py by both these criteria will occur only in the right upper quadrant of the
graph. The patient is considered to fail both criteria if the value falls in
the lower left sector of this graph.
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Fig. 3.81 Minimum Therapy Graph

The Quality Assurance menu is displayed by clicking on Quality Assu-
rance in the Menu Tree. The window content is displayed in (see Fig.
3.82, QA PFT Input Data, page 141).

140

Fresenius Medical Care PatientOnLine IFU-EN 09A-2022



Chapter 3: Operation

Input Data tab

In the upper-left part of the window there is a table with the stored QA
tests for the current patient. The type of test and the test date are di-
splayed. Selecting a table row will refresh all the QA data in the window.
On the upper-right side there is an area describing the QA-relevant pa-
tient data (age, gender, weight, height, the notification Amputated if the
patient was amputated at date of the test - see Amputation) and the
Body Results for the selected test. If the patient is amputated, the body
results are calculated according to the amputation status at the date of
the test, which will influence all the results of the performed test.

In the lower part of the screen there is a working area with three tabs -
Input Data, Results and Graphics. The content of each tab depends
on the test type, but all the data and graphics follow the description in
the Medical Background section.

The PFT test assumes the following data:

A blood sample, for which albumin, urea/urea nitrogen,
creatinine, glucose and protein concentrations are
recorded;

An urine sample for which collection time, collected
volume, urea/urea nitrogen, creatinine and protein
concentrations are recorded;

Several (1 to 6) dialysate samples and optional QA and QA
UF dialysate ones, for which the dwell time, the inflow and
outflow volumes, the initial glucose concentration (in %),
urea/urea nitrogen, creatinine, glucose and protein
concentrations are recorded. For the QA UF sample, the
glucose concentration is fixed at 4.25% and the dwell time
is fixed at 1 hour.

Input Data | Results | Graphics |

Blood Albumin Urea Creatinine Glucose Protein Na

[g/dL] [mgfdl]  [mgidl]  [mgdl]  [wdl]  [mEgl
[17474 ][250 |[6a.5 (66 [[23 |
Urine Time Vol Urea Creatinine Protein  pz
[min] [mL] [mgfdl] — [mgrdl] [gfdL] [mEg/L]
e Jor ] [ Jmo |
PD Fluid Time “al In Glucose  Ma in Vol Out  Urea Creatinine Glucose  Protein s
[min] [mL] conc.[%]  [mEgL]  [mL] [mgidl]  [mgAl]  [mg/dl]  [wdl] [mEq/L]
Bag1 [200 200 150 1340 2440 17534 |14 1038 00900 [[1342
Bag2 [295 2200 1.50 134.0 2430 17654 ||7.67 4649 00800 ||134.2
Bag3 [155 2200 1.50 134.0 2280 15073 ||5.48 659.5 00360  |134.2
Bag4 [625 2200 1.50 134.0 3050 18265 ||8.93 501.7 0000|1342
QABay | 180 2200 230 134.0 2530 16514 ||7.12 7243 00540 |1342
QAUF Bag |60 2200 425 1332 2693 56.47 370 24000 |[00300 |[1232

Fig. 3.82 QA PFT Input Data

The inputs are not all mandatory. Some may be missing, but certain re-
sults may be affected by the missing values or may be missing entirely.
In certain cases, PatientOnLine will estimate/replace the missing va-
lue. A missing value field will have a hint “Missing value”. A missing va-
lue that was estimated by PatientOnLine will have a hint “Missing value
- Estimated to: xxx”.

Creatinine with Glucose Correction Factors for blood and dialysate
may be set on a QA test basis, in addition to the global settings from Ad-
ministration/Setup/General Settings. The default values are the glo-
bal settings ones, but are editable in any QA test.
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Results tab

Graphics tab

PET Input Data

The PFT test calculates all the results described in the QA Results sec-
tion. If there is missing input data, then there will be missing results. If,
for example, the urine protein value is not available, there will be no UPL
and nUPL results, which will affect TPL, nTPL, DPR and nDPR also.
Results that are calculated based on missing and/or estimated input
data are displayed in boldface.

Input Data Results | Graphics |
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Fig. 3.83 QA PFT Results

The PFT test can display all graphics described in the QA Graphics sec-
tion: Pt50 for urea, creatinine and glucose, QA Graph and Minimum

Therapy Graph. If there is missing input data, then there will be missing
graphics. If, for example, the blood urea nitrogen value is not available,

there will be no Pt50 graphic for urea.

Input Data | Resuits [Graphics |

D/P Urea DJP Creatinine | D/DD Glucose | G Graph | Minimum Therapy

Pt50 Urea
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1 290 034
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a 625 058
QA 180 L]
QA UF 60 052

Fig. 3.84 QA PFT Graphics

The PET test assumes the following data:

A blood sample, for which albumin, urea/urea nitrogen,
creatinine, glucose and protein concentrations are
recorded;
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PET Results

PET Graphics

24 hour Batch Collection
Input Data

24 hour Batch Collection
Results

24 hours Batch Collection
Graphics

PET + 24 hour Batch
Collection Input Data

Input Data |Resu|€s ‘ Graphinsl

Blood Albumin Urea Creatining  Glucose  Protein Na
[g/dL] [mg/dl]  [mgfdl]  [mgidl]  [gdl)  [mEgl]
Time 120 [rmin] [1243¢ Ji0a0  J1m20 |74 I

PD Fluid Tirne Urea Creatinine Glucose  Pratein hla
[min] [mofdl]  [mg/dl]  [mo/dl]  [gfdl] [mExyL]
Sample 0 h |0 1072 1.10 2250.0
Sample 122 h |30 61.45 2.80 1600.0
Sample 1h |60 71.82 380 1500.0
Ma in [mEg/L] Sample2 h 120 9711 5.50 1185.0
Wal Out 2250 [mL] Sample3h | 180 109.12 B.60 1015.0

Sample 4 h | 240 122.20 7.30 855.0

Samples
ol In 2000 ]
Glucose cone. | 2.40 1%]

Fig. 3.85 QA PET Window

3 (Short PET) or 5 (PET) dialysate samples with fixed time
values (0, 30, 60, 120, 240 min) are defined, as well as the
bag inflow volume, and the initial glucose concentration.
For each sample, urea/urea nitrogen, creatinine, glucose,
protein and sodium concentrations are recorded.
Optionally, there may be an extra 180 min sample record,
set from Administration/Setup/General Settings menu
item. There is also an optional Overnight Bag.

The PET test calculates only the D/P values for urea, creatinine and glu-
cose, as well as D/P for creatinine at 4 hours.

The PET test displays the PET graphics (described in QA Graphics) for
urea, creatinine and glucose. If there is missing input data (see Creating
and Editing a QA Test), then there will be missing graphics. If, for exam-
ple, the blood creatinine value is not available, there will be no PET gra-
phic for creatinine.

The 24 hour Batch Collection test assumes the following data:

A blood sample, for which albumin, urea/urea nitrogen,
creatinine, glucose, protein and sodium concentrations are
recorded;

A urine sample for which collection time, collected volume,
urea/urea nitrogen, creatinine, protein and sodium
concentrations are recorded.

A dialysate collection for which collection time, total inflow
and outflow volumes and urea/urea nitrogen, creatinine,
glucose, protein and sodium concentrations are recorded.

The 24 hour Batch Collection test calculates the same results as the
PFT test, except Peritoneal Function and Glucose results.

The 24 hours Batch Collection test displays only the QA Graph and the
Minimum Therapy Graph (described in the QA Graphics section).

The PET + 24 hour Batch Collection test is a true combination of PET
and 24 hour Batch Collection tests. The input data is a combination of
both tests.

The missing values in a PET+24 hour Batch Collection follow the de-
scription of missing data in each of the components. In addition, missing
values for one of the two blood samples are replaced by default with
corresponding values from the other one.
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PET + 24 hour Batch
Collection Results

PET + 24 hour Batch
Collection Graphics

No RRT Input Data

No RRT Results

No RRT Graphics

° Creating and Editing a QA Test

The PET + 24 hour Batch Collection test calculates the same results as
the PFT test, except for the Glucose results.

The PET + 24 hour Batch Collection test displays both PET Graphics
and QA Graphics.

The No RRT test is similar to the 24 hour Batch Collection one, but wit-
hout the dialysate collection. It assumes the following data:

A blood sample, for which albumin, urea/urea nitrogen,
creatinine, glucose, protein and sodium concentrations are
recorded;

A urine sample for which collection time, collected volume,
urea/urea nitrogen, creatinine, protein and sodium
concentrations are recorded.

The No RRT test calculates the renal function and renal clearances, as
well as nutrition results.

The No RRT Results tab displays only the QA Graph and the Minimum
Therapy Graph (described in the QA Graphics section).

To create a QA test for a certain patient, one has to proceed as follows:
> Select the patient from the Patient Frame;

> Select the Quality Assurance menu item from the Menu Tree;

> Click the New button;

The Add QA Test dialog box opens;
(see Fig. 3.86, The QA Test wizard (first page), page 145);

> Select the desired date in the Date control or preserve the current
date displayed;

The age of the patient at the time of test will be automatically refreshed;
> Enter the patient's weight in the Weight field.
> Enter the patient's height in the Height field.

Note

— Ifthere are height records for the patient, the most recent height will
be displayed as default. Weight values must always be entered in or-
der to provide the weight on the date of the test;
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Add QA Test [
Primary Data - PFT - 8/12/2016

Select a date for the test gn22me -

Enter patient’s details:
Status: Adult
Age 56 year(s)
Gender: Male
Weight 73.2 Ky
Height: 172 cm

Murnber of treatmentsiweek: 7

Select type of test
Ma. of bags Creatinine with Glucose Correction Factors

& PFT oo
24h Batch (O Blaod: nomonogy - reatinie - [maydL]
FET /| QA Bag ucose - [rmgfdl]

QA UF Bag .
PET + 24h Batch Dialysate:  0.0000000p  Credtinine - [mard]

Glucose - [mgfdl]
Mo RRT

< Back Mext > Cancel

Fig. 3.86 The QA Test wizard (first page)

> Select the type of test using the radio button group.

According to the selection, the following additional selection possibility
may be available:

PFT - number of bags;
QA bag; QA UF bag;
Number of treatments/week;
PET - short/extended test;
Overnight bag.

> Click the Next button.

The second dialog box of the wizard is opened, specific for each type of
test.

The number of treatments/week influences the calculation of weekly
clearances for urea and creatinine.

Warning
A Risk for the patient as a result of insufficient detoxification

It may be the case that the PD treatment is not performed every day of
the week. If the number of treatments/week is less than 7, the weekly
clearances may be over-estimated.

> The attending physician should be aware of this possible over-esti-
mation of the weekly clearances when assessing the adequacy of
dialysis for the patient.
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In the second dialog box of the wizard one has tofill in all the mandatory
data (see Quality Assurance Window for a description of input data spe-
cific to each type of test). All input controls are Smart Edit controls, wit-
hout the small buttons on the right side. Each control has an associated
hint indicating the value range. The value range for certain parameters
(like inflow volume) depends on the adulthood status of the patient. Af-
ter filling in all Smart Edit Controls, one has to select the Next button to
go to the next dialog box of the wizard.

On the second page one can also save the test as draft, by selecting the
Save as Draft button.

This is useful in case the user is called in for an emergency and he/she
didn’t have the chance to fill in all data.

A draft test is marked with a brown color in the third column of the tests
table (see Fig. 3.82, QA PFT Input Data, page 141).

For such a test one can view neither the results nor the graphics. The
only allowed actions are Edit and Delete. A draft test can not be used
in the Modeling section (see Modeling), nor can it be printed by using

the Report button.

Edit QA Test =
Lab Parameters - PFT - 9/12/2016
Blood Albumin Urea Creatinine Glucose  Protein Ma
[9/dL] [mg/dl]  [mg/dl]  [mgédl] [g/dL] [mEgiL]
[17a74 J[es0 [ees  |[66 [123 ]
Urine Time ol Urea Creatining Protein Na
[min] [mL] [mg/dl]  [mgfdl] [gidl] [mEg/L]
1440 [o876 (6782 | [ 1500 ]
PD Fluid Time Wal In Glucose  Main Wol Out Urea Creatinine  Glucose  Pratein MNa
[rmin] [mL] conc.[%] [mEg/] [mL] [mg/dL] [mgédL] [mgsdL] [gdL] [mEgfL]
Bag 1 |290 2200 1.50 134.0 2440 175.34 8.14 4036 0.0800 134.2
Bag2 (295 2200 1.50 1340 2430 176.54 7.B7 4649 0.0800 1342
Bag3 (155 2200 1.50 1340 2290 160.73 5.48 B59.5 0.0360 1342
Bag4 |B25 2200 1.50 134.0 3050 182.55 8.93 £01.7 0.1000 134.2
QA Bay (180 2200 230 1340 2530 165.14 712 7243 0.0540 1342

Fig. 3.87 The QA Test wizard (second dialog box)

@ Note

When selecting the Next button, a validation of input data is performed.
If the data entered on the second page does not comply with the test
requirements described in the Quality Assurance Window section, a
warning message will be issued.

One has to select the Ok button and correct the values before the pro-
cess can be continued.

The third dialog box of the wizard allows the user to bypass the compu-
tation of V, LBM, nPCR and KrT/V results and enter these values by
hand. This is useful if one uses special devices/algorithms for measu-
ring/computing these four parameters.
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€ Add QA Test X

'| Details - PFT - 09/12/2016

Please specify which values should be used:
., Bcm

BCM measurements: |30/08/2016 94.5% |
- ViU

Computed: 35 92 0

Urea distribution volume [L]: 3210 =

— Previously Stared: Q

LBM [Kg]

Computed: 41387 0
Lean tissue mass [Kg]: 37.60 = ]
— Previously Stored: Q

nPCR [g/Kg/Day]
Computed: 1.06 (-]

Previously Stored: Q ]

KT
Computed: 0.03 [+ ]

Previously Stared: Q

< Back Cancel
Fig. 3.88 The QA Test wizard (third dialog box - PFT test)

To enter user defined values on the third dialog box of the wizard one
has to check first the corresponding radio button in order to enable the
Previously Stored text field. Afterwards, the desired value can be ent-
ered.

BCM values for urea distribution volume and lean tissue mass are avai-
lable on this page. Values are by default taken from the latest BCM
measurement of the patient but one may select particular measurement
as well. Only BCM measurements within the past 180 days are availa-
ble. There are two buttons that can be used to set BCM values as Pre-
viously stored values for V and respectively LBM.

Clicking on the Finish button will save the whole test. One can cancel
the editing process by selecting - on any page of the wizard - the Cancel
button.

Note

The data entered by hand on the third (final) page of the wizard may af-
fect the further computation of the results. The result values that are af-
fected will be highlighted on the Results page, using a light yellow color
and in the Report.

Protein Hutrition

nPCR (120 |akam

Fig. 3.89 Highlighted Results data

> Select the Quality Assurance menu in order to edit a QA test (see
Fig. 3.82, QA PFT Input Data, page 141).
> Select the desired row in the test table;

> Click the Edit button.

Fresenius Medical Care PatientOnLine

IFU-EN 09A-2022 147



Chapter 3: Operation

3.12.5 Modeling

3.12.5.1 Medical background

The wizard is opened, in which one can edit all the values except the
test type.

The Delete button allows for an entire deletion of a QA test while the
Report button displays/prints a comprehensive report that includes all
input data and results, both in text and graphical format, together with
the formulae used for computing the results.

The Modeling item is one of the most powerful features of
PatientOnLine. It is a valuable tool that can assist the physician - wit-
hout substituting his/her medical judgment - in evaluating and predicting
a PD treatment, in terms of dialysis outcome, as well as in searching for
the best PD treatment that meets certain dialysis targets.

Modeling assumes that knowledge about the renal and the peritoneal
function of the patient is available, by means of a QA test. The more
comprehensive a test is, the better the accuracy of modeling. The pati-
ent data that is relevant for the modeling are the residual renal function,
the renal fluid balance and the peritoneal function.

For patients that are not yet on a dialysis treatment, one can use the No
RRT test which calculates renal function and renal clearances. Perito-
neal function characteristics, can be set to average values.

There are two modeling methods:
By choosing the PD prescription
By choosing the dialysis targets.

The first method assumes a QA test and a PD prescription (CAPD,
APD, APD+CAPD) as primary input data. The user can freely change
the prescription and the patient's renal parameters. The Prescribed
Therapy Outcomes are calculated in terms of total clearances, total re-
moved fluid and total glucose absorption. The outcomes can be viewed
for each cycle/exchange as well as for the entire prescription.

The second method assumes a QA test, a list of dialysis targets that
must be achieved and a list of dialysis restrictions as primary input data.
Targets are expressed in terms of minimum clearances and volume ba-
lance. The restrictions depend on the selected treatment modality
(APD, CAPD, APD+CAPD) and are expressed in terms of maximum va-
lues for certain parameters like inflow volume, number of cycles, total
prescription time etc.
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@)

3.12.5.2 Starting a Modeling session

Note

— The displayed modeling results are based on a mathematical model
and should only be regarded as a guide. Therapeutic decisions must
never be made solely on the basis of these calculations. The deploy-
ment of any PD treatment regimen remains the responsibility of the
attending physician.

— The prediction accuracy of modeling has been validated in three stu-
dies (see References 21, 23, and 39 in Appendix 5.2) for ‘standard
PD treatments’. In APD Treatment regimens involving ‘mixed cycles’
(i.e. a sequence of cycles with different glucose composition or va-
rying dwell periods and varying volumes), the same mathematical
model is applied to each cycle as in the case of a ‘standard APD
treatment’ regimen. Evidence regarding the prediction accuracy of
‘mixed cycle’ APD Treatment regimens is lacking currently. The
same is true for treatments including ‘tidal cycles’. Therefore the di-
screpancy between predicted and actual toxin removal may be grea-
ter than the limits of agreement determined in the existing studies re-
ferenced above.

PatientOnLine will determine a list of prescriptions that meet all the res-
trictions and achieve the specified targets. Each prescription can be

analyzed for details and saved. Moreover, a prescription can be fine-tu-
ned using the first modeling method, by means of an Optimize feature.

Note

Be aware that when the attending physician requires profiled cycles (a
sequence of cycles with changes in fill volume, glucose concentration
or dwell duration), the capabilities of the mathematical models on which
the POL modeling functions are based, are challenged. While useful in
gaining an impression of the direction in which clearance is likely to be
modified, precise values cannot be guaranteed. The treatment program
remains the responsibility of the physician. The efficacy of any program
involving profiled cycles can be verified by measurements according to
the quality assurance procedures.

The Modeling menu item is available in the Medical section of the Menu
Tree.
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Medical

* System & Limits

* PO Prescription

& Treatment Analysis
» Quality Assurance

Modeling

Fig. 3.90 Modeling menu item

The Modeling menu includes the following sections:

(see Fig. 3.91, Modeling: By choosing the prescription, page 150)
Select the Modeling method in the upper part;
Modeling General area in the middle;
Start Modeling in the lower part.

This module allows the user to model PD prescriptions for a certain pa-
tient, with one of the two possible modeling methods described in the
Modeling - Medical background section.

3.12.5.3 Modeling: By choosing the prescription

This modeling method allows the user to edit an existing prescription,
using the same editors as in the PD Prescription section, but with an ins-
tant view of the prescribed therapy outcomes.

By selecting this radio button in Select Modeling Method, the lower
area will look like in Fig. 3.91.

Modeling
Select Modeling Method
@ By choosing prescription
By choosing dialysis targets
Select QA Test:
Test Typs Date Days/AVesk PA50 Urea [min] Pt50 Creat. [min] Pt50 Gluc. [min]
PET 941202005 7 &7 130 129
24h Batch 91072015 7 - - -
PET +24h Batch 9320115 7 51 121 126
Mo RRT 10/82014 7 a0 132 180 -
Select Prescription
Name Type APD Treat. Type APD Cycles CAPD Exch Last Changs
capd CAPD - - 4 7RG
ipd CAPD - - 3 9262016
nipd, APD Standard 5 - 9262016
nipd_pdalug APD Tidal Plus. 274 - 92412016
copd APD Standard 4 - Q23206
ccpd pdalus APD Standard Plus 4 - 92272016 i

7] New Prescrigtion

Fig. 3.91 Modeling: By choosing the prescription
The Modeling General area for this method is divided into the following
sections:

Select QA Test in the upper part;

Select Prescription in the middle;

New Prescription in the lower part.
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The Select QA Test list displays all the QA tests performed by the pa-
tient. The test type and date are displayed, together with the Pt50 va-
lues for urea, creatinine and glucose. Each Pt50 value is displayed on
a colored background that illustrates the accuracy of the Pt50 value, de-
scribed as the fitting degree of the D/P or D/D0 points onto the QA
graphs (see Quality Assurance - Peritoneal Function Graphics). On the
bottom of the list there is a color legend, with several colors ranging
from Red - Bad Fit to Green - Good fit. A green color means accuracy
of more than 90%, while a red one means accuracy below 50%.

The Select Prescription list displays all available prescriptions. In both,
the Select QA Test and in the Select Prescription list, the first row is
selected be default.

A non-draft QA test must be selected. One must either select an existing
prescription or check the New Prescription check box in order to start
modeling.

(see Fig. 3.91, Modeling: By choosing the prescription, page 150)

Note

A warning message will appear if no QA test or no prescription is selec-
ted.

In order to start the modeling session one must press the Start Mode-
ling... button. If a PD Prescription was selected, a window similar to the
one illustrated in Fig. 3.92 will be displayed.

Prescription Modeling

PATIENT PARAMETERS
Renal Function

Ky mLiin

PRESCRIBED THERAPY OUTCOMES
Srmary | Detals | Overvien | app | caro |

Urea Result Glucose

e - ke o | e I
e kit

Creatinine Result Fluid Removed

P50 Urea |90 min
P80 Gt = KoT Lt 73 Dialysis Lo
- =
Y = e e || |Emm @
uc in
e o | o o
MODELED PRESCRIPTION
arp |
sleepesafe V2.20, English - sleep-safe set
52 General Settings F* Volume [mi] O Glucase [%]
Prescription Narne: il PD-Plus Outflow: 0 [ PO-Plus: B8 150 -
TMDE:EM”B|T PO-Plus Inflow: 2000 %) rfow: SPProfile
reement Type Initial Outflow: %, 2200 3
(es Pis 5 Base Inflow: " Profil - e
Salution Type: rofile
&, CAPDIDPCA 213/ 5L - Tidal Inflow: __ Profile PP Temperature [C]
PD-Plus: Tidal Qutflow: Profile PPl [ 970 (@
iz __aclwe - Base Outflow. "%, Profil
rofe Inflow: & 370 |2
Base Cycles A2 = LastInfow: o 0 [ =
s L Last Inflow: # 370 |3
Tidal Cycles A3 Max. Possible Fill Vol: ##  2200(mi]
Fixed Treatment Time ne == Duwell Time [min] ~~ Flowrate [ml/min]
PD-Plus Dwell Time: 120 |3 Inflow: g7 350 |2
Dwell Time: 60 |5 Outfow: ™, 130 |

(e |

Reset Patient Parameters

] [ Finish ] [ Close

Fig. 3.92 Prescription modeling by choosing the prescription -

sleep-safe
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3.12.5.4 Patient Parameters area

If New Prescription was selected in (see Fig. 3.91, Modeling: By choo-
sing the prescription, page 150), the user will be asked to choose a PD
system for the new prescription. No restrictions apply, even if the patient
does not have a PD system assigned. This is particularly useful in case
of new patients, for which a therapy was not yet set. The PD system is
selected by means of an intermediate window.

See in Fig. 3.93 which APD and/or CAPD systems can be chosen. If the
patient has a PD system assigned, the system components - APD
and/or CAPD - will be used as default for the two selection lists. Still, the
user is allowed to freely change the system.

Prescription hModeling @

Treatment modality:
JAPD

APD Systemn Type:
|s|eep-safe W2 2% v|

Language:

[English -

JICAPD
CAPD Systermn Type:
stay=safe® bicavera® v|

[ Mext = H Cancel |

Fig. 3.93 Selecting a PD System for a new prescription

The Modeling window includes the following sections (see Fig. 3.92,
Prescription modeling by choosing the prescription - sleep-safe,
page 151).

Patient Parameters in the upper left corner,

Prescribed Therapy Outcomes in the upper right corner,
Modeled Prescription in the middle,

Command buttons at the bottom.

The Modeled Prescription area depends on the PD system attached
to the prescription.

The same entry masks are used for the Modeling and PD Prescription
sections.

The Patient Parameters area has three panels: Renal Function, Pe-
ritoneal Function and Fluid Removed which contain the patient's re-
nal data. This data is editable.
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Note

The Patient Parameters values depend on the selected QA test type.
For example, a 24 hour Batch Collection test will have no Peritoneal
Function data by default, but instead the most recent values from a
previous PET/PFT/PET+24h Batch Collection will be displayed.

The Prescribed Therapy Outcomes area displays the results and is
divided into several tabs:

3.12.5.5 Prescribed Therapy Outcomes area

° Summary tab

) Details tab

The Summary tab shows the results for the entire prescription.

PRESCRIBED THERAPY OUTCOMES
summary | Detals | Overview | 4PD | CAPD |

Urea Result Glucose

KTy 4.11 Total ncal 5.31 KCalikg/D
Creatinine Result Fluid Removed

KoT U7k | Dialysis Lo

KT 63.7 LA T 3AN Renal LD
KT L1730 Total 3.07 Lo

Fig. 3.94 The Summary tab of the Prescribed Therapy Outcomes

The Details tab shows the results per exchange or cycle as well as to-
tals for Ambulatory/Supine positions and for Renal/Peritoneal contribu-
tions.

PRESCRIBED THERAPY OUTCOMES
summary  Details |0verwew\ ARD | CAPD |

Type Ma. Posttion ol Glc Dwvedl KprTi HpeT Cr Fluic Remaoved -

‘ [mi] [9%] ‘ [mir] ‘ ‘ [LA F3ANK] ‘ [mL]
APD - MO 1 Ambulatory 2000 150 293 0.039 825 9
Exch. #1 2 Ambulstory 2000 1.50 300 0039 922 35
Exch. #2 - AFD 3 Ambulstory 2000 1.50 379 0.040 961 -33
APD #1 4 Supine 2000 150 B0 0028 487 318
APD #2 5 Suping 2000 150 B 0028 487 318
APD #3 B Supine 2000 1.50 B0 0023 4587 3E
APD #d 7 Suping 2000 1.50 60 0025 487 3G
APD #5 8 Supine 2000 150 B0 0028 487 318

Fig. 3.95 The Details tab of the Prescribed Therapy Outcomes
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3.12.5.6 Modeled Prescription area

Overview tab

APD tab

CAPD tab

APD/CAPD tabs

Button functions

The Overview tab shows the graphical representation of the prescripti-
on. This is the same graph as in the PD Prescription section (see Fig.
3.91, Modeling: By choosing the prescription, page 150).

The APD tab shows certain data on the APD part of the Modeling pre-
scription. The total time and the number of solution bags are amongst
the data provided by this tab (see Fig. 3.45, APD Info tab of the Over-
view pane of APD sleep-safe, page 105).

The CAPD tab shows certain data on the CAPD part of the Modeling
prescription. This is the same tab as in the PD Prescription section
(see Fig. 3.47, CAPD Info tab of the Overview pane of CAPD,

page 106).

The Modeled Prescription area with APD and/or CAPD tab is an editor
that is operated in a similar form as described in the PD Prescription
section.

The command buttons allow for the following actions:

The Report button creates a comprehensive report for the
Modeling prescription and the QA test;

The Reset Patient Parameters button reverts the data in
the Patient Parameters area to the original patient data. If
the patient data was modified, this button has to be
pressed before saving the prescription;

The Finish button saves the Modeling prescription, always
as a new prescription. A new name must be provided.
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Save Prescription &J

Type a name for the new prescription

modeling_standard|

Ok ]| Cancel |

Fig. 3.96 Save Prescription dialog for Modeling

@ Note
When selecting the Finish or Report buttons the user will be asked to
revert the data to the original patient data if this was manually modified.

The Close button closes the Prescription Modeling
window.

P )

PatientOnlLine @

Fatient pararmeters were manually modified.
VI You have to revert to patient original data first.

3.12.5.7 Modeling: By choosing the dialysis targets

The By choosing dialysis targetsmethod allows the user to specify

certain values for dialysis therapy outcomes as modeling targets and

certain prescription restrictions (see Modeling - Medical background).
Based on a selected QA test, PatientOnLine will try to generate a list
of possible prescriptions that meet all the requirements and satisfy all
targets.

The modeling window for the By choosing the dialysis targets met-
hod is illustrated in Fig. 3.97.

Modeling
Select Modeling Method
By choosing prescription

© By choosing dialysis targets

Select QA Test,
Test Type Date Dayshfieek PIS0 Urea [min] Pi50 Creat. [min] PIS0 Glue, [min]  *
PET 8A12/2015 7 &7 130 129

24h Batch 8A10/2015 7 - - -
PET + 24h Batch 9/32015 7 l 121 125
q

»

Start Modeling

Fig. 3.97 Modeling: By choosing the dialysis targets
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The Modeling General area has only one Select QA Test list by means
of which Modeling is started.
To start Modeling, one must proceed as follows:

— Select a QA test from the Select QA Test list. PET tests are not all-
owed because they provide insufficient data for modeling;

— Click the Start Modeling... button.
The Prescription Modeling dialog box is opened.

— Select the Treatment Type using the check box and the pull-down
menu.

Any PD system combination with the current PD system (if any) as de-
fault system is allowed.

(see Fig. 3.93, Selecting a PD System for a new prescription,
page 152)

Click the Next > button.

The Prescription Modeling entry menu is opened that shows the target
definitions and restrictions.

Prescription Modeling @
PATIENT PARAMETERS Set targets and restrictions:
Renal Function Fluid Removed
K 9.9 mLimin Min. Renal + Dialysis (daily): o
KrCr 6.1 mLimin Urea
Peritoneal Function .

it KprTi kl 17

Average Values inirmurm KprT (weekly) _
Creatinine
P50 Urea a0 min Minirmurn KprT (weekly): LA 730
Fts0 Creat. 132 min
Fta0 Gluc. 160 min CAPD
Fluid Removed Maximum volume per exchange 2000 Imi]
Eeniel . Maximum exchange no.: ]
APD

Treatrnent Type:

Standard -

Maximum base volume per cycle: 2000 Imi]

Maxirmum total time [rin]

| < Back ‘ | Mext = | | Close |

Fig. 3.98 Specifying targets and restriction

The entry menu is divided into the following sections:

Patient Parameters left side
Here, there are the Renal Function, Peritoneal Function
and Fluid Removed entry fields;

Set targets and restrictions right side

Here, the dialysis targets and the restrictions for
CAPD/APD are defined.

The targets and restrictions are described in the section
Modeling (see Medical background, page 148);

Continuing modeling:
> Click the Next > button.
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Prescription List

Prescribed Therapy
Outcomes

Buttons

The pop-up window opens providing the number of prescriptions obtai-
ned.

> Click the Ok button.

The second dialog window Prescription Modeling is opened.

Prescription hModeling @
Prescription List:

Type APD Treat. Type APD Cycles CAPD Exch. it

APD + CAPD Standard 2 -

APD + CAPD Standard 2

APD + CAPD Standard 2

APD + CAPD Standard 2

APD + CAPD Standard 2

APD + CAPD Standard 2 ™

PRESCRIBED THERAPY OUTCOMES
Surmary | Detals | Overview | app | carp |

Urea Result

KpTu Dialysiz
ki
Kprmy

Creatinine Result

Glucose
TiGA feli]
TCal 600,10 KCalio

]
<)
o
51

nial KCalfkgiD

Fluid Removed

KpT LA 72m0 Dialysis 0.46 Lo
KIT LA 73 Renal
KprT 100.5 LA T3Ak Total 1.81 Lo

%)
th
(=
]

| < BHack H Optimize H Einish || Close

Fig. 3.99 Resulting Prescriptions window

The Prescription Modeling window consists of three sections:

Prescription List
top,

Prescribed Therapy Outcomes
tab center

Buttons
bottom.

The Prescription List contains all prescriptions meeting the targets
and restrictions. The list displays the APD/CAPD type, APD treatment
type, the number of APD cycles and the number of CAPD exchanges.

The tabs under Prescribed Therapy Outcomes are identical with the
tabs of the first modeling method (By choosing the prescription).

The results refer to the Prescription List.

< Back button to return to the previous entry menu.
(see Fig. 3.99, Resulting Prescriptions window, page 157)

Optimize button to change to the entry menu of the first modeling met-
hod for fine tuning.

In addition, the entry menu of the first modeling method contains a <
Back button by means of which you can again return to the Prescribed
Therapy Outcomes entry menu;
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3.13 Reports

3.13.1 Reports

General notes

Selecting the Finish button opens a pop-up window asking you to enter
a name for the prescription.

— Enter the name for the prescription;
— Click the Yes button.
The operation will be finished.

After completion of the entry, the initial Modeling screen will be display-
ed again and a new prescription can be started.

If no prescription is found that meets all the targets and restrictions, a
warning message will be displayed.

If the specified targets are met by the patient’s renal function only, a
warning message will be displayed and no prescription will be genera-
ted.

The Reports menu item allows the user to generate, view and print re-
ports concerning demographics and/or medical data for a certain pati-

ent.

Reporting
& Statistics
e Custom Qverview
# Dashboard

Fig. 3.100 Reporting menu item

When selecting the Reports menu item from the menu tree, the wor-
king frame will display a window with seven tabs: Demographics, Dia-
gnosis & Therapy, Tunnel & Peritonitis, Assessment Methods, Ho-
spitalization, Hospitals' Staff and Input Forms.
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\WLI4

Creating a report

Printing a report

Reports

Demographics | Diagnosis & Therapy| Tunnel & Peritonitis| Methods | italization | Hospitals’ Staff | Input Forms | Home Visits |

Mability

9] Visual Ability

[V Fine Hand Manipulation
Helper

9] Training

Ereview

Fig. 3.101 Reports window

Tip

The first tab, Demogrophics, is selected by default.

Each tab contains a Preview tab located in the bottom right corner. This
button is used to obtain the desired Report Preview.

In order to create a certain report, one must proceed as follows:
Select the patient from the Patient Frame;

> Select the tab from the Reports window;

> Select the desired data by checking and/or unchecking the corre-
sponding check boxes.

Initially, all the check boxes are checked.

Note

If none of the check boxes is selected, the Preview button will be deac-
tivated.

— Click the Preview button;

The report is generated with the selections made.
The progress of the report generation is signaled in an info window.

The report is generated as print preview at the display.

A Print Preview window will then be opened with a standard menu bar
on top of it.

A section with no data will not be present in the generated report. Mo-
reover, if any of the checked sections has no data, the generated report
will contain a blank page.

By clicking on the left printer symbol, the created report will be printed
completely on the default printer.
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Saving a report

Close the Print Preview

3.13.1.1 Demographics tab

By clicking on the right printer symbol, one of the installed printers can
be selected. In addition, the following selection can be made:

Selecting the print area;
Selecting the number of copies.

In order to save a report as a file on the hard disk, one has to proceed
as follows:

> Click the [[RA] button.
The Export dialog box is opened.
> Select the export format in the pull-down menu;
The following export formats are possible:
*.pdf (Adobe Acrobat),
*.rft (Microsoft Word),
* xls (Microsoft Excel),
> Select the Page Range;
> Click the Export button;
> A "Save as" dialog window is opened;
> Select the export location;
> Click the Save button.

> The report is exported according to the selection;

> Click the Close Report button.

The print preview is closed.

The following data can be included in the Demographics report:
Demographics,
Addresses,
Professional Status,
Private Environment,
Mobility,
Visual Ability,
Fine Hand Manipulation,
Helper,
Training

The first page of the report contains the Patient General Information
and Demographics Addresses sections. The Patient General Infor-
mation data is always present in the report and cannot be removed.
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3.13.1.2 Diagnosis & Therapy tab

3.13.1.3 Tunnel & Peritonitis tab

3.13.1.4 Assessment Methods tab

3.13.1.5 Hospitalization tab

3.13.1.6 Hospital's Staff tab

The following data can be included in the Diagnosis & Therapy report:
ESRD & Comorbidity,
Renal Replacement History,
Catheter,
Allergies,

Regular Medication

The following data can be included in the Tunnel & Peritonitis report:
Exit Site / Tunnel Infection,
Peritonitis,
Exit Site Classification

This report contains all data from the Patient Status/Tunnel & Perito-
nitis menu.

The following data can be included in the Assessment Methods report:
Weight,
Height,
Blood pressure,
Volume balance,
Amputation,
Nasal Carriage Status,
Additional Lab Data,
Comment

This report contains all data from the Patient Status/Assessment Met-
hods menu.

The Hospitalization tab contains a single check box allowing report ge-
neration for all hospitalizations of the current patient (see Patient Sta-
tus/Hospitalization). This check box cannot be deselected.

The Hospital's Staff tab contains a single check box allowing report ge-
neration for all hospitalizations of the current patient (see Patient Sta-
tus/Hospital's Staff). This check box cannot be deselected.
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3.13.1.7 Input Forms tab

(LI

v
>

3.13.1.8 Home Visits

3.13.2 Statistics

3.13.2.1 General notes

The following data can be included in the Input Forms report:
PFT,
24 hour Batch Collection,
PET,
PET + 24 hour Batch Collection,
No RRT

For each selected QA test, the generated report contains the necessary
data fields, but with no data at all.

Tip
For all the available types of QA tests, the Input Forms have the same
graphical layout and data fields as on the Medical/QA/Input Data tab.

In this way, the Input Forms option is very useful as the selected report,
with all fields empty, can be used in printed format as a basis for manual
data collection. The staff members can use the printed report for writing
down the patients' personal data, their age and gender, weight and
height, as well as for inputting the data of the QA test manually. Also af-
ter having been filled in, the paper reports can be easily archived.

The Home Visits tab contains the following sections:
> A list containing all the available patients;
> Option to select the date of next visit.

In order to generate the report, first of all one should choose the patients
for which the home visits will be displayed. Then the user must specify
an interval for the date of next visit or choose an option from the already
defined intervals in the combo box.

Available options are Next day, Next week, This month, This year.

The result will be a report containing the home visit records that have
the Date of next visit between From and Till dates for the selected pa-
tients.

The Statistics menu item allows both single patient-based statistics,
such as trend analysis of various parameters, and group statistics such
as histograms, cross-correlations and infection rates.
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3.13.2.2 Current Patient tab

Trend Analysis

Upon selecting this item from the Menu Tree, the working frame will
display two tabs:

Current Patient
Patient Group

(see Fig. 3.102, Statistics for the current patient - Trend Analysis,
page 164)

The Current Patient tab allows the user to graphically analyze the evo-
lution of several key parameters such as renal function, clearances etc.
for a single patient in time - also called trend analysis or history graph.

Certain graphical representation may contain several related parame-

ters. A second option allows calculation of individual infection rates.

The Patient Group tab allows statistical analysis, such as histograms,
cross-correlations and infection rates on patient lots. There is a compre-
hensive way of defining patient lots based on several criteria.

The Current Patient tab requires a patient to be selected in the patient
frame. The tab has two sub-tabs, namely Trend Analysis and Infecti-
ons (see Statistics for the current patient - Trend Analysis,

page 164).

The Trend Analysis tab contains the following controls:

Select Parameter,

Allows the user to specify the desired parameter from a list
of 20 possible selections, mainly from the QA and
Additional Lab Data sections;

Last x years/From - Till,

Allows the user to specify the time frame, in other words -
the horizontal axis of the graph. Selecting the Last x years
radio button will activate the smart edit box nearby, with a
default value of 2 years. Selecting the From - Till radio
button will activate the two calendar controls nearby, which
allow direct setting of both ends of the time-interval. Either
selection will update the horizontal axis of the graph.

Values,
Displays the numerical value on top of each graph
element;

The graphics toolbar,
which allows for the control of the layout;

The Report button,
which creates an associated report.

For certain selections, several parameters are displayed. The Creatini-
ne Clearance selection, for example, will display the renal, the peritone-
al and the total creatinine clearance.
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Infection Rates (single
patient)

Statistics
Current Patient | Group of Patients |
Trend Analysis | Infections |
Select Parameter:
Creatirine Clearance “ Report
8 Values Olast 10 |3 years
QU ) 4] [ Line © OFrom 12/06/2007 il 12/06/2017

Creatinine Clearance

H ® Kp
4781 = Kr

[EXED] )

g
£1.901
pEEE

80

Li1.73Iweek

i

8

&

0411202007 0312/2008 031202009 031212010 03122011 0211272012 021272013 021272014 0211272015 011272016
Time

Fig. 3.102 Statistics for the current patient - Trend Analysis

Upon clicking on the Report button, a Parameter window is firstly di-
splayed, allowing the selection of the parameters that will be included in
the report. Selecting the Report button will generate the report, while
selecting Cancel will close the Parameters window.

If several parameters are selected, all the graphs in the report will have
the same settings for the horizontal time axis.

The Infections tab allows the user to obtain the infection rates for the
current patient. The following control elements are available:

> The Infection Rates Report panel with three check boxes that con-
trol the infection types included in the report and the Report button
which creates the report;

> Three sub-tabs for:
Peritonitis Rate,
Tunnel Infection Rate,
Exit Site Infection Rate.

> Last x years/From - Till allowing the user to specify the time frame
for which the infection rates are computed. By default, the From
Date is set to the PD Start Date and the Till Date to the current date
or the PD Exit Date. Selecting the Last x years radio button will ac-
tivate the smart edit box nearby, with a default value of 2 years. Se-
lecting the From - Till radio button will activate the two calendar con-
trols nearby, which allow direct setting of both ends of the time-inter-
val. By clicking on the Default button, the controls are reset to de-
fault values.

Each sub-tab displays the patient's PD time frame, incident count and

infection rates or germs distribution. In this way, the user may also see
the germs distribution for peritonitis, tunnel infection and exit site infec-
tion in a graphical representation.
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3.13.2.3 Group of Patients tab

Criteria

For the creation of statistics with a Group of Patients, a group of pati-
ents has to be defined and activated, based on a certain criteria.

The Group of Patients tab is divided into the following sub-tabs:
Criteria
Histograms
Cross-Correlations
Infections

PatientOnLine allows the user to edit, save and delete several such cri-
teria, each defining a patient group. Only one criterion can be active at
a certain moment. There is a default criterion named All which selects

all the patients in the database. This criterion can not be edited or dele-
ted. Criteria are defined on a user basis, thus allowing each physician

to develop his/her own statistics.

For example, one criterion could define male patients older than 45, ha-
ving Diabetes Mellitus as primary renal disease and hypertension as co-
morbidity, treated by CAPD with bicaVera solution. Once such a criteri-
on is defined, one can set it as the active criterion and germs distributi-
on.

When a criterion is defined, the user may specify the patient lot either
by using Subcriteria or by Explicit inclusion of the desired patients in
the lot.

The Criteria section allows the user to manage selection criteria for de-
fining patient groups.

Statistics
Current Patient Group of Patients |
Criteria | Histograms | Gross-Carrelation | Infections
Criteria List
Name From il Dashboard Commert t
' Diabetic Males no Diabetic males over 45 years old with hypertension
X Al since 2005 17172005 All patients since 2005
= Al na Selects all patients in DB,
Comman Criteria | Discrete Criteria | Range Criteria | Criteria Ovenview | Selected Patient Lot |
Diabetic Males
atient Active Status Al
Definition of Patient Lot
From
Subcriteria
Explicit Til:
Dashboard Groups
Set criteria for Dashboard
Comment
Diabetic males over 45 years old with hypertension
[ mew [  Edit |[ Delete |[ Setactve |

Fig. 3.103 Statistics for Group of Patients - Criteria

In the upper part of the screen there is the Criteria List table which
holds all the available criteria, following the order in which they were de-
fined. Criteria are stored and viewed on a user-basis. The All criterion,
which selects all the patients, is always available for all users.

In the middle part of the screen, there are five tab controls that describe
various possible components of a criterion such as Common Criteria,
Discrete Criteria, Range Criteria, Criteria Overview and Selected
Patient Lot resulting from the application of the criterion.
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The lower part of the screen contains the buttons New, Edit, Delete and
Set Active. The first three buttons are used to create, edit and delete a
certain criterion.

Although several criteria can be defined and stored, only one can be ac-
tive at a certain moment. The user can set a certain criterion as the ac-
tive one by selecting the corresponding row in the Criteria List table
and by pressing the Set Active button. The active criterion is displayed
with the [# sign near it, while the inactive ones are displayed with a 5]
sign. By default, the All criterion is the active one. A criterion has a
name and, possibly, an associated comment. It can also have a time
frame, defined by the From and Till calendar controls.

In order to create/edit a new/existing criterion, one must select the New
and/or Edit button. This will open an Edit Criteria wizard which will
guide the user through the Common Criteria, Discrete Criteria and
Range Criteria settings. Upon selecting New and/or Edit, the first page
of the wizard will open.

In this dialog box one can edit the Name of the criteria, the time frame
(Date From, Till), an optional Comment and the modality of obtaining
the patient lot. The patients included in the patient lot can be specified
either Explicitly or can be obtained as a result of the Subcriteria.

It is possible to define specific criteria to be used in the Dashboard/My
Patients menu by checking the For Dashboard check box. In this case,
the Range Criteria settings will not be available.

Except for the name, all settings are optional.

There are two status options or the Patient Active Status field:
Active patients
All

The setting can be changed under Administration/Setup/View Set-
tings/Options for active/inactive patients.

A criteria defined for the Dashboard menu will not allow the specifica-
tion of the From/Till dates and will include only active patients, regard-
less of the settings in the Administration/Setup/View Settings menu.

If under Administration/Setup/View Settings/Options for active/in-
active Patients the View inactive patient check box is checked, all pa-
tients will be displayed, regardless of their active status.

See Additional Information under Patient Status/Diagnosis & The-
rapy and Administration/View Settings for details.

The Default button will set the From and Till dates to empty values,
meaning that global or most recent medical parameters are taken into
account in order to establish the patient lot.

The Close button will cancel the editing process without saving.

When the definition of the patient lot is based on Explicit option, moving
to the Next window will display the Include Patients page.
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= Edit Criteria E@

Page 2 /2 - Include Patients

Fatient Lot

Sample, James Doe, 1/1/1920
Sample, John |, 3415/1960
Sample, John |, 9/23/1986
Testl, Georg , 3/22/1982
Test2, Giulia , 941171950
Test3, Joe |, 3/25/1959

Testd, Etienne , 3/12/1978
Tests, Michael | 7/5/1991
TestB, Penelope Garcia-Marena, 10/23/1945
Test?, Johann |, 2131963
Test8, Janos |, 12/2/1983
Testd, Alexandra , 7/15/1952

Select Al | [ Deselect Al

[ pefeu | [ <Back | [ Finish | [ Glose

Fig. 3.104 Edit Criteria Wizard - Include Patients

The Include Patients page contains a list with all the available patients.
From this list the user can choose the patients he is interested in and
thus resulting the patient lot corresponding to this criterion.

When the user selects Finish the wizard is completed and the criterion
is saved.

When the definition of the patient lot is based on Subcriteria option,
moving to the Next window will display the Discrete Criteria page (see
Edit Criteria Wizard - Discrete Criteria, page 168).

The Discrete Criteria page allows the user to define sub-criteria that
can be expressed as selections from pre-defined lists. The name "di-
screte" comes from the opposite of continuous.

The current sub-criteria include Gender, Working, Diabetic, ESRD,
Comorbidity, PD System Type, APD Solutions and CAPD Soluti-
ons. The default value for each of the selections is All, meaning that all
the patients are considered. This value can be globally set by pressing
the Default button.

For ESRD and Comorbidity the same ICD-10 tree controls are avai-
lable as in the Patient Status/Diagnosis & Therapy menu item. For
statistical purposes, one can select both ICD-10 categories and disea-
ses.
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= Edit Criteria E@
Page 2 /3 - Discrete Criteria

Gender: ‘Male v|

Working: Al -

Dizhetic [D\abetes not assessed vI

ESRD Al Al ()

Cormorhidity All All ()

PD System Type: {AH 'I

APD Solutions: Al -|

CAPD Salutions [bicavera 1.75Ca v

I Diefault I I < Back I I MNext » ] I Close

Fig. 3.105 Edit Criteria Wizard - Discrete Criteria

The Next button will get the user to the third and last page of the wizard.

On the third page one can specify various range sub-criteria. For each
parameter, one can define a range with lower and upper limit by using
the smart edit pairs.

The criteria described in the following figure will filter all patients with
age greater or equal than 45 years, weighing more than 70 kg, and with
a daily urine volume of less than 0.5 liters. These sub-criteria will be
combined with the ones described in Fig. 3.105 - diabetic male patients
treated with bicaVera 1.75Ca CAPD solution.

050 |2 KT Creat, [LA.73AWk]:

Urine Yolume [L/D]
Walid walues between 0.00 and ﬁ‘[II].‘
=T ™ B T

Fluid Removed [L/D]

= Edit Criteria E@
| Page 3 /3 - Range Criteria
From Till From Till
Age [years] 45 = = Urea M. [mgfdL]: =] =]
Weight [Kg] mon F & Creatinine [mg/dL] = =
Height [cm] ] 5 Albumin [grdL] S 5]
VEAL] % % RRF [mLmin] % %
nPCR [0/Kg/D] = & KT Urea [weekly] = =
Calc. LEM [Kg] = = KT Urea [weekly]: = =
= = = =
= = =
= = =
= ] =

[ Defou | [ <Back |[ Finisn | [ Close

Fig. 3.106 Edit Criteria Wizard - Range Criteria

The Finish button will close the wizard thus saving the edited criterion.
If the edited criterion was a newly created one, a confirmation window
will be displayed, asking if this criterion should become the active one.

The Criteria Overview tab offers a text description of the selected cri-
terion. The Selected Patient Lot tab lists the patients that matched the
currently active criterion. This tab is available only for the active criteri-
on. The patients are listed with their basic demographics data.

The Selected Patient Lot tab contains a highly customizable report
that includes all the patients in the patient lot.
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Histograms

When the Report button is pressed a pop-up menu appears, allowing
the user to choose which parameters should be displayed for each pa-
tient. The maximum number of parameters that can be selected and di-
splayed on the report at a certain moment are nine.

In this pop-up press Report button to display the report.

The Histograms tab allows the user to analyze various histograms for
the selected patient lot.

The name of the active criterion is displayed in the upper-left corner of
the page. The Select Parameter drop-down menu serves the selection
of the histogram. There are 23 types of histograms available, mainly
from the QA results area, but also from lab data.

Statistics
Current Patient Group of Patients |

Criteria Histograms | Crogs-Conrelation | Infections |
Active Criteria - Al
Selest Parameter: [Total Weekly Creatinine Clearance - Repart

¥ Count Number of Intervals Nurnber of Patients:
IMean Value & St Dev 0= M

8
ean Yalue: 6018
Standard Deviation 10.4

9

8

7

Count

[351,383) [383,416) (415,448 [445,480) [480,512) [51.2,545) [45,577) [577,608) [608,64.1) [641,67.4]

Fig. 3.107 Statistics for Group of Patients - Histograms

Certain statistical parameters like the Number of Patients in the lot,
Mean Value and Standard Deviation of the histogram are displayed in
the upper-right corner of the page.

Three check-boxes are present in the left part of the screen:

Count
displays the numerical values on top of each bar of the
histogram;

Mean Value & Std. Dev

displays three vertical dot lines corresponding to the mean
value (blue) and mean value + standard deviation (green),
together with an attached legend;

%
displays percentages instead of counts on top of each bar.

The Number of Intervals smart edit control allows you to narrow/enlar-
ge the horizontal intervals of the histogram.
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Cross-Correlation

Infection Rates (group of
patients)

If the user moves the mouse over any histogram bar, a tooltip will appe-
ar displaying the patients belonging to that interval along with the value
of the parameter of the histogram.

The Report button will create an associated report.

The Cross-Correlation tab allows the user to analyze the statistical
correlation between two medical parameters in the selected patient lot.

The name of the active criterion is displayed in the upper-left corner of
the page.

Statistics

Current Patient Group of Patients |

rams Cross-Conelation | Infections

-All

[nPCR ve. Urea Clearance

Murmber of Patients: 8
Correlation Walue: 0.796
y=1205x +0.692

nPCR vs. Urea Clearance

T
NPCR{g/KgiD)

Fig. 3.108 Statistics for Group of Patients - Cross-Correlations

The Select Parameter drop-down menu allows the user to choose the
type of correlation. There are 13 types of predefined parameter pairs,
mainly from the QA results area.

Certain statistical parameters like the Number of Patients in the lot,
Correlation Value and the Regression Line Equation are displayed
in the upper-right corner of the page.

Two check boxes are present in the left part of the screen:

— Values
displays the numerical values (x, y) on top of each point of the chart;

— Regression Line
displays the regression line in the chart.

The Report button will create an associated report.
The Infections tab displays the Peritonitis Rate, the Tunnel Infection
Rate and the Exit Site Infection Rate for the selected patient lot.

The calculation method can be selected in the Administration/Set-
up/View Settings section.

170

Fresenius Medical Care PatientOnLine IFU-EN 09A-2022



Chapter 3: Operation

Statistics
Current Patient Group of Patients ]
Criteria | Histograms | Cross-Corelation [Infections |
Active Criteria - All
18 Peritonitis @ Tunnel Infection @ Exit Site Infection Report
Peritonitis | Tunnel Infection | Exit Site Infection |
Rato Gems |
D Name StatDate  End Date Incidents  Rate (years)  Rate (months)
1 James Sample 17072013 120082017 0 0.00 -
2 John Sample 010812002 12/06/2017 0 0.00 -
3 John Sample 0510172004 12/06/2017 1 007 161
4 Georg Test! 1410672001 1210612017 0 0.00 -
5 Giulia Test2 0410811999 120612017 0 0.00
6 Joe Test3 1700172004 1200612017 0 0.00
& Rate Calculation Mathod
RS 1 : 35 year(s) and 1 month(s) (0.03 incidentsfyear)  Total number of incidents diided by total PD time in years
RG 1421 (421 months betwesn incidents) Total PD time in months dhided by total number of incidents

Fig. 3.109 Statistics for Group of Patients - Infections

There are the following control elements:

> The Infections tab with three check boxes for selecting the infection

types included in the report and the Report button which creates the
report;

> Three sub-tabs for Peritonitis Rate, Tunnel Infection Rate and
Exit Site Infection Rate.

Each of the Peritonitis, Tunnel Infection and Exit Site Infection sub-
tabs contains a patient list in which certain data is displayed.

The Rate section contains the following data:

ID
The patient ID from the PatientOnLine database;

Name
the patient's first and last name;

Start Date

the patient's PD Start Date or the From Date as specified
in Criteria;

End Date

the current date or the PD Stop Date or the Till Date as
specified in Criteria;

Incidents

the number of incidents within the interval (Start Date, End
Date);

Rate (incidents per years)
the infection rate of the single patient in incidents/year;

Rate (months between incidents)

the infection rate of the single patient in months between
incidents.

In the lower part of the screen, the Rates are calculated and the current
Calculation Method is displayed with the units of measurement and a
short description of the calculation method.
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The Germs section contains the distribution of germs for each of the
Peritonitis, Tunnel Infection and Exit Site Infection in a graphical repre-
sentation. The user can observe from the pie chart which germs are the
most frequent and in which percentage.

3.13.3 Custom Overview

The Custom Overview menu is patient-oriented and shows a series of
synthetic treatment data about the current patient.

In the upper part there is a navigation section that shows the status of
the last 7 treatment days, by means of a graphical symbol for each day.
The symbol may be:

— ablue cross, signifying missing data;

— agreen check box, signifying that all customized data is within defi-
ned limits;

— ared exclamation mark, signifying that certain customized data is
outside defined limits;

— agrey equal sign, signifying that certain customized data is outside
defined limits, but the respective data has been acknowledged by a

medical staff.
Custom Overview
Current treatment date:
22412014 - (o] Tue Wed Thu Fri Sat Sun Man (]
B l\—l 218 219 2120 2 2022 2123 2124 l—/l
Blood Pressure List Exit Site
Blood Pressure menu Exit Site menu
Date Systalic [mmHg]  Diastalic [mmHg]  Heart Rate [1/min]  Body Position  Body Temperature [°C]  Source ]
2242014 141 t &7 a Unknown 365 Manu... ‘(-‘ -~ q
2242014 120 70 70 Unknown Manu...
-{
Treatments
sleep-safe harmony
Treatment Analysis menu
Treatment Summary General Information
Performed Prescribed Treatment start: 202442014 9:24 PM
Wolume, total in [ml] &§129 &300
welume, tatal out [i] 9103 8300 Treatment end: 2525/2014 6:11 AM
‘Wolume balance [mi] -931
Treatment completed: yes
Wolume, initial outFlow [ml] 344 25
Treatment duration [hh:mm] 03:47 0530 Prescription narme: -
Statistics Weight [Kq]
Protocol file: tr_2014_02_24_21_24_20.report
Graphics
Review Reviewed by: Reviewed at:

Fig. 3.110 Custom Overview
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3.13.4 Dashboard

Note

For certain vital parameters like weight, blood pressure and volume ba-
lance, you can define patient-dependent notification limits. See respec-
tive sections (see chapter 3.11.4.1, page 68), (see chapter 3.11.4.3,
page 73) and (see chapter 3.11.4.4, page 75).

Clicking on a graphical symbol will refresh the menu with data from the
respective day.

The navigation section has two navigation arrows (left-side, right-side)
and a calendar control that you can use to quickly navigate to a certain
date.

Below the navigation section, there is a Blood Pressure List section
that shows the blood pressure measurements of the selected day,
exactly like in the Blood Pressure menu (see chapter 3.11.4.3,

page 73). Alink allows you to quickly go to that menu for viewing details.
On the right side, there is an Exit Site section that shows exit site
images from the current date, together with a link to the respective me-
nu.

The Treatments section shows certain customized data from the cur-
rent treatment protocol of the day. In case there are several of such pro-
tocols (e.g. an APD one and a CAPD one), each protocol is shown in a
separate tab. The Treatment Summary table shows a series of prescri-
bed and performed data. This data can be configured via the Setup
menu (see chapter 3.15.4.10, page 220). If the performed data exceeds
the prescribed data with a certain configurable threshold, the respective
performed data is shown in red. The General Information section
shows a few basic data for the current treatment protocol. A link to the
treatment analysis menu is also available.

The Statistics button opens the treatment statistics chart (see Fig.
3.69, Treatment Statistics window, page 130). The Graphics button
opens the graphics chart of the current treatment (see Fig. 3.74, Gra-
phics, page 133).

The Review button allows you to review the current treatment. If the sta-
tus symbol was “red”, signalizing that certain data were outside defined
limits, it will turn “grey” after being reviewed. The user name and date of
the review operation is displayed.

The Dashboard menu reflects the synthetic treatment status for all ac-
tive patients or for a configurable group of patients. It has two tabs: All
patients (showing all active patients) and My patients showing the ac-
tive patients defined according to certain criteria — (see

chapter 3.13.2.3, page 165).

Each tab displays a series of boxes, one for each patient, with the treat-
ment status of the last 7 days, using the same symbols as in the Custom
Overview menu (see chapter 3.13.3, page 172). Boxes can be display-
ed in a collapsed or expanded form. The button Expand/Collapse
overview allows you to switch between the two display modes.
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Dashboard
Patient group: My Patients
All patients My patients l
James Sample - 01/01/1920
Last treatment date: 24/02/2014
Tue Ved Thu Fri Sat
1802 19002 20002 2102 Zamnz

sleepesafe harmony

Sun Mon Tue Wed Thu Fri Sat sun Mon
23102 24102 1802 19002 20002 2102 2202 23h2 24002

In the expanded mode, up to 4 configurable treatment parameters can
be displayed. The parameters can be configured via the Setup menu
(see chapter 3.15.4.10, page 220). In the lower part of the expanded
box, a list of colored vertical bar graphs describes the blood pressure
measurements of the day. A green/red red color signifies that the mea-
surement is within/outside defined limits, while a grey color signifies that
a measurement outside the limits has been checked by a medical staff.

v Collapse overiew
Julia Sample - 23/10/1948

Last treatment date: 24/02/2014

stay+safe® balance

Volume balance [ml]

4931

Treatment duration [hh:mm]

08:47

Volume balance [ml]

-800

Treatment duration [hh:mm]

24:00

Total inflow volume [ml]

8129

Initial outflow volume [ml]

344

Total inflow volume [ml]

8000

Initial outflow volume [ml]

2200

Blood pressure:

3.14 Communication

3.14.1 Patient Card

3.14.1.1 General notes

Blood pressure:

Fig. 3.111 Dashboard

Double-clicking a certain patient cell will transfer the control to the Cus-
tom Overview menu for the respective patient.

If there are several treatment protocols for the same day, data from
each protocol will be shown in a separate tab within the respective box.

The My patients tab has a selection box in which you can specify a pa-
tient criterion. Patient selection criteria are user-based.

The Patient Card menu item is the communication support between the
PatientOnLine application and an APD cycler, allowing APD prescrip-
tions to be exported to the cycler and treatment protocols to be imported
into the application. The communication is done by means of a patient
card, which is an external memory device that can store data files. Pa-
tient cards can be read/written by personal computers and laptops.

After selection of the Patient Card menu item Fig. 3.112 the working
frame of the application will display a screen as illustrated in (see Fig.
3.113, Import Patient Card - sleep-safe, page 175).
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3.14.1.2 Import Patient Card tab

Communication

Patient Card

& Patient Card Plus

= BCM Card
# Data Exchange
= GOPR Actions

Fig. 3.112 Patient Card menu item

The Patient Card menu contains two tabs, namely:

Import Patient Card
for importing patient cards;

Create Patient Card
for creating patient cards.

The functionality of each tab is the same regardless of the APD system
of the patient or on the patient card and will be described accordingly in

the following sections.

In order to import a patient card one has to select the Import Patient
Card tab in the Patient Card screen (see Fig. 3.113).

Select the E] button in order to choose the path to the patient card or
directly type the path into the Select Patient Card folder field.

Patient Card
Import Patient Card | Create Patient Card |

Select Patient Card folder
Fi

Valid Patient Data found.

Patient information on card!

First Name John

Last Name: Sample
Birth Date: 31511980
Gender. Male
Language: English
Street Wellington
Iip Code 734567
Town London
Country Great Biitain
System slaeprsafe 42.20, English
Patient in DE: Yes (Active)

Patient Card | Treatments |
Import Patient Data

Card prescriptions

[7]Import System & Limits

Selected prescriptions:

Import Prescriptions

ripd (Fresc.00T)

nipd_pdplus (Presc 002)

cepd iPresc.003)

copd_pdplus (Presc.004)
cepd_pdplus_extra (Prese.005)

nipd (Fresc.001)

nipd_pdplus (Presc.002)

cepd [Presc.003)

copd_pdplus (Presc.004)
cepd_pdplus_extra (Presc.005)

Fig. 3.113 Import Patient Card - sleep-safe
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If a valid patient card folder is selected, the patient data from the card
will be listed in the Patient information on card panel together with the
type of the APD cycler. In addition, the patient data is searched for in
the PatientOnLine database and the result is listed as Patient in DB:
Yes/No.

The right-hand side contains two sub-tabs:
Patient Card
Treatments.

The Patient Card sub-tab handles all contents on the card, except for
the treatment protocols.

The user can select which data is to be imported by means of the follo-
wing check boxes:

Import Patient Data,

Import System & Limits,

Import Prescriptions.
The patient data is mandatory.

If the Import Prescriptions check box is checked, the prescription(s)
on the card can be selected in order to be imported. Only the selected
prescriptions transferred into the Selected prescriptions list will be im-
ported along with the patient information, PD System and limits.

One can use several navigational buttons (>>, >, <, <<) to move pre-
scriptions between the two lists.

Tip
Once a prescription is in the right list it will appear grayed out in the left
list; thus, double selection of the prescription is avoided.

The Import button saves the content of the patient card together with
the selected prescriptions in the database in two steps.

In the first step the patient data (personal data, PD system and limits)
and the selected prescriptions are directly saved if the patient on the
card is a new one.

If the patient is identified in the database, a confirmation window will be
displayed asking whether to update the patient data or not. The APD
system and its associated limits are updated along with the patient data.
The same applies to prescriptions. At the end of this first step, a sum-
mary window will be displayed.

If a selected prescription is invalid with respect to the PD system of the
imported/updated patient, this prescription is no longer imported.

If a selected prescription does not match the limits of the PD system, the
prescription will be saved nevertheless, but a warning message advises
the user to change the associated limits afterwards.

If a selected prescription is already in the database, an overwrite confir-
mation message will be issued.
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AW

In the overwrite confirmation window, one can check the Apply all
check box, thus applying the selection to all following prescriptions. In
the end a window containing the save results will appear.

As a result of the Import Patient Card operation, the imported/updated
patient will become the current one in the patient frame.

A valid patient card may also contain treatment protocols. These proto-
cols are available on the Treatments tab.

In order to import treatment protocols, one must proceed as follows:

> Select the desired treatment protocols from the Card treatments list
using the mouse.

> Use the navigational buttons (>>, >, <, <<) to move the treatments
between Card treatments and Selected treatments lists.

Tip

If several treatment protocols should be imported at the same time, one
can proceed as follows:

> Keep the Ctrl key pressed;

> Select the desired treatments using the mouse.

> If the treatment protocols are to be deleted from the patient card after
storing, the Delete imported treatment files from Patient Card
check box must be checked;

> Select the Import button to store the selected treatments in the da-
tabase (right field).

Note

In case a valid patient card folder exists and the patient on the card is
not found in the database (the left-hand panel displays No for Patient in
DB), selecting the Import button for treatments will lead to a warning
message. One must select the Patient Card tab and import the patient
first.

At the end of the import process, a window containing a summary of the
imported treatment protocols will be displayed.

If the selected path does not contain a valid patient card structure, and
there is a patient selected in the patient frame, a warning message will
be displayed in the active window.

The search for the treatments for the selected patient must be confir-
med with Ok.

Only protocols compatible with the current PD system of the patient will
be searched for.

If you select Ok and the path contains compatible treatment protocols,
awindow for the import of treatments will appear, but without the patient
data section.
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Patient Card

Import Patient Card | Create Patient Card

Select Patient Card folder
2 &
Valid Patient Data found. Patient Card Treatments |
Card treatrments: Selected treatments:
Patient information on card Tr200104,030 TI200104 07

TI200104.04b Ti200104 0Ba

First Mame: duhn TOND104 D5 L= ] Tt oo
TI200104.08b ) T2omnd12a

Lastiblamo Sample Tr00104. 072 TR200104.128
Tr200104,08a

Birth Date 31151980 . a
200104122

Gend al

e e TR200104,128 <<

Language English TRIO0104. 174
TF00104. 182

Strest Wellington TA200104. 193
T/200104 208

Zip Code 234567 T1200104.21
TI200104 224

Town London TA200104.23a
TRI0D104, 134,

Country Great Brtain TRI00104. 144

sy ey o g || TEDIDA 155

Patient in DB Yes (Active) Tr00104.180

Delste irmported traatment filss forn Patient Card mport

Fig. 3.114 Importing treatment protocols only - sleep-safe

By clicking on the Import button, the selected treatment protocols will
be attached to the current patient.

Although the normal procedure is to operate with full valid cards, the ab-
ove functionality allows the user to import treatment protocols from a ge-
neric path/folder.

Regardless of the import procedure, the user is asked to confirm the im-
port operation if the patient’s identification number from any of the pro-
tocol files differs from the patient’s identification number in the
PatientOnLine database.

This may happen when a patient card created by another software ap-
plication or a default factory card has been used on the cycler.

@, Note
If the patient card is replaced between various steps of the the import
procedures, and another patient identity exists on the new card, a war-
ning message appears. Click Ok to confirm and the patient information
will be refreshed.

P )

PatientOnline @

I Fatient card was changed.
= Yerify patient card.

Fig. 3.115 Warning on import when changing card
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3.14.1.3 Create Patient Card tab

In order to create a new patient card, one must proceed as follows:

> Select a patient who has an APD system as part of the current PD
system;

> Select the Create Patient Card tab.

As a result, all available valid prescriptions will be displayed in the Card
treatments list.

Note

For cyclers that support multiple prescriptions, a maximum of 10 pre-
scriptions can be written to the patient card;

Patient Card
Import Patient Card Create Patient Card

sleeprsafe V2.20, English - sleeprsafe set paed

Prescriptions " Selacted prescriptions Mon Tue Wed Thu Fri Sat Sun
Prescrigtion_apd "7 [Preseription_apd @ 0 ® ® @ @ ®

short_prescription = shart_prescrigtion @ €

Select Patient Card folder:

2 B e

[7] Delete old treatment files from Patient Card

Fig. 3.116 Create Patient Card window - sleep-safe

Note

Prescriptions may become invalid with respect to the current PD system
and/or associated limits by subsequent editing operations. In such ca-
ses, the invalid prescriptions are displayed in red color in the left list and
cannot be selected for storing on the patient card.

> Select the prescriptions to be written to the patient card;

> If the cycler supports prescription calendars, it must be specified by
means of the radio buttons (right) on which days of the week the pre-
scriptions are to be performed; In addition, there is a quick way of
setting a default prescription for all days by clicking the Select as de-
fault button, available when a prescription in the Selected prescrip-
tion list is selected.

> Enter the path for the patient card folder in the Select Patient Card
folder field or click on the E] button.
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Note

If the specified folder does not exist, a confirmation window will be issu-
ed.

By clicking on the Yes button, you can specify a new directory.

> If you want to free space on the card, the Delete old treatment files
from Patient Card check box must be checked (see Create Patient
Card window - sleep-safe, page 179).

> Click on the Save button to create the patient card.

All relevant files on the card will be deleted. Treatment protocol files will
only be deleted if the above-mentioned check box was checked. A war-
ning message is displayed that must be confirmed by the user;

The patient card will be created.

All the stored information is read back from the card and displayed in a
confirmation window.

Patient Card Content @
Patient demographics o
Patient information file: PTINFO.DAT

Creation date: 9/22/2022 6:34:33 AM

Patient 1D 2

Last Name: Sample

First Name: John

Maiden Name

Birth Date: 3/15/1960

Language: English

Gender: Male

Treatment regime

Manday Presc.001

Tuesday Presc.001

Wednesday Presc.001

Thursday Presc.001

Friday Presc.001

Saturday Presc.001

Sunday Presc.001

Patignt limits

Set type: sleepesafe set

Min. outflow value g5

Max. fill value: 100

Safety volume: 120

Additional outflow: yes (no sound)

Alarm delay: 2

Edit level 2

Advanced code: 4271 -

] m b
Details V| Print Confirm Reject

Fig. 3.117 Create Patient Card confirmation window - sleep-safe

> In order to be able to confirm the card content, the user should click
on the Confirm button which is enabled only if the list is scrolled
down to the bottom;

> Click the Confirm button if the information is correct.

An information message is displayed informing the user about the ope-
ration's success.

A ready-to-print report with the content of the card that has just been
written will be displayed if the check-box Print is checked.
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3.14.2 Patient Card Plus

3.14.2.1 Import Patient Card Plus

Note

If the Reject button is selected, all the information written to the patient
card folder will be erased.

The Patient Card Plus menu item is the communication support bet-
ween the PatientOnLine application and sleepssafe harmony or Sl-
LENCIA devices, allowing prescriptions to be exported to the cycler and
treatment protocols to be imported into the application. The communi-
cation is done by means of a patient chip-card, which is an external me-
mory device that can store data. Patient cards can be read/written by
personal computers and laptops.

Communication
# Patient Card

Patient Card Plus

« BCM Card
# Data Exchange

Fig. 3.118 Patient Card Plus menu item

The Patient Card menu contains two tabs, namely:
> Import Patient Card Plus for importing patient cards;
> Create Patient Card Plus for creating patient cards.

After the selection of the Patient Card Plus menu item the working
frame of the application will display a screen as illustrated below.

The menu is similar to the Import Patient Card one, but it contains in
addition a graphical control that displays the card status (inserted in the
reader or not).

After a valid card is inserted, the card content is displayed:
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Patient Card Plus

Selected reader: [unicard card Reader -]

Device status Patient Card Plus

Card is assigned to:
Sample, John, 3/15/1960

Import Patient Card Plus | Create Patient Card Plus

Valid Patient Data found. Patient Card | Treatments
Import Patient Data ] Import System & Limits 7] Import Prescrigtions
Patient information on card Card prescriptions Selected prescriptions
\eek-gay (3afe00000101000000000100000242) Wesk-day (3afic00000101000000000100000242)

isiians i \eek-end (3affe00000101000000000100000243) Week-end (3afic00000101000000000100000243)
Last Namne: Sample -

Bith Date 3151960

Gender Male -

Language: 133

Street

Zip Cade:

Town

Country

System sleeprsaf harmeny /2.3

Patient in DB Yes (Active)

[ s |

Fig. 3.119 Patient Card Plus - Import data

You can check the data categories to import (including the list of pre-
scriptions) and then click on the Import tab.

The Import button saves the content of the patient card together with
the selected prescriptions in the database in two steps.

In the first step the patient data (personal data, system and limits) and
the selected prescriptions are directly saved if the patient on the card is
a new one.

— For SILENCIA devices only:
A dialog is shown where the user has to select the device version.

If the patient is identified in the database, a confirmation window will be
displayed asking whether to update the patient data or not. Depending
on the card content, the sleepesafe harmony or SILENCIA system and
its associated limits are updated along with the patient data.

The same applies to prescriptions. At the end of this first step, a sum-

mary window will be displayed.

If a selected prescription is invalid with respect to the PD system of the
imported/updated patient, this prescription is no longer imported. If a se-
lected prescription is already in the database, an overwrite confirmation
message will be issued.

As a result of the Import Patient Card operation, the imported/updated
patient will become the current one in the patient frame.

A valid patient card may also contain treatment protocols. These proto-
cols are available on the Treatments tab.
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3.14.2.2 Create Patient Card Plus

Patient Card Plus

Selected reader [unicard card Reader -

Device status: Patient Card Plus

Card is assigned to:
Sample, James, 17141320

Import Patient Card Plus | Create Patient Card Plus ‘

Valid Patient Data found. Patient Card Treatments |

Card treatments. Selected treatments:

Patient information on card HR201307 154
First Marme: James HRA30T. 155
Last Name Sample =
Birth Date: 1171920

Gender Male -
Language:

Street

Tip Code:

Town

Country.

System sleep-safe harmony V2.3

Patient in DB Yes (Active)

7] Delete imported treatment files from Patient Card Import

Fig. 3.120 Patient Card Plus - Import treatments

Select the desired treatments and then click on the Import button to
store the selected treatments in the database.

Note

If the treatment protocols are to be deleted from the patient card after
storing, the Delete imported treatment files from Patient Card check
box must be checked.

At the end of the import process, a window containing a summary of the
imported treatment protocols will be displayed.

Note

In case a valid patient card folder exists and the patient on the card is
not found in the database (the left-hand panel displays No for Patient in
DB), selecting the Import button for treatments will lead to a warning
message. One must select the Patient Card Plus tab and import the
patient first.

In order to create a new patient card, one must proceed as follows:

> Select a patient who has a sleepssafe harmony or a SILENCIA sys-
tem as part of the current PD system;

> Select the Create Patient Card Plus tab

As a result, all available valid prescriptions will be displayed in the Card
treatments list:
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Patient Card Plus

Selected reader [uricard card Reaer -
Device status Patient Card Plus ——
~ ,11# Lentcuid
Card is assigned to: ‘l! |
Sample, James, 1/1/1920 »

Import Patient Card Plus  Create Patient Card Plus ‘

sleepesafe harmony V2.3 - sleepssafe Set

Prescri iptions: Mon Tue Wed Thu Fri Sat Sun

basic

tanind
5
<

5 Selected prescriptions

paplus
tidal
aspd

Delete old treatment files from Patient Card Save

Fig. 3.121 Create Patient Card Plus

Note

A maximum of 9 prescriptions can be written to the
sleepesafe harmony or SILENCIA card.

> Select the prescriptions to be written to the patient card;

> Specify in which days of the week the prescriptions are to be perfor-
med by means of means of the radio buttons in the right-side calen-
dar; In addition, there is a quick way of setting a default prescription
for all days by clicking the Select for all week button, available when
a prescription in the Selected prescription list is selected;

> Both sleepssafe harmony and SILENCIA cyclers requires one of

the prescriptions to be declared as default prescription. A default
prescription is used instead of a scheduled prescription that was de-
leted on the cycler. The first prescription in the Selected prescripti-
on list is automatically set as default (the name is in bold print) but
you can explicitly set this attribute by right-clicking on a prescription
and choosing the option Set as default prescription;

— If you want to free space on the card, the Delete old treatment files

from Patient Card check box must be checked.

Note

If the patient card is re-initialized with a new patient, this checkbox is au-
tomatically checked and cannot be unchecked. This is to prevent that
treatment protocols for one patient are assigned to another patient.

— Click on the Save button to create the patient card.
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All relevant files on the card will be deleted. Treatment protocol files will
only be deleted if the above-mentioned check box was checked. A war-
ning message is displayed that must be confirmed by the user;

Note

Prescriptions may become invalid with respect to the current PD system
and/or associated limits by subsequent editing operations. In such ca-
ses, the invalid prescriptions are displayed in red color in the left list and
cannot be selected for storing on the patient card.

The patient card will be created.

All the stored information is read back from the card and displayed in a
confirmation window:

Patient Card Content @
Patient information o
Patient information file: patient_info.xml
Patient harmony 1D Jafffc00000100000000000000000001
Last Name: Sample
First Name James
Maiden Name: Doe
Birth Date: 111920
Gender Iale £
Scheduler
Scheduler file: scheduler sl
Monday aapd (3afff00000101000000000100000005)
Tuesday aapd (3afff00000101000000000100000005)
Wednesday aapd (3afffc00000101000000000100000005)
Thursday aapd (3afffc00000101000000000100000005)
Friday aapd (3afffc00000101000000000100000005)
Saturday aapd (3afffc00000101000000000100000005)
Sunday aapd (3afffc00000101000000000100000005)
Patient limits
Patient limits file patient_limits. x|
Set type sleepesafe Set
Permitted patient volume [%]: 10
Perrmitted residual volurme [%)] 35
Perrmitted dwell duration reduction [%)] 15
Perrmitted inflow valume reduction [%]: 10
Catheter performance [%] 130
Additional outflow, Yes (without sound)
Access level: Select prescriptions -
« n »
Seroll down to the bottormn of the list to enable the Confirm button
[C] Details Print Corfirm

Fig. 3.122 Patient Card Content

> In order to be able to confirm the card content, the user should click
on the Confirm button which is enabled only if the list is scrolled
down to the bottom;

> Click the Confirm button if the information is correct.

An information message is displayed informing the user about the ope-
ration's success.

A ready-to-print report with the content of the card that has just been
written will be displayed if the check-box Print is checked.

Note

If the Reject button is selected, all the information written to the patient
card will be erased.
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3.14.3 BCM Card

3.14.3.1 General notes

The BCM Card menu provides communication support between Pati-
entOnLine and the Body Composition Monitor device (BCM device).
The communication is done by means of a chip-card that stores the
identity and the BCM measurements of the patient. There are three
chip-card types currently supported by PatientOnLine: BCM card, 5008
card and Patient Card Plus. The identity of the patient can be written on
the chip-card from the BCM Card menu. BCM measurement values are
saved on the chip-card by the BCM device and can be then imported
from the BCM Card menu. In order to read/write the chip-card a com-
patible card reader must be connected to the computer or laptop. There
are several types of card readers currently supported by PatientOnLine:
OMNIKEY 3121, SCR 3311 and UniCard Reader.

After selection of the BCM Card menu item the working frame of the ap-
plication will display the BCM Card window illustrated in Fig. 3.123, pro-
vided there is no patient selected in the patient frame and no BCM card
is inserted in the card reader.

Communication
* Patient Card
# Patient Card Plus

BCM Card

» Data Exchange
* GOPR Actions

Fig. 3.123 BCM Card menu item
The selected card reader device, the status of the card reader and the

status of the BCM card is displayed in the upper part of the BCM Card
window.

In the lower part of the BCM Card menu there are three tabs, namely:
Personalize BCM Card for creating BCM cards;

Import BCM Card for importing patient identity and
measurements from the card;

Erase BCM Card for erasing BCM cards.
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3.14.3.2 BCM Card status

BCM Card

Selected reader [oMEY Cardan 31210 -

Device status: Please insert card ‘

Personalize BCM Card | Import BCM Card | Erase BCM Card

\i]) No patient is selected.

Fig. 3.124 BCM Card window

The functionality of each tab page and of the card reader selector region
will be described accordingly in the following sections.

When entering the BCM Card the first card reader in the list of all con-
nected card readers will be automatically selected and monitored. Cur-
rent card reader can be changed from the Selected reader drop—down
list.

The card reader region shows the status of the card reader device and
of the card in both text and graphical format.

This section describes the possible status. If a valid card is recognized,
the type of the card is displayed. In case the patient identity is missing
on the card, or the patient cannot be identified in the database, the BCM
card must be personalized. The status description can also indicate a
device connection error, an unknown card reader, or an unknown sta-
tus.

The card status region also displays patient information read from the

card (last name, first name and birthday) with black or red colored text.
Text color is red when BCM identity is missing or corrupted or when se-
lected PatientOnLine patient is not the same with the patient on card.

When a BCM card with identity is available the patient data is searched
for in the PatientOnLine database. If a patient with the same name,
birthday and gender is found then the patient from card is automatically
selected as the current one in the patient frame.

If more patients are found in the database then a Patient Selection
window appears, enabling the user to select just one patient from the
multiple possible patients.

Press the OK button to set the selected patient as the current patient.
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3.14.3.3 Personalize BCM Card tab

The Personalize BCM Card tab allows the user to write patient identity
(last name, first name and birthday) and BCM input data on the chip-

card.
Personalize BCM Card | Import BCM Card | Erase BCM Card |

Actians
Preserve the medical data on card and assign it to the current patient.
Erase all data on card and assign the card to the curant patient

Input data

Btk ale Fermale

Age a3 years

Weight:
Height

Ky

cm

IIIm

Average systolic pressure 129 mmHg

Average diastolic pressure: 73 mmHg

Personalize Card Reset Patient Parameters

Fig. 3.125 Personalize BCM Card tab

Possible actions when personalizing a card are:

— Preserve medical data on card and assign it to the current pati-
ent that overwrites input data only, and preserves other existing me-
dical data;

— Erase all data on card and assign the card to the current patient
that erases all card content first and then writes identity and input da-
ta.

Both actions are not always available. When current patient is not the
same with patient on card or the card is corrupted or unknown, preser-
ving medical data on card is not allowed. The recommended action is
automatically checked. When available, the user may change the re-
commended action.

Input data:

> refers to patient gender, age, weight, height, average systolic blood
pressure and average diastolic blood pressure. Weight and height
are mandatory, average blood pressure values are optional (can be
left empty).

Average blood pressure values are computed over the last 4 weeks. If
blood pressure values are missing then the last average values written
on card are displayed. Weight and height are the last values for weight
and respectively height entered in PatientOnLine (via Assement Met-
hods or Quality Assurance or BCM Card menus).

The user may edit input data. If Reset Patient Parameters button is
pressed then the original input values from the database are displayed.

Personalize Card button writes identity and input data on card depen-
ding on the selected action.

If option Erase all data on card and assign the card to the current
patient was checked, all card content will be erased. A warning mes-
sage is displayed that must be confirmed by the user.
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3.14.3.4 Import BCM Card tab

The BCM device is able to display only a limited set of characters. In
case the patient name contains unsupported characters, a warning
message will be issued.

You are required to specify/confirm a displayed name that will be written
on the card. If a name was displayed for the patient before, that name
will be automatically proposed for confirmation.

Note

The chip-card must not be removed from the card reader during re-
ad/write operations. Removing the chip-card during read/write operati-
ons may damage card data, making the card invalid.

From the Import BCM Card tab the user can import the patient identity
and the BCM measurements from a BCM card.

The patient data from the card will be listed in the Patient information
on card panel. In addition, the patient data is searched for in the Pati-
entOnLine database and the result is listed as Patient in DB: Yes/No.

If patient on card does not exists in PatientOnLine database in respect
to last name, first name, birthday and gender, then the user can import
patient data by pressing the Import Patient button. The imported pati-
ent will become the current one in the patient frame. Because some
BCM cards may be missing gender information, a gender selector is
available.

BCM measurements cannot be imported until patient identity is impor-
ted.

BCM Card

Salactad reader: [oMhKEY cardman 3221 0 -

Device status 5008 BCM card
Card is assigned to: H
Miller, Gerald, 3/15/1950 =

Personalize BCM Card Import BCM Card | Erase BCM Card

‘alid Patient Data found

Patient information on card
BCM measurements Selected measurements:

First Mame Gerald 411572014 5:47:31 PM (valid)

Last Mamme: Miller 41572014 B:48:04 PM (valid) e
Birth Date 34151950 /152014 B:48:49 PM (valid) -

Gender: llale <

Fatient in DB: Mo

Gender: Male

Impaort Patient

Save to Database

Fig. 3.126 Import BCM Patient

If patient on card already exists in PatientOnLine database then the pa-
tient import region (Gender drop-down box and Import Patient button)
is not visible.
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3.14.3.5 Erase BCM Card tab

BCM Card

Selected reader [oMmIKEY Cardvian 321 0 -]

Desice status: 50068 BCM card
Card is assigned to: B
Sample, Julia, 10/23/1948 B

Personalize BCM Card Import BCHM Card | Erase BCM Card |

Walid Patient Data faund

Patient information on card
BCM measurements: Selected measurements

First Name dulia /72000 1:28:48 PM valid) 3/7/2010 1.28:48 PM (valie)
Last Narme: Sample 3712010 1:45:05 PM fuslid) A7A0I0 14605 PM )
Birth Date: 104231348 AFL20101:53:35 PM fvalid) - | 472010 15335 PM (valid)

Gender: Female

Patient in DB: Yes (Active) -
<=

Save to Database

Fig. 3.127 Import BCM Measurements

The BCM measurements on card can be selected in order to be impor-
ted. Only the selected measurements transferred into the Selected
measurements list will be imported. Corrupted measurements are mar-
ked as invalid and cannot be selected for import.

Tip
Once a BCM measurement is in the right list it will appear grayed out in
the left list; thus, double selection of the BCM measurement is avoided.

One can use several buttons to move measurements between the two
lists.

The Save to database button imports selected BCM measurements in
the database.

Note

The chip-card must not be removed from the card reader during re-
ad/write operations. Removing the chip-card during read/write operati-
ons may damage card data, making the card invalid.

The Erase BCM Card tab allows the user to erase data from a BCM
card.

Erasing the BCM card is done by pressing the Erase Card button. All
medical data on card will be lost, including patient identity.
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3.14.4 Data Exchange

3.14.4.1 External Database

The Data Exchange menu is the communication support between
PatientOnLine and other software applications, allowing data to be im-
ported and/or exported.

After selection of the Data Exchange menu item the working frame of
the application will display the Data Exchange window illustrated (see
Import from Other Applications, page 193).

Communication
= Patient Card

= Patient Card Plus
* BCM Card

Data Exchange

= GOPR Actions

Fig. 3.128 Data Exchange menu item

The Data Exchange window is organized on several tabs:

— External Database - This tab is visible only when PatientOnLine
client-server is connected to an External Database Management
System (EDBMS).

— Import from Other Applications
— Export to Other Applications

This tab is visible only when PatientOnLine client-server is connected
to an External Database Management System (EDBMS). It contains a
journal of all the import/export import/export operations from/to EDBMS
and the same commands (available as clickable links) that are available
in the Patient Frame:

— Import all patients
— Export all patients
— Import current patient

— Export current patient
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Data Exchange

External Database | Connected Home | Import from Other Applications | Export to Other Applications

: D) Import all patients Import current patient

Export all patients Export current patient

Data Transfer Log Date: [190472017 @~ |
{Current Patient ; Basic Data
Data | Request Time [ Answer Time Version Remark
3 8.3.1 Personal Patient Data © 191042017 113759 PN @ 19/04/12017 11:38:00 PM 11
8.3.2 Patient Weight @ 1910412017 113769 PM @ 19/04/2017 11:38:00 PM 11
8.3.3 Patient Height @ 19/0412017 11375 PM @ 19/04/2017 11:38:00 PM 11
8.34 Patient Blood Pressure @ 19/04/2017 113759 PM @ 19/04/2017 11:38:00 PM 11
8.3.5 Diagnosis © 1910412017 13759 PN @ 19/04/12017 11:38:00 PM 11
8.3.6 Patient Allergies 190412017 13750 PN @ 19/0412017 11:38:01 PM 14
8.3.7 Amputation @ 1910412017 113769 PM ) 19/04/12017 11:38:01 PM 11

Fig. 3.129 Data Exchange with External Database - Current Patient

The Data Transfer log has two tabs: Current Patient and Basic Data.
The Data is filtered by date from the Date calendar control.

The Current Patient tab displays the import/export operations for the
current patient, organized on data categories. Import operations are
numbered as 8.3.* and export ones as 8.4.*. The time when the request
to EDBMS was made and the time when the answer from EDBMS was
received are displayed.

Note

The import/export operations categories depend on the EDBMS and
server configurations.

The Basic Data tab displays a record of the patient-independent data
import, such as EDBMS identification, patient list, and QA settings.
Basic data categories are numbered as 8.2.*.

The 4 link buttons performs the import/export operations for the current
patient or for all the patients. By default a full import/export operation
takes place whenever the server is restarted. Usually the server is sche-
duled to re-start automatically every night so PatientOnLine data is au-
tomatically synchronized every day with the EDBMS. However, the

4 link buttons allows you to perform import/export operations at any mo-
ment.

Depending on server-side and EDBMS configurations, certain options
may be unavailable. For example, if the server is configured so that all
medical data is editable in PatientOnLine, the link buttons will be as fol-
lows:

Regardless the server configuration, patient enroliment and patient data
editing can be performed only at EDBMS level.

Upon clicking on a link button, a confirmation message appears infor-
ming about the start of the operation:

After a short time, the Data Transfer log tabs will be refreshed with the
new import/export operations that were triggered by the link buttons.
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3.14.4.2 Import from Other Applications tab

AW

The Import from Other Applications tab allows the user to directly im-
port data from other Fresenius application databases, including from ot-
her PatientOnLine application. Depending on the selected product ran-
ge, the following applications will be available in separate tabs:

Data Exchange
Import from Other Applications | Export to Other Applications
PatiertOnLine | slasprsafe Offics |
Import Categories
Persanal Data
7| Demographics
VI Medical Data
v Prescriptions
7| Treatrnents.

el

Fig. 3.130 Import from Other Applications

PatientOnLine

This option allows the user to import data from another PatientOnLine
application. This feature is very useful for handling data between two
PatientOnLine instances. The import operation is file oriented based
on a proprietary file format and the file is encrypted. The name of such
files contains the suffix POL and a time stamp, for quick identification.

To import data from another PatientOnLine application, one must pro-
ceed as follows:

> Select the Import from Other Applications tab from Communica-
tion/Data Exchange;

> Select the desired import category from the Import Categories list;
The following categories are available:

— Demographics,

— Medical Data,

— Prescriptions,

— Treatments,

- QA

Tip
By default, when the Import from Other Applications/PatientOnLine

tab is selected for the first time, all import categories are selected. Pati-
ents' basic personal data is always selected.

> Click the Import button;

An Open dialog window similar to the ones in Windows is opened all-
owing for the navigation to the storage location and selection of the data
files to be imported.
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Tip
By default, the Open dialog window is positioned in the Data Exchange
folder.

> Click the Open button

If a patient is found in the PatientOnLine database, a confirmation
window will be displayed, asking the user whether the patient's data
should be overwritten.

Note

Overwriting the data for one patient by importing a data file may change
the data associated to that patient.

Tip
Checking the Apply all check box will apply the selection to all subse-
quent patients when clicking on the Yes and/or No button.

By clicking on the Cancel button, the entire import operation including
all prior selections will be canceled.

During the import operation, a progress bar is displayed, illustrating the
status of the operation.

After the import, an Import Results pop-up window is displayed, sum-
marizing the personal patient data and the number of items imported for
each category of data. The text within the window can be saved in a text
file by means of the Export as Text button. If no patients have been im-
ported, the No Patient Imported message will be shown.

If a patient from the external file is found in the PatientOnLine databa-
se, a confirmation window will be displayed, asking the user whether the
patient's data should be overwritten. Checking the Apply all check box
will apply the selection to all subsequent patients when clicking on the
Yes and/or No button.

By clicking on the Cancel button, the entire import operation including
all prior selections will be canceled.

During the import operation, a progress bar is displayed, illustrating the
status of the operation. Instead of the Import button, a Cancel button is
available by means of which one can interrupt the import operation at
any time.

After the import operation is completed, a summary window is display-
ed, describing the status of each imported patient. For a quick identifi-
cation the patients's name and birth date are also listed. The text within
the window can be saved in a text file by means of the Export as Text
button.
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3.14.4.3 Export to Other Applications tab

The Export to Other Applications option is a very useful feature of
PatientOnLine that increases the application’s flexibility and streng-
thens its open character. This option is file oriented, allowing the user to
export data from PatientOnLine:

— to another PatientOnLine application, using a proprietary file for-
mat. This file is by default stored in a predefined folder - Data Ex-
change. This file is located under:

%SystemDrive%:\Users\<User>\My Documents\PatientOnLine\
Data Exchange

whereas <User> is the name of the current Windows user and
%SystemDrive% is the drive where the operating system is instal-
led (usually C:);

and/or

— to another software application, using XML format. The resulting
XML data file is self-descriptive. The generated data file is by default
stored in the same Data Exchange folder as mentioned above.

In both cases, the generated data files can be stored at any place that
the user specifies.

Moreover, these generated data files have standard names, like
POL_20190620_120642 or POL_20190620_120642.xml. The file
name contains a time stamp for quick identification.

Selecting Communication/Data Exchange/Export will display the
window illustrated in Fig. 3.131.

Data Exchange

Impart from Other Applications |Expori to Other Appiicaiions §
Patient Lot Export Gategoties
I AEADC174 BE2D214D F1CC223D - BA6/989 el DR
¥l Sample Doe James - 1/1/1920
I Sample John - 31511960 ] Demographics
%I Sample John - 4111970 9] Medical Data
@ Sample John - /2311956 TPresciti
% Sample Julia - 10/23/1948 rescriptions
) SampletlA John - 4/16/1951 9] Treatments
@I SampleNa John - 10:24/1987 -
¥ Test3 Joe - 3/25/1959
VI Testd Bill - 52412000 E—
I Test? Johann - 2/13/1963 xport fo
® PatientOnLine (Encrypted format)
Other applications (ML format)
Select All Deselect Al
Anonymize
Export

Fig. 3.131 Export tab window

To export data from the PatientOnLine application, one must proceed
as follows:
— Select the Export tab;

— Select the patient by checking the corresponding check box.

Tip
By clicking on the Select All or Deselect All buttons, all patients can be
selected and/or deselected quickly.
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Tip
By default, when selecting the Export option for the first time, all patients
in the lot are selected.

Tip
The Patient Lot list is displaying the name and birth date of each patient
in the application’s database, for an easy identification.

— Select the export categories:
Demographics,
Medical Data,
Prescriptions,
Treatments,
QA.

Tip
By default, when selecting the Export option for the first time, all export

categories are selected. Patients’ basic personal data is always expor-
ted.

Tip
Treatments are exported in a binary format to another PatientOnLine
application.

— Select an export format in the Export To field.
PatientOnLine (Encrypted format)
or
Other applications (XML format)
— Click the Export button.

The export operation is launched, the progress of the operation is di-
splayed.

If the export operation has been successful, a confirmation message is
issued indicating the location (full path) of the generated data file.

Note

If the export operation has failed, a warning message is issued, indica-
ting the cause of the failure.

Note

If the Patient Lot is empty, no export is performed, consequently no data
file is generated, and a warning message is issued.
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3.14.4.4 Connected Home

Note

Besides the patient data, a hospital list and a staff list will be added at
the end of the XML file, containing all hospitals and staff that were as-
sociated to the selected Patient Lot by means of hospitalization episo-
des.

Note

All medical lists are also exported, with text description in the current
PatientOnLine language.

Note

It is possible to export anonymous data from PatientOnLine with re-

spect to patient names (only initials are exported) and birth date (only
the year is exported). Patient addresses, contact information and PIN
are not exported either.

To do this, simply check Anonymize check box in the Export to Other
Applications window.

This tab is visible only when the PatientOnLine client-server is connec-
ted to a remote PD treatment cloud (generically named Connected
Home). The tab contains a journal of all the import/export operations
from/to Connected Home and the command (available as a clickable
link) for importing patient data.

Note

Only users that have the Connected Home user right are able to ac-
cess the Connected Home tab.

The Connected Home concept is dedicated to home dialysis patients
that are under CAPD or APD therapies. In PatientOnLine there are clear
data entities like:

— CAPD treatment protocols (see chapter 3.12.3.2, page 125)

— APD treatment protocols for sleepesafe harmony treatment proto-
cols (see chapter 3.12.2.3, page 106)

— Blood pressure measurements (see chapter 3.11.4.3, page 73)
— Exit site images (see chapter 3.11.3.3, page 64)

For APD patients, a special device located at the patient's home can
read the patient card, pack and encrypt treatment protocols from the pa-
tient card and send the data to the the Connected Home cloud.
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The data is encrypted by the gateway and can only be decrypted by the
PatientOnLine at the clinic. The encryption algorithm is based on the
so-called asymmetric (public key) cryptography. The PatientOnLine in
the clinic generates a pair of encryption keys (one public and one priva-
te). The public key is sent to the Connected Home cloud which in turn
sends it to the gateway located at the patient's home. The public key all-
ows only the encryption of data, while decryption is possible only by
using the private key, which is located within PatientOnLine in the cli-
nic.

Each clinic has distinct encryption keys. This means that nobody out-
side the clinic where PatientOnLine is installed can decrypt the trans-
ferred files. From this perspective, the Connected Home cloud is a
simple repository of files, and no entity at the cloud level can decrypt the
files.

A patient must be enrolled to Connected Home before any communi-
cation can take place. An enrolled patient can be dropped-out from Con-
nected Home at any time. For details about patient enroliment and drop-
out operations (see chapter 3.15.4.10, page 220). The clinic must also
be enrolled to Connected Home.

PatientOnLine queries the Connected Home cloud periodically, re-
questing a list of available encrypted files. If the cloud delivers such a
list, a sequence of reading (downloading) operations follows. Once afile
is successfully read from the cloud, the respective file will not be dow-
nloaded again, unless this is explicitly required. Only enrolled patients
are considered in the communication between PatientOnLine and
Connected Home.

The Connected Home menu has two tabs: Current Patient and Basic
Data. The data is filtered by date from the Date calendar control. By de-
fault, the calendar is set to the current date.

The link Import all patients triggers a full import operation of all files
available for all enrolled patients.

The Current Patient tab displays the communication operations for the
current patient, organized by data categories. Operations are numbered
as 8.2.* and can be patient enrollment, patient drop-out, read file, and
delete file. The time when the request to Connected Home was made
and the time when the answer from Connected Home was received are
displayed. The Remark column may contain error or warning messages
in case the respective operation was not successful.
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Data Exchange

External Database Connected Home . Import from Other Applications | Export to Other Applicalions.

S

Data Transfer Log Date:

Import all patients

3/23/EH B~

Data | Request Time | Answer Time Version Remark
8.2.3.1 Find patient details M 3/23/2020 8:36:17 PM M 3/23/2020 8:36:18 PM 2.0 ERR012 clinicalld 99D01D95AE062044
8.2.1.10 Enroll patient M 3/23/2020 8:36:18 PM M 3/23/2020 8:36:23 PM 2.0
8.2.5.6 Download file M 3/23/2020 8:46:20 PM M 3/23/2020 8:46:20 PM 2.0
8.2 5.6 Download file M 3/23/2020 8:48:20 PM ) 3/23/2020 8:48:20 PM 20
8.2.5.6 Download file M 3/23/2020 8:55:06 PM M 3/23/2020 8:55:07 PM 2.0

Fig. 3.132 Data Exchange -Connected Home - Current Patient

The Basic Data tab displays a record of the patient-independent data
import, such as Connected Home identification, export of public en-
cryption key and request for the list of files. The Remark column may
contain error or warning messages in case the respective operation was
not successful.

Data Exchange

External Database Connected Home . Import from Other Applications | Export to Other Applications

Data Transfer Log Date:

Current Patient | Basic Data

Import all patients

3/23/20 B~

Data | Request Time | Answer Time Version Remark
8.2.1.2 Read status of clinic M 3/23/2020 7:55:00 AM ™ 3/23/2020 7:55:01 AM 2.0 ERR012 externalld 65532-06AP-00GL
8.2.1.1 Activate clinic @ 3/23/2020 7:55:01 AM 4, Missing answer 2.0
8.2.1.2 Read status of clinic ™ 3/23/2020 7:56:57 AM ™ 3/23/2020 7:56:58 AM 2.0 ERR012 ORG0000000086 is not founc
8.2.1.1 Activate clinic @ 3/23/2020 7:56:58 AM 4, Missing answer 20
8.2.1.2 Read status of clinic M 3/23/2020 5:31:40 PM ™ 3/23/2020 5:31:41 PM 2.0 ERR(012 ORG0000000086 is not founc
8.2.1.1 Activate clinic M 3/23/2020 5:31:41 PM ™ 3/23/2020 5:31:51 PM 2.0
8.2.2.1 Upload public key ™ 3/23/2020 5:31:52 PM ™ 3/23/2020 5:31:52 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 5:38:00 PM ™ 3/23/2020 5:38:00 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 5:48:00 PM ™ 3/23/2020 5:48:00 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 5:68:00 PM M 3/23/2020 5:58:00 PM 2.0
8.2.5.4 Download list of files ™ 3/23/2020 6:08:00 PM ™ 3/23/2020 6:08:01 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 6:18:00 PM ™ 3/23/2020 6:18:01 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 6:28:00 PM ™ 3/23/2020 6:28:01 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 6:38:00 PM ™ 3/23/2020 6:38:01 PM 2.0
8.2.5.4 Download list of files @ 3/23/2020 8:39:42 PM @ 3/23/2020 8:39:42 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 8:46:20 PM ™ 3/23/2020 8:46:20 PM 2.0
8.2.5.4 Download list of files ™ 3/23/2020 8:48:20 PM ™ 3/23/2020 8:48:20 PM 2.0
8.2.5.4 Download list of files ™ 3/23/2020 8:49:42 PM ™ 3/23/2020 8:49:42 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 8:50:52 PM ™ 3/23/2020 8:50:53 PM 2.0
5.2.5.4 Download list of files @ 3/23/2020 8:55:06 PM @ 3/23/2020 8:55:06 PM 2.0
8.2.5.4 Download list of files M 3/23/2020 9:11:11 PM M 3/23/2020 9:11:12 PM 2.0

Fig. 3.133 Data Exchange - Connected Home - Basic Data
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3.14.5 GDPR Actions

This menu item opens a dialogue in which you can apply GDPR actions
like anonymize, delete or export data for the currently selected patient.
If needed, you can check the check box "View inactive patients" (see
chapter 3.15.4.3, page 212), so that GDPR actions are applied to inac-
tive patients.

GDPR Actions

Patient record range Patient recard selaction
Date of irst racord /1411994
Date of last record 912712022
%6 il 57700 O

From: A/14/1994 [Th
Number of records:

Export path: CAGDPR_Patient_Data &)

‘ Delete ‘ ‘ Anenymize ‘ ‘ Export to XML ‘ ‘ Expart to PDF ‘

Fig. 3.134 GDPR Actions

Once a patient is selected, the information about existing patient re-
cords is shown in the Patient record range area.

The From and Till calendar controls in the Patient record selection
area allow to specify the desired period within the Patient record range
interval. Only data falling into the specified period will be processed. To
set the full maximum period, simply clear the from/till dates.

The action buttons Anonymize, Delete, Export to XML and Export to
PDF perform the GDPR-specific actions: anonymize personal patient
data, delete all patient data, export to a machine-readable format (XML)
and export to a printable format (PDF).

For Export to XML and Export to PDF you must also specify an Ex-
port path on the local workstation where the exported files should be
saved. For XML export, a unique XML file will be created, having the
name POL_<patient ID>_<from>_<till>.xml. For PDF export, several
PDF files will be created for various data entities, having the generic
name POL_<patient ID>_<category>_ <name>_<from>_<till>.pdf, whe-
re <category> is the data category and <name> is an optional name of
the respective data record.

During the export operation, a horizontal progress bar is displayed and
the action buttons are disabled.

A summary report in text format will be saved in the same folder.

@ Note
If a large amount of data records is selected using the filter, the export
operation may take a long time. You can interrupt the export operation
at any time by clicking the Cancel button.

200 Fresenius Medical Care PatientOnLine IFU-EN 09A-2022



Chapter 3: Operation

3.15 Administration

3.15.1 User Administration Module

The Users menu item offers an overview on users, groups and rights.
It also allows logging off from the application. In case of PatientOnLine
Stand-Alone, the user may change its password using this menu opti-
on. After selecting the Administration/Users menu item, the User Ad-
ministration Module window is displayed.

(see Fig. 3.135, Fig. 3.136 and Fig. 3.137)

&

Administration
# Ho=pitals
= Staff
* Setup

Fig. 3.135 The Administration/Users menu item

User Administration Module

Log Off ‘You are currently logged in as: admin
Hew User Name Group
o L
dema Full Medical
Delete test Physicians

Description

User name: dema, belonging to group Full Medical
Mot assigned to any staff member.
User dema has the following rights:
“Wiew patient and medical data
Update patient and medical data
Create and update PD prescriptions.
Delete patient and medical data
Update patient PIN
Edit/delete data created by other users
Deletefanonymizefexport personal patient data

Fig. 3.136 The Users Administration Module window in case of Stand-
Alone installation
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User Administration Module
Log Off You are currently logged in as: Test1

Description

User Test1 has the following rights:
Create, update and delete users and groups. Change connection settings.
View patient and medical data.
Update patient and medical data.
Create and update PD prescriptions.
Delete patient and medical data.
Update patient PIN
FMC Expert Right
Connected Home
Edit/delete data created by other users
Delete/anonymize/export personal patient data
Change Password

Fig. 3.137 The Users Administration Module window in case of Client-
Server installation

A group is a category of users, having certain rights and a name for
identification. Each user must be assigned to a group and consequently
will benefit from the group rights. The PatientOnLine application provi-
des several default rights, having the following meaning:

Admin
the right to create, update and delete users and groups, as
well as to change the connection string to the database;

View

the right to view patient data and medical data;
Edit

the right to update patient data and medical data;
Make Prescriptions

the right to create and update APD and CAPD
prescriptions as well as the right to create patient cards;

Delete
the right to delete patient data and medical data

Update Patient PIN
the right to update personal patient identification number;

Edit/delete data created by other users
the right to change or delete data that was created or
updated by other users;

Delete/anonymize/export personal patient data

the right to perform GDPR-related actions like deleting or
anonymizing personal patient data, or exporting of patient
data to machine-readable/printable format.
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3.15.2 Hospitals

3.15.2.1 Hospitals management

Based on these rights, the PatientOnLine application provides also se-
veral default groups, namely:

Admin
only having the Admin right;

Viewers
only having the View right;

Nurses
having the View + Edit right;

Physicians
having the View + Edit + Make Prescriptions right;

Full Medical

having the View + Edit + Make Prescriptions + Delete +
Edit/delete data created by other users +
Delete/anonymize/export personal patient data right.

Tip
After installing PatientOnLine an Admin user is provided by the
PatientOnLine application.

After selection of a certain user in the User menu item, a description of
the rights assigned to that user is displayed in the Description field (see
The Users Administration Module window in case of Stand-Alone
installation, page 201), (see The Users Administration Module
window in case of Client-Server installation, page 202).

The Log Off button allows the user to log off from the application. A con-
firmation window is displayed and the user is asked to log in again, fol-
lowing the procedure described in the section Opening and closing the
PatientOnLine application.

In case of a PatientOnLine Stand-Alone installation, depending on the
password rights set for each user, it is possible for the user to change
its own password by pressing the Edit button and typing the old and
new password, as well as the password confirmation.

The Hospitals menu item allows for the management of the Hospitals
and the Departments, Wards and the Staff, providing means for crea-
ting, editing and deleting such records. It is to be mentioned that these
records are interconnected meaning that deleting a Hospital record
will also delete all the records of the departments and wards of that hos-
pital, and all the staff records assigned to that hospital, after a confirma-
tion from the user. Such records can, however, be created and edited
independently.

After selecting the Administration/Hospitals menu item, the Hospitals
menu is opened.
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See Fig. 3.138 and Fig. 3.139

(...-"

Administration
» Users

= Staff
= Setup

Fig. 3.138 The Administration/Hospitals menu item

Creating/editing a hospital In order to create a Hospital record, one has to proceed as follows:
record > Click the New and/or Edit button.

The records existing in the table are greyed out. The input form will be
available with empty input fields.

Hospitals
Name Town Phone Comment New
City Hospital Bad Homburg +49 (6172) 1234 Main dialysis unit in Bad Ho._.. Edit
University Clinic Frankfurt am Main +49 (6301) 609.9988 Major research clinic.
City Hospital Walnut Creek +1(925) 943-5000 Main dialisys unit.
Renal Clinic Walnut Creek +1(925) 943-9999
Hospital Clinico de M._..  Madrid +34-91-5437621 Cancel
Mame: Departments:
Street: Ma:
Town: Postal Code:
District: Country:
Comment: Phane:
Fax:
Mobile:

Email:

Manage Departments >

Fig. 3.139 The Hospitals window
— Type in the data in the corresponding text fields. (Name, Street,
Town, Number, etc.)

The only mandatory data to fill in is the Hospital Name. In case this pi-
ece of data is not provided, a warning message is issued.

> Click the Save button.

The record is saved, the successful saving operation is displayed in a
pop-up window.

If the saving operation fails, this is also displayed in a pop-up window.

Deleting a Hospital record To delete a Hospital record, one must proceed as follows:

> Mark the record to be deleted in the list;
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3.15.2.2 Departments management

Creating/editing/deleting a
department record

@D

> Click the Delete button;
A safety prompt is opened.
> Confirm the delete operation with Yes;

A pop-up window appears to show that the delete operation has been
successful.

> Click the Yes button.

The delete operation is finished.

Note

Deleting a Hospital record for which there is a hospitalization record is
forbidden. In this case a warning message is issued and the delete ope-
ration is canceled.

As departments records are associated to a Hospital record, they can
only be created, edited or deleted if the corresponding Hospital record
is selected.

Department records are created/edited/deleted in the same way as
described under (see Hospitals management, page 203).

> By clicking on the < Back to Hospitals button, you can change back
to the previous menu.

> Click on the Manage Departments > button to go to the Depart-
ments menu.

Note

A Hospital record that might not have been saved will be saved after
a safety prompt. A pop-up window appears to show that the save ope-
ration has been successful.
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3.15.2.3 Wards management

Creating/editing/deleting a

ward record

Hospital - Departments

Hospital

I < Back To Hospitals ]

Hospital Name:  City Hospital

New

Save

Cancel

Name Phane Comment
Urology +49 (6172) 1234-102 Main renal surgical unit.
Dialysis +49 (6172) 1234-101 Both HD and PD.
Wards:
Name: Dialysis Hemaodialysis 1
Peritoneal Dialysis
Phone: +49 (6172) 1234-101
Fax: +49 (6172) 2345-109
Comment:

Both HD and PD

Manage Wards >

Fig. 3.140 The Hospital - Departments window

Ward records are created/edited/deleted in the same way as descri-
bed under (see Hospitals management, page 203).

> By clicking on the < Back to Hospitals button, you can change back
to the previous menu.

As Wards records are associated to a Departments record, they can
only be created, edited or deleted if a Departments record is selected.

Department - Wards

Department
Hospital Mame:

[ < Back To Departments ]

Department Name:

City Hospital
Dialysis

Name

Hemodialysis 1

Phone
+49 (6172) 1234-103

Comment
20 HD machines, 2 shift

New

s/day. Edit

: Peritoneal Dialysis

+49 (6172) 1234-104

45 CAPD patients....

Cancel

MName:
Phone:

Fax:
Comment:

45 CAPD patients
12 APD patients

Peritoneal Dialysis

+49 (6172) 1234104

Staff:
Title First Name Last Name
Prof. Dr. Christine Johansson
Dr. Gabriel Michaels

Manage Staff >

Fig. 3.141 The Department - Wards window
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3.15.2.4 Staff management

Creating/editing/deleting a
staff record

3.15.3 Staff

3.15.4 Setup

Staff records are created/edited/deleted in the same way as descri-
bed under (see Hospitals management, page 203).

> By clicking on the < Back to Hospitals button, you can change back
to the previous menu.

The Staff submenu item allows the user to create and to assign a cer-
tain staff member (record) to a certain Hospital, Department and
Ward, as well as to edit and delete the data associated to this staff
member.

Note

The staff members can be assigned to the Hospital, Department,
Ward records under Administration/Staff

Creating/Editing a staff member record is straightforward.

Staff Ward
Hospital Name:  City Hospital
Department Name:  Dialysis
| < Back To Wards Ward Name:  Peritoneal Dialysis
Title First Name Last Name Specialty Position New
Prof. Dr. Christine Johansson Mephrologist Manager Edit
Dr. Gabriel Michaels Mephrologist Head of PD Delete
Cancel
Title: Prof. Dr. Phonet: +49 6172 1234 404
First Name: Christine Phone2:
Last Name: Johansson Fax: +49 6172 1234 409
Specialty: |Mephrologist Mobile: +49 175 613 6723
Position: Manager Email: CJlohansson@cityhosp.bad-homburg.de

Comment:
Chief Scientist

Fig. 3.142 The Staff window

The Staff menu item allows for the management of Staff records, pro-
viding means for creating, editing and deleting staff records. It is to be
mentioned that one can also access this item from the Hospitals/De-
partments/Wards/Staff menu. The functionality is described in chapter
(see Hospitals, page 203).

The Setup menu item allows for the configuration of the application it-
self. Selecting this menu item from the menu tree as illustrated in Fig.
3.143 will display the Setup window, illustrated in Fig. 3.144.
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(..-r’

Administration
» Users
» Hospitals
= Staff

Fig. 3.143 The Administration/Setup menu item

General Settings
for selection of QA formulae and various options used in
QA tests;

Lab Data Settings

for setting the system of units of measurement for weight
& height values, for temperature values and for urea input
data, for setting the default conventional or S.I. system of
measurement and for setting specific units of
measurement for each lab data;

View Settings

for setting the visible columns in the Treatment Analysis
menu, as well as other visibility options;

Limits

used to define height and weight limits for children and
adults;

Transport Characteristics
for setting classification data of PET graphs, for both adults
and children;

Medical Lists
used to manage all kinds of application medical lists;

Language
for selecting the PatientOnLine run-time language;

Custom Overview Settings
used to define the content of Custom Overview and
Dashboard menus;

Connected Home
enables management of clinics and patients (enroll, drop-
out) with respected to Connected Home cloud;

Events Log
enables access to the history of users’ critical actions;

About
provides information about the PatientOnLine user
license.
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3.15.4.1 General Settings screen

1st section

2nd section

Note

Almost all of the settings available in the Administration/Setup menu
are global settings, applicable for all PatientOnLine Clients, in case of
a Client-Server installation. If a PatientOnLine Client is changing opti-
ons of General Settings, Lab Data Settings, Limits, Medical Lists,
Events Log, that change will apply to all of the PatientOnLine Clients
in the network.

Note

Only View Settings and Language are local ones, so that each Pati-
entOnLine Client may set these options independently one from anot-
her.

System Setup
General Settings | Lah Data Settings | View Settings | Limits | Transport Characteristics | Medical Lists | Language | Custom Overview Settings | Events Log | About |
Adutts | children |
Use 3h Sample in PET
QA Body Surface Farmulae
DuBais & DuBiis Use free water clearances
Gehan & George Use GFR for Creatinine clearance calculation
ittt Graphs Values
QA Bady Water Formulae
140
o ey 0A Graph K1 Weekly
Watson & YWatson 0A Graph k2 200 Weekly
Chertow
QAMin Therapy C 50.00 L1.73Week
Hume & Weyers i Therapy L
200 Weekl
SATPCR Formulas QA Min Therapy KprTav. eckly
Gotch
Bergetrom Creatinine with Glucase Correction Factars
Randerson Blood 0.00000000 Creatinine - [mg/dL], Glucose - [ma/dL]
Borah
Dialysate: | 000000000 Creatinine - [mg/dL], Glucose - [ma/dL]
S [ Gt ][ Ganee

Fig. 3.144 The Administration/Setup/General Settings menu

The General Settings tab allows several options to be specified, thus
offering a great degree of flexibility.

In the first section of the General Settings tab, you can make the follo-
wing selection/setting:

QA Body Surface Formulae,

QA Body Water Formulae,

QA nPCR Formulae.
In this section, you can also distinguish between Adults and Children.
In the second section of the General Settings tab, you can make the
following selection/setting:

Use 3h Sample in PET
Also includes a 3-hour sample in the PET test.

Use free water clearances
Considers the plasma protein concentrations (if measured) in the equi-
valent urea/creatinine/glucose dialysate concentrations.
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3rd section

4th section

@:

Changes on the General
Settings tab:

Use GFR for Creatinine clearance calculation
Calculates the renal creatinine clearance considering the glomerular fil-
tration rate (GFR).

These options ensure the compatibility of PatientOnLine with other
software packages that may use these features.

In the third section of the General Settings tab, you can make the set-
tings for the Graphs Values:

QA Graph K1

QA Graph K2

QA Min Therapy Cr

QA Min Therapy KprT/V

This section manages the QA Graphics constants section definitions in
the QA Graph and the Minimum Therapy Graph (see Quality Assuran-
ce, page 135).

In the fourth section of the General Settings tab, you can make the set-
tings related to Creatinine Correction factors, as follows:

Blood Creatinine Correction Factor
Dialysate Creatinine Correction Factor

This section manages the blood creatinine and dialysate creatinine cor-
rection factors. The correction factors can be defined according to the
glucose concentration. This correction factor adapts the dialysate and
blood creatinine concentration according to the glucose concentration
(see Quality Assurance, page 135). The value of this factor is conver-
ted according to the current QA measurement system and to the current
creatinine and glucose units of measurement. The input limits are also
converted. These correction factors may be set individually for each QA
test, as described in section 3.14.4.3 (see Export to Other Applicati-
ons tab, page 195).

Note

Most laboratories perform this correction automatically, in which case
the correction factor must be set to 0.

In order to change the General Settings tab, one has to proceed as fol-
lows:

> Click the Edit button;

The Save, Default and Cancel buttons become active;
> Complete the changes on the tab;

> Click the Save button.

A pop-up window appears to show that the save operation has been
successful.

Tip
Clicking on the Default button will bring all the settings to predefined va-
lues.
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3.15.4.2 Lab Data Settings

@:

Note

In case PatientOnLine client-server is connected to EDBMS, the QA
formulae for adults and children, as well as the Use free water clea-
rances and Use GFR for Creatinine clearance calculation settings
are provided by the EDBMS and can not be edited in PatientOnLine.

The Lab Data Settings tab allows the user to change the units of mea-
surement of the application.

The following settings can be made, upon pressing the Edit button:

Weight & Height Units
Kg & cm
Pounds & inches

Usage of Urea input data in QA and Additional Lab
Data

Use Urea Nitrogen

Use Urea

Temperature Units
Celsius
Fahrenheit

Selection of Default Conventional Units/Default S.I. Units applies to
both, the menu item (see Quality Assurance, page 135) and (see Ad-
ditional Lab Data tab, page 82) upon a mouse click on the Default
conventional or Default S.I. buttons.

Depending on local country or hospital practice, Urea or Urea Nitrogen
can be measured in blood, urine or dialysate.

In PatientOnLine, you can choose between Urea and Urea Nitrogen.
The default settings are Urea Nitrogen in Conventional system and
Urea in S.1. system. All QA and lab data will be automatically updated
accordingly. An indication about the normal range of each of the two pa-
rameters is also displayed, to help the user to decide.

Note

In case PatientOnLine client-server is connected to EDBMS, the usage
of Urea Nitrogen or Urea is provided by the EDBMS and can not be
edited in PatientOnLine.

The Lab Data Settings tab allows also the user to define two sets of
measurement units (one for the conventional system and one for the in-
ternational system) for the Additional Lab Data and for the QA (see Ad-
ditional Lab Data tab, page 82) and (see Quality Assurance,

page 135). The lab data parameters are grouped in three tabs:

Blood,
Urine,

Dialysate.
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3.15.4.3 View Settings tab

For each individual parameter, one can define a specific unit of measu-
rement by selecting a nominator unit and a denominator one from the
corresponding drop-down menus. The content of the single drop-down
menus is chosen so that all possible combinations of units that may be
encountered in hospitals and labs should be possible.

System Setup

General Setings Lab Data Setiings | View Settings| Limits | Transport Characteristics | Medical Lists | Language | Custom Overview Settings | Events Log | About |

Global Blood | Urine | Dialysate |

Mominator Denominator Nominator Denominator
Urea Nitrogen my B | PTH intact ny =] [mL -
Urea: mg ~[7]d ~| PTH biointact Py -7 [mL -
Creatinine: mg ~| s [dL v| PTHtotal P v |7 [mL -
Sodium mEy  -|/|L -| Alkaline phosphatase. 1 BN -
Potassium: mErg x|/l +| C-reactive protein my | f|L -
Glucose: mg ~|/|dL +| Hemoglabin: 9 -| 7 [dL -
Alburtin [rI—r ~| Hoate % -
Protein 0] v [T | Fenitin ng =7 [mL -]
“Venous bicarbonate. mErg x|/l ~ | Transferin saturation % -
Caleium mg | [a | caizs [ | [mL -
Phosphorus mg -l -

Edt [ Sae |[  Defaut conventional || Default 5.1 [ cancel

Fig. 3.145 Lab Data Settings tab

Changing the settings for the units of measurement for the lab data will
be instantly reflected on the (see Additional Lab Data tab, page 82)
and in the (see Quality Assurance, page 135) menu (see sections Ad-
ditional Lab Data and Quality Assurance).

On the View Settings tab, the visible columns of the treatment lists can
be changed (see Additional Information tab, page 55). There is a total
of 16 list items tied to 16 check boxes. The first 2 items are grayed out
and cannot be unchecked. From the other 14, one can check 7 items at
most.

System Setup
General Settings | Lab Data Settings View Settings \Limits\ Transport Characteristics | Medical Lists | Language | Custom Overview Settings | Events Log | About |
View Treatment Columns Options for Active/inactive patients
Treat. Date Include inactive patients when exporting data
System Type View inactive patients
Treatment Type
Protocol Name Card Readers Visibility

l?reat Name View compatible card readers only

s Treatment Analysis Compliance Parameters
Volume Balance ) .
Above Prescription” 15 |2 g
Interruptions s —_Ok
Duration Below Prescription: 1512 %
Prolongation Infection Rates - Calculation Mthod
Import Date
e Qutfow R1 - Mean value of patient rates in incidentsfyear
Total Inflow Vil R2 - Mean value of patient rates in incidents/year, expressed in months between ...

R3 - Total number of incidents within specified time-frame, divided by time-frame i
R4 - Specified time-frame in months divided by total number of incidents within ti__

RS - Total number of incidents divided by total PD time in years
R6 - Total PD time in months divided by total number of incidents

Fig. 3.146 View Settings tab

There are two Options for Active/lnactive Patients. The first one con-
trols whether inactive patients will be included in data exports, and the
second one controls the visibility of inactive patients in the patient
frame. Checking the View inactive patients check box will include in-
active patients in statistics criteria as well.
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3.15.4.4 Limits tab

@:

3.15.4.5 Transport Characteristics tab

The Card Readers Visibility option allows the user to filter only the
compatible card readers.

The Treatment Analysis Compliance Parameters defines the thres-
holds used in the Custom Overview and Dashboard menus to notify
about differences between prescribed and performed treatment para-
meters.

The Infection Rates - Calculation Method section allows the user to
specify which statistics methods will be used for group of patients’ infec-
tion rates. The default methods are (Rs, Rg).

In order to make any changes press the Edit button, make the desired
settings on the check boxes and/or radio buttons, or press the Default
button (will restore the default view settings and options values), then
press the Save button to save the configurations or the Cancel button
to abandon the whole operation.

The Limits tab is used to customize the height and weight limits for chil-
dren and adults. These values are used in the program in the Assess-
ment Methods and in other frames. By default, the Smart Edit Controls
contain the minimal and the maximal values that can be imposed.

The Adulthood age smart edit control defines the threshold for consi-
dering a patient as adult or child.

This is relevant for choosing adult/child QA formulae. Also (see Additi-
onal Information tab, page 55).

Note

In case PatientOnLine client-server is connected to EDBMS, the Adult-
hood age is provided by the EDBMS and can not be edited
in PatientOnLine.

The Transport Characteristics tab allows for the point-by-point defini-
tion of the standard PET graphics for adults (Twardowski graphics) and
for children for urea, creatinine and glucose. In order to edit the values,
for both Adults and Children, for Urea, Creatinine or Glucose, one
should press the Edit button, make the changes or revert to default va-
lues, then press the Save button to actually save the record or press the
Cancel button to abandon the operation. For urea and creatinine, the
values should increase from left to right and decrease downwards. For
glucose, the values should decrease from left to right and decrease
downwards. If these requirements are not met, an error message appe-
ars when pressing the Save button. One can always revert to the origi-
nal values by selecting the Default button, when in edit mode (after
pressing the Edit button).
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3.15.4.6 Medical Lists tab

System Setup

General Settings | Lab Data Settings | View Settings | Limits | Transport Characteristics | Medical Lists | Language | Custom Overview Settings | Events Log | About |

Aduts | Children |

D/P Urea [ DIP Creatinine /DO Glucose |

Time [min] 0 30 60 120 180 240 Creatinine
Hih 02 os oT 08T 0% 103 [
High Average 012 032 047 062 073 081
Average 007 023 035 048 057 065
lowiwrage 002 0 022 034 042 050
Low 0% o e e ex em |
L} 50 100 150 200
Time [min]

Edit Default | Cancel

Fig. 3.147 Transport Characteristics tab

The Medical Lists tab is used to manage the medical lists in

PatientOnLine. These lists are used in different other frames. The tab
looks differently according to the selected type of the medical list for

Catheters List and for CAPD Solutions List).

System Setup
General Settings | Lab Data Settings | View Settings | Limits | Transport Characteristics Medical Lists | Language | Custom Overview Settings | Events Log | About |
Catheters | [ Name Visible
Cruz Swan Neck (Coiled) 2 Cuffs 65 cm No
g:{:g:igﬁfﬂ:"‘f;‘tfm Mods Fast Flow Swan-Neck-Catheter 385/195, Two fixed cufs  Yes
) Oreopoulos-Zellermann-Catheter 916, Tio fixed cufis Yes

Catheter Implantation Devices
Paediatric Cul Tenckhoff-Catheter 288/105, One fixed cuff  Yes

Paediatric Swan-Neck Curl Tenckhoff-Catheter 283/115, T Yes

Catheter Verification Mode

Catheter Tunnel Direction
Catheter Exchange Reason
Tunnel/Peritonitis Germs

Visible

Pediatric

New Edit Delete

o

Cancel

Fig. 3.148 Medical Lists tab - Catheters

System Setup
General Settings | Lab Data Settings | View Settings | Limits | Transport Characteristics Medical Lists | Language | Custom Overview Settings | Events Log | About |
CAPD Solutions v Name CAPD System Visible
AN.D.Y®-disc CAPD/DPCA o CAPD/DPCA 2 ANDY®disc  Yes
CAPD/DPCA4 ANDY®edisc ~ Yes
CAPDIDPCA 3 ANDY@edisc ... Yes
CAPD/DPCA 17 AND.Y.@disc ... Yes
CAPD/DPCA 19 ANDY®-disc  Yes
CAPDIDRCA 17 Visible
150 125 050
3
2000 2500 3000
Visible Visible Visible
Ner Edit Delete Save Cancel

Fig. 3.149 Medical Lists tab - CAPD Solutions
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The most important controls are the drop-down menu and the table.

The drop-down menu is used to select the target list where the user
wants to add, delete or modify one item. The table presents the selected
medical list elements. These elements can be managed using the but-
tons located at the bottom of the window (New, Edit, Delete, Save and
Cancel).

Each item of the medical list has an attribute Yes and/or No in the Visi-
ble column. The status (Yes or No) of this list item is set by checking
the Visible check box.

If this attribute is set to No this means that the corresponding element
is invisible in the associated drop-down list.

Upon selecting the CAPD Solutions list, another CAPD systems drop-
down menu is displayed in the left side. Selecting a certain CAPD sys-
tem will refresh and display the corresponding available CAPD soluti-
ons (for the selected system only) in the table located in the right side
of the window. The user should select a certain CAPD solution from the
table and may only edit it in terms of Visibility. The same applies to the
APD Solutions medical list, related to the APD systems drop-down
menu and the Visibility edit option. By checking the "Global" check box,
the visibility of the solution can be set for all versions of the selected cyc-
ler. By unchecking the "Global" check box, the visibility of the solution
can be set only for the version of the selected cycler. This checkbook is
visible only for sleepesafe harmony.

For the CAPD Solutions list, there are other types of controls, namely
the Bags smart edit control, the Glucose, Calcium and Magnesium
smart edit control and the Bag Vol. 1, Bag Vol. 2, Bag Vol. 3 up to Bag
Vol. 6 smart edit controls. The Bag Vol. smart edit controls are availa-
ble depending on the number of the Bags value. Also, one may specify
the bag article number for each solution bag. Only in case of Other
CAPD system, one can set the number of bags for the CAPD solution
in the Bags control, the concentration of glucose, calcium and magne-
sium in the corresponding fields and the volume for each solution bag
in the Bag Vol. x control, whereas x is the number of the bag. The same
applies to APD Solutions list and the associated Other APD system as
explained above for CAPD Solutions and Other CAPD system related
to the fields available and editing options.

Upon pressing the New button, the user should specify the name of the
new solution for the Other CAPD system, the number of bags, the as-
sociated Glucose, Calcium and Magnesium concentrations, and the
Volume for each bag. The same applies in case of creating new Other
APD solutions items. Also, one may specify the bag article number for
each solution bag.

Note

One may add a new CAPD Solution item only for the Other CAPD sys-
tem. For all the CAPD systems except Other CAPD system, the user
may only edit the visibility of the item. The same applies to the APD So-
lutions: one may add a new APD Solution item only for the Other APD
system. For all the APD systems except Other APD system, the user
may only edit the visibility and bag article number of the item.
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3.15.4.7 Language tab
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Note

The Visible check box is checked by default, so the new item appears
visible in all frames.

Tip
When creating a new element of a medical list, the corresponding Visi-
ble attribute is set to “Yes”. To change it to “No”, one has to later edit

the element (press the Edit button, uncheck the corresponding check
box and press the Save button).

Note

One cannot delete an element of a medical list that is used by at least
one patient.

Note

The default elements of the medical lists cannot be deleted. For these
elements the user can only modify the Visible attribute by means of the
Edit button. Elements that are used by at least one patient can not be
hidden by clearing the Visible flag and cannot be edited (changed) ei-
ther.

Note

If PatientOnLine is running in any other language than English, crea-
ting and editing an element of a medical list follows the same procedu-
res as described above, except that one must also provide the English
name. The English name is necessary for keeping the consistency of
the database. If the item is used by at least one patient, the English
name cannot be changed. This restriction applies in addition to general
delete or edit restrictions described above.

Note

Changing the visibility of a PD System may also affect the visibility of
Import from Other Applications sub-tabs.

The Language tab contains information about the application's current
language, namely language name, code page, decimal separator and
short date format and a button that allows you to change the application
language.

Note

Language Code Page, Decimal Separator and Short Date Format de-
pend on the current Windows Regional Settings. The System Code
Page represents the current Windows code page.

216

Fresenius Medical Care PatientOnLine IFU-EN 09A-2022



Chapter 3: Operation

3.15.4.8 Events Log tab

PatientOnLine is a multi-language application, fully translated in more
than 30 languages. The list of available languages that appears when

you click the Language button depends on the resources that are cur-
rently installed on the client computer:

-

Zelect Language

o

=

Fig. 3.150 Select Language option

Tip
After alanguage change, all PatientOnLine windows will be translated.

This operation may take a few moments, depending on the computer
speed.

Note

If the selected language is not compatible with the current Windows
code page, a warning will appear and the language change will not take
place.

PatientOnLine IEI

\!| Selected language (German) not supported by current YWindows code page (1250).

Fig. 3.151 Select Language Information window

The Events Log tab displays the history of user actions. The following
user actions are logged:
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— Creating, updating, and deleting patient records

— Login and logout

— If a patient is selected: reading

System Setup
General Settings | Lab Data Settings | View Settings | Limits | Transport Characteristics | Medical Lists | Language | Custom Overview Settings Events Log \Abom\
Time User Patient ID Action Details
03/03/2017 05:08:47 PM demo 0 Login <7xm version="1.0" encoding="UT
03/03/2017 05:08:24 PM demo 0 Logout <7xml version="1.0" encoding="UT
View events
From: Till
0170372017 o-| o337 O~ Newest first: ]
Users Patients:
) - ) ~ Saelog | Purge Log

Fig. 3.152 The Events Log tab

The main element of this frame is the event table. Each row represents
a single action. The columns of the table are:

Time

Represents the date and the time when that action was

performed;

User

Contains the name of the user who performed the action;

Patient ID

The ID of the patient in the database

Action

Short description of the action;

Description

Action main parameters;

Details

Some detailed information about the action, if available.

(LI

Tip

v
>

\NIZ If not all rows or columns are visible the user can navigate using the ho-

rizontal and vertical scroll bars.
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3.15.4.9 Connected Home

In the View events section, the user can:

Set the time interval for displaying the events by selecting
the dates in the From and Till calendar controls;

Filter the events for a particular user, using the Users
drop-down list;

Filter the events for a specific patient, using the Patients
drop-down list.

Tip
By default, the Users drop-down menu is set to (All); this option is al-
ways available. This list includes only the names of users that perfor-

med one or more actions. By default, the Patients drop-down menu is
set to (All); this option is always available.

Set the criteria for View events ascending or descending,
based on the time stamp of the event, using the Newest
first check box;

Tip
Whenever some changes are made to these controls (From, Till,

Users and Newest first), the Refresh button must be selected in order
to update events table according to the new settings.

Save the events listin a file on the hard disk in a predefined
format (csv format) by selecting the Save Log button;

Completely erase the events list by selecting the Purge
Log button.

Note

Before the events list is deleted, the user has the possibility to save the
events list in *.csv format.

The events list will only be deleted after a safety prompt.

Note

After a Purge Log operation is performed, all listed events will be dele-
ted. It is recommended to perform a Save Log operation first.

A pop-up window appears to show that the delete operation has been
successful.

This tab is visible only when PatientOnLine is connected to a Connec-
ted Home cloud and only if the current user has the Connected Home
user right.
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The Clinic tab allows you to set the status of the clinic with respect to
Connected Home, by means of the Edit, Save and Cancel buttons.
The Status list-box allows you to specify the current status as Active or
Inactive.

Clinic address (street, city, country etc.) can also be edited.

The Patients tab allows you to enroll patients to or drop out patients
from Connected Home, by means of the Enroll patient and Drop out
patient buttons. The Patient selection drop-down list allows you to
view all patients, only enrolled patients or only dropped-out patients.
This can be helpful in case of large patient lists.

The patient list presents the patient enrollment status in the column Sta-
tus and the active status in the column Active. Only active patients can
be enrolled to Connected Home.

The Enroll patient button is enabled only if the selected patient from
the list is active and is not already enrolled. The Drop out patient but-
ton is enabled only if the selected patient from the list is enrolled.

System Setup

General Settings | Lab Data Settings View Settings | Limits | Transport Characteristics | Medical Lists | ~ Language |
Custom Overview Settings Medical Lists Translati | Resource Files | Events Log Connected Home | About |

Clinic Patients |

Patient selection:

All patients -

Patient ID  Connected Home 1D First Name Name at Birth Last Name Birth Date Gender Status Respon
1 PAT0000000165 James Doe Sample 11141920 Male Enralled System Ad
12 James Doe Sample 1/1/1991 Male

2 John Sample 3/15/1960 Male

3 PAT0000000174 John Sample 4/11/1970 Male Enrolled System Ad
4 John Sample 9/23/1986 Male

13 Julia Sample 10/23/1986 Female

6 John SamplaMA 4/16/1961 Male

7 John SamplaMA 10/24/1987 Male

8 Joe Test3 3/25/1959 Male

9 Bill Testd 9/24/2000 Male

10 Johann Test7 2/13/1963 Male

4 [ 3

Er Drop out Report

Fig. 3.163 System Setup - Connected Home

The Report button allows you to print a report with the same content as
the patient list.

3.15.4.10 Custom Overview Settings

The Custom Overview Settings tab allows you to define the content of
the Custom Overview and Dashboard menus.

Click on the Edit button to edit the settings, then click on Save or
Cancel to finalize the operation. The Default button defines certain de-
fault settings.
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System Setup

General Settings |

Custom Overview Settings

Owerview Settings

Total inflow volume
Total outflow volurme
“olume balance

Initial outflow volume
PO-Plus outflow volurme
PO-Plus pause duration
PO-Plus inflow volurme
Last inflow valurme
Murnber of Base cycles
Murnber of Tidal cycles
Treatment duration
Mumber of interruptions
YWeight

Edit Save

3.15.4.11 About tab

Lah Data Settings

Treatment Compliance Parameters

Above Prescription:

Below Prescription:

Default Cancel

View Settings

| Limits | Tra_nsport Characteristics | Medical Lists | ) Language ‘

Medical Lists Translation | Resource Files | Events Log | Connected Home | About ‘

Dashboard Settings

Display boxes Display list

- <Full name>
m 5%
= <Last treatment date>

0 %
Tug Wizl Thu Fri Sat Sun hon
418 419 420 41 4122 4123 4124

<System:>
Yolume balance [ml] Treatment duration [hh:mm)
Total inflow volume [ml] Total outflow volurme [ml]

Blood pressure:

Fig. 3.154 System Setup - Custom Overview Settings

In the Overview Settings panel, you can select the treatment parame-
ters to be displayed in the Custom Overview menu and the compliance
range (above/below prescribed percentages) that will trigger a status
notification in case a selected treatment parameter’s performed value
differs too much from the prescribed one.

Note

For certain vital parameters like weight, blood pressure and volume ba-
lance, you can define patient-dependent notification limits. See sections
(see chapter 3.11.4.1, page 68), (see chapter 3.11.4.3, page 73) and
(see chapter 3.11.4.5, page 77).

In the Dashboard Settings panel you can select 4 treatment parame-
ters to be displayed in the Dashboard menu. The parameters are di-
splayed as a list or as tiled boxes, depending on the Display bo-
xes/Display list radio-button. Right-click on a box/list item to select a
certain treatment parameter. You cannot select the same parameter
more than once. In addition, you can leave a cell empty by selecting
<Empty>.

The About tab provides information about the licensing and registration
of the PatientOnLine product. Depending on the stand-alone or client-
server editions, certain settings like FIS address and port, or database
connection string are available. On stand-alone editions, clicking the
Manage Registration link allows you to register the product.
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The available license agreement is displayed by clicking on the Show
License Agreement link.

By clicking the About link, a regulatory information page is displayed
that provides for example product logo, version, manufacturer, manu-

facture date, manufacturer address, information on the UDI. If required
by local legislation, additional information about local representatives of
the manufacturer or importer can be displayed.

= FRESENIUS Edit Save Delete” Cancel _y
v MEDICAL CARE First Name: Birth Date: 03/03/2017 PatientOnLine ID:
Name at Birth Gender System ID:

Last Name: PIN: English

Patient Status System Setup

General Settings | Lab Data Settings | View Settings | Limits | Transport Characteristics | Medical Lists | Language | Custom Overview Settings | Events Log |ABout

Communication

Administration

/

License Information:

Contract Number
Serial Number
Installation Key

Days left

Edtion

Registration Key.
Hardware Fingerprint

Database Settings

Connection String

Show License Agreement

This product is registered

Unlimited
Standard package

About

Manage Registration

Fig. 3.155 About tab

v MEDICA

Product:

Version:

[sn]

C € o123
[MD|

©

L 4
— FRESENIUS

L CARE

Manufacture date:

01)
21
(W]
(8012)

POL

PatientOnLine
PatientOnLine
6410
202209-16
2PNAQ0D02
04039361191795
Fresenius Medical Care AG & Co. KGaA
ZENANI2 Else-Kréner-Str. 1
61352 Bad Homburg
22 GERMANY
6.4.1.0

Fig. 3.156 About page

® +49 6172 609-0
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4.1

Glossary

This glossary is a list of terms and abbreviations frequently used in this
documentation. Each of these terms is briefly explained.

Abbreviations commonly used in quality assurance

Body Results
BSA

Vv

nBW

BMI

Renal function
KrU

KrCr

GFR

RRF

Urea result
KpT/V
KrT/V
KprT/V

KprTw/V

Creatinine Result
KpT
KrT

KprT

Body Surface Area
Urea distribution volume or total body water
Normalized body weight from total body water (\//0.58)

Body Mass Index

Residual renal urea clearance
Residual renal creatinine clearance
Glomerular Filtration Rate

Residual Renal Function

Total peritoneal urea clearance per urea distribution volume
Residual renal urea clearance per day per urea distribution volume
Sum of peritoneal and renal urea clearance per urea distribution volume

Total weekly peritoneal urea clearance per urea distribution volume

Weekly peritoneal creatinine clearance per 1.73 m? BSA
Weekly residual renal creatinine clearance per 1.73 m? BSA

Sum of peritoneal and renal clearances per week per 1.73 m? BSA
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Peritoneal Function

Pt50 Urea

Pt50 Creat

Pt50 Gluc

D/P Creatinine

Max. UF

FWT

SPUF

Fluid Removed

Volume balance

UF

Total volume removed

Glucose

TGA

Tcal

nCal

Na Removed

Na

NaCl

Time to reach 50% of steady-state value for dialysate urea
Time to reach 50% of steady-state value for dialysate creatinine
Time to reach 50% of steady-state value for dialysate glucose

The dialysate/plasma ratio for creatinine, measured at 4 hours after ins-
tillation

The ultrafiltration obtained with a hyper-tonic solution (4.25% glucose)
measured at one hour after instillation

Free Water Transport - the difference between Max. UF and the UF
across small pores, obtained with a hyper-tonic solution (4.25% gluco-
se) measured at one hour after instillation

Ultrafiltration due to transport of water through small pores

Volume balance is used throughout the Fresenius Medical Care PD
product portfolio currently. It describes the amount of fluid the patient
has lost by the dialysis session. It is calculated by the inflow volumes
minus outflow volumes of the treatment session. See Appendix for fur-
ther details (see chapter 5.3 , page 236).

Ultrafiltration volume (UF) describes the amount of fluid which has
been removed within dialysis treatment from the patient. UF is related
to the Volume balance by a change of sign. See Appendix for further
details (see chapter 5.2, page 233).

Daily (24 h) total volume removed captures the volume contributions
from each section of a PD treatment modality undertaken by the pati-

ent and the 24 hr Urine volume. See Appendix for further details (see
chapter 5.2, page 233).

Total glucose absorption per day
Calories absorbed from glucose per day

Calories absorbed per kg of body weight per day

Natrium (Sodium)

Salt
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Protein Nutrition

PCR

nPCR

DPL

nDPL

UPL

nUPL

TPL

nTPL

DPR

nDPR

Creatinine Generation

GCr

Predicted GCr

Calculated GCr

% Variance

Lean Body Mass
LBM

Predicted LBM

Calculated LBM

% Variance

Protein Catabolic Rate

Normalized Protein Catabolic Rate (PCR/nBW)
Dialysate Protein Loss

Normalized dialysate protein loss (DPL/nBW)
Urine Protein Loss

Normalized urine protein loss (UPL/nBW)
Total Protein Loss

Normalized total protein loss (TPL/nBW)
Dietary Protein Requirement

Normalized dietary protein requirement (DPR/nBW)

Creatinine generation rate

Predicted Gcer based on published data relating Ger to age and sex. This
represents the rate of creatinine generation as a function of muscle
mass.

Determined from the total (peritoneal and renal) creatinine clearances
plus estimated gut creatinine clearance times the serum creatinine divi-
ded by body weight.

((Calculated GCr - Predicted GCr)/Predicted GCr) * 100

A value higher than + 40% suggests that the patient may not regularly
perform all the prescribed exchanges/cycles.

Lean Body Mass

Determined directly from the predicted Gcr, based on reported correla-
tions of whole body potassium content to Gcr.

Determined directly from the calculated Gcr, based on reported correla-
tions of whole body potassium content to Gcr.

((Calculated LBM - Predicted LBM)/Predicted LBM) * 100

A positive variance in LBM raises the question of compliance with the
PD prescription.
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® Energy Metabolism
EREE Estimated Resting Energy Expenditure
nEREE Normalized estimated resting energy expenditure (per body weight)
GA/EREE Ratio of the energy-equivalent of total glucose absorption (in kilo-

cal./day) and the estimated resting energy expenditure (in kilocal./day)

4.2 Abbreviations used

Abbreviation Significance

APD Automatic Peritoneal Dialysis

ACE Angiotensin Converting Enzyme

ATII Angiotensin Il

BMI Body Mass Index

BSA Body Surface Area

BUN Blood Urea Nitrogen

CAPD Continuous Ambulatory Peritoneal Dialysis
CA Cancer Antigen

CKD Chronic Kidney Disease

CRC Cyclic Redundancy Check

CRP C-Reactive Protein

DB Database

Doaql Dialysis Outcome Quality Initiative

DPL Dialysate protein loss

DPR Dietary Protein Requirement

EDBMS External Database Management System
EDTA European Dialysis and Transplant Association
EREE Estimated Resting Energy Expenditure
ESRD End Stage Renal Disease

FME Fresenius Medical Care

FWT Free Water Transport

GDPR General Data Protection Regulation
GFR Glomerular Filtration Rate
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Abbreviation Significance

GUI Graphical User Interface

HMG-CoA 3-Hidroxy-3-MethylGlutaryl coenzyme A

ICD International Classification of Diseases

ISCED International Standard Classification of Education

K/DOQI Kidney Disease Outcomes Quality Initiative

LAN Local Area Network

LBM Lean Body Mass

NBW Normalized Body Weight

NPCR Normalized Protein Catabolic Rate

PC Personal Computer

PCR Protein Catabolic Rate

PD Peritoneal Dialysis

PDF Portable Data Format

PET Peritoneal Equilibration Test

PFT Peritoneal Functional Test

PIN Personal Identification Number

POL PatientOnLine

PTH Parathyroid Hormone

QA Quality Assurance

RRF Residual Renal Function

RRT Renal Replacement Therapy

RTF Rich Text Format

SPUF Small Pore Ultrafiltration

TBW Total Body Water

TGA Total Glucose Absorbed

TPL Total Protein Loss

UNESCO United Nations Educational, Scientific and Cultural
Organization

UPL Urine Protein Loss

WCCF Waste Concentration Factor

XML Extended Markup Language
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5 Appendix

5.1 Further Explanation of Volume Terminology

) Volume Balance

The term volume balance is used currently in several systems in the
Fresenius Medical Care PD product portfolio. This term refers to the pa-
tient standpoint. Consequently, net fluid (ultrafiltrate) removed by the
PD treatment process is regarded in the sense of a decrease in the pa-
tient’s body weight. Volume balance in the Fresenius PD product port-
folio is defined as:

Volume balance = Total inflow volume — Total outflow volume

Total inflow volume and Total outflow volume are determined for a
given PD treatment modality. It is the sum inflow and outflow volumes
contributed by each cycle/exchange of the treatment within a specific
period of the PD treatment.
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8.
9.

N g R e N

CAPD

APD

Manual exchanges

Renal function

APD & Manual exchanges
CAPD & Renal function

APD, Manual exchanges & Renal
function

Treatment period (24 hrs)
Reporting period (24 hrs)

10.Flowsheet -> POL
11.APD cycler -> POL

12.Initial outflow (cycler assisted)

13.Last Inflow (cycler assisted)
14.CAPD UF
15.APD UF

16.Manual exchanges UF

17.Urine volume

18.Daily (24 hrs) total volume removed

1

i

In CAPD, the inflow and outflow volumes are reported in the patient’s

paper flowsheet. When the flowsheet data are entered manually into
POL further analysis is possible such as calculation of the Volume

balance.

2

& 8
;
:

ole

12

In PD treatments performed only by an APD cycler such as CCPD

or in PD treatments where combinations of APD and manual ex-

changes are involved such as PD-Plus:

— The Volume balance for the period between the end of the Initial
outflow and the beginning of the Last inflow is reported by the

APD cycler.
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Ultrafiltration Volume

— The Volume balance for the period between the beginning of the
Last inflow and the end of the Initial Outflow is captured by the pa-
tient’s flowsheet.

— The Volume balance reported by the APD cycler and captured
on the patient’s flowsheet may be aggregated in POL for further
analysis.

At the end of a PD treatment modality when it is determined that a net
volume of fluid has been removed from the patient, the volume balan-
ce reported is negatively signed, e.g. -1357 mL.

At the end of a PD treatment modality when it is determined that a net
volume of fluid has been gained by the patient, the volume balance is
positively signed, e.g. +308 mL.

Ultrafiltration volume (UF) is the clinical term used widely within all
forms of renal replacement therapy in the management of a patient’s flu-
id status. UF is defined as:

UF = Total outflow volume — Total inflow volume

Total inflow volume and Total outflow volume are determined as the
sum of inflow and outflow volumes contributed by each cycle of the
treatment within a period of 24 hours.

At the end of a PD treatment modality when it is determined that a net
volume of fluid (ultrafiltrate) removed from the patient, the UF is posi-
tively signed e.g. 1357 mL,

At the end of a PD treatment modality where it is determined that a net
volume fluid has been gained by the patient, the UF is negatively sig-
ned, e.g. -308 mL. Of the fluid gained, some of this fluid may continue
to reside in the peritoneal cavity (residual volume in the peritoneal cavi-
ty) while the remainder is absorbed into the circulatory system via the
lymphatic system and peritoneal capillaries.

Ultrafiltration volume (UF) and Volume balance are related by a
change of sign. Therefore

UF = - Volume balance

For example, if Volume balance = -1357 mL then UF = #1357 mL

Daily (24 hrs) total volume removed

Daily (24 hrs) total volume removed captures the volume contributi-
ons from each section of a PD treatment modality undertaken by the
patient and the 24 hr Urine volume as per the figures below.
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See the diagram legend on page 230.
In CAPD, Daily (24 hrs) total volume removed is calculated as:
Daily (24 hrs) total volume removed = CAPD UF + Urine volume

For example, if CAPD UF = 1428 mL and Urine volume =327 mL, then
Daily (24 hrs) total volume removed = 1755 mL.

See the diagram legend on page 230.

In PD treatments involving APD only such as CCPD, Daily (24 hrs) to-
tal volume removed is calculated as:

Daily (24 hrs) total volume removed = APD UF + Urine volume

For example, if APD UF = 1406 mL and Urine volume = 327 mL, then
Daily (24 hrs) total volume removed = 1733 mL.

In PD treatments involving APD AND Manual exchanges, Daily (24
hrs) total volume removed is calculated as:

Daily (24 hrs) total volume removed = APD UF + Manual exchanges
UF + Urine volume

For example, if APD UF = 1406 mL, Manual exchanges UF = 423 mL
and Urine volume = 131 mL, then Daily (24 hrs) total volume remo-
ved = 1960 mL.
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® Clinical usage of terms Volume balance and Fluid balance

In everyday clinical practice, terms such as volume balance or fluid ba-
lance usually refer to the difference between total fluid intake and total
fluid loss over a given period, often 24 hours. The patient is considered
in steady state if the total fluid intake and loss are in ‘balance’.

Total fluid intake is generally difficult to measure whereas it is possible
to account for the total fluid loss with reasonable accuracy. Most of the
Total fluid loss is represented by the Daily (24 hrs) total volume remo-

ved as described above, but insensible losses (respiration & perspirati-
on) and fluid content of the stool are not included.

In the interests of further clarification, it is emphasised that the use of
the term Volume balance in the context of the Fresenius Medical Care
PD product portfolio applies only to the PD treatment process. The
clinical usage of the term volume balance refers to an overall holistic
view of the patient and therefore has a different meaning to Volume ba-
lance as used in the Fresenius Medical Care PD product portfolio.
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In accordance with the applicable legal and normative requirements,
the following symbols are used in the About menu or on the identificati-
on label:

Symbol

Description

©

Follow Instructions for Use

c € 0123

CE mark

wl

Manufacturer
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Symbol Description

Serial number
SN
M D Medical device

U DI Unique Device Identification
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5.4 Instructions on the use of “Free software”

Contents

A. Medical software application — “Free software”

B. Note required according to Regulation (EU) 2017/745 on Medical Devices

C. Information and remarks on the free software contained in the PatientOnLine device

A. Medical software application device — “Free software”

In addition to other software, the medical software application device contains what is called “free software” which is subject to license conditions deviating from those
of the proprietary software protected for Fresenius Medical Care and their licensors. Some of the license conditions pertaining to such free software provide that
Fresenius Medical Care is authorized to distribute the medical software application device only if the accompanying documentation contains special information and
notes, supplies license conditions and/or provides the source code of such free software. Fresenius Medical Care meets these requirements by providing the
copyright notices, remarks and license texts contained in Section C. below. Please note that, if such information is printed in two languages, the English version has
priority. However, the privileges granted by copyright according to Section C. and the license texts contained therein, which relate to such free software, do notinclude
the right to make modifications to the medical software application device and subsequently continue use of the device with these modifications. On the contrary,
the Regulation (EU) 2017/745 on Medical Devices prohibits any further operation of the medical software application device once the software contained therein has
been modified, because any medical device may only be operated in the form certified. For this reason, Section B. contains an appropriate note. Applicable
regulations in other countries can contain similar statements.

In such a case, Fresenius Medical Care will stop any further technical support for the device involved. In addition, such modifications and/or manipulations may result
in the extinction of warranty claims against Fresenius Medical Care or other vendors of the medical software application device in the event a claim has arisen or
might arise in respect thereto. Any utilization of the free software contained in the medical software application device in a manner other than that required during
proper operation of the system will be solely at your own risk. Please also note that the powers listed in Section C. apply only to the “free software” mentioned therein.
Any other software contained in the medical software application device is protected by copyright for the benefit of Fresenius and their licensors and may be used
only as intended for the medical software application device.

You can also download these license conditions from the Internet.
B. Note required according to Regulation (EU) 2017/745 on Medical Devices

Any modification to the software contained in this medical device may result in the medical device losing its conformity with the regulations of the Regulation (EU)
2017/745 on Medical Devices and in losing its right to bear the CE mark. Anyone operating a medical device without a valid CE mark according to the Regulation
(EU) 2017/745 on Medical Devices. is liable to be prosecuted. In addition, anyone modifying the software contained in this medical device or allowing such a
modification will also be subject to product liability against third parties who might be injured.

C. Information and remarks on the free software contained in the PatientOnLine device

BouncyCastle.Crypto
Bouncy Castle Crypto
Copyright (C) 2000-2017 The Legion of the Bouncy Castle Inc.

zlib
Zlib
Copyright (C) 1995-2013 Jean-Loup Gailly and Mark Adler

1. Bouncy Castle Crypto
LICENSE
Copyright (c) 2000 - 2017 The Legion of the Bouncy Castle Inc. (http://www.bouncycastle.org)

Permission is hereby granted, free of charge, to any person obtaining a copy of this software and associated documentation files (the "Software"), to deal in the
Software without restriction, including without limitation the rights to use, copy, modify, merge, publish, distribute, sublicense, and/or sell copies of the Software, and
to permit persons to whom the Software is furnished to do so, subject to the following conditions:

The above copyright notice and this permission notice shall be included in all copies or substantial portions of the Software.

THE SOFTWARE IS PROVIDED "AS IS", WITHOUT WARRANTY OF ANY KIND, EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO THE
WARRANTIES OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE AND NONINFRINGEMENT. IN NO EVENT SHALL THE AUTHORS OR
COPYRIGHT HOLDERS BE LIABLE FOR ANY CLAIM, DAMAGES OR OTHER LIABILITY, WHETHER IN AN ACTION OF CONTRACT, TORT OR OTHERWISE,
ARISING FROM, OUT OF OR IN CONNECTION WITH THE SOFTWARE OR THE USE OR OTHER DEALINGS IN THE SOFTWARE.

2. zlib
Copyright (C) 1995-2013 Jean-Loup Gailly and Mark Adler

This software is provided “as-is’, without any express or implied warranty. In no event will the authors be held liable for any damages arising from the use of this
software. Permission is granted to anyone to use this software for any purpose, including commercial applications, and to alter it and redistribute it freely, subject to
the following restrictions:

1. The origin of this software must not be misrepresented; you must not claim that you wrote the original software. If you use this software in a product, an
acknowledgment in the product documentation would be appreciated but is not required.

2. Altered source versions must be plainly marked as such, and must not be misrepresented as being the original software.

3. This notice may not be removed or altered from any source distribution.
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