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1 LYGNRRdAzOUA2Y

1.1 Purpose

This document aims at guiding the hospital staff in the use of the ComeoCare application, an
integrated webapplication intended to be used by hospital healthcare professionals for the
prescription and management of complex regireased customizable medicine treatments.

It also delivers important notices, precautions and warnings, regarding the use of Comgeth@ar
must be considered carefully by hospital staff befarg use.

1.2 Scope

This document ishe entry point to the ComeoCare User Guides series.

It is meant todelivergeneral information, precautions and warnifay the physicians, pharmacists
and nuses. ltalsoenumeratesthe technical requirements of théza Scidpaterdevicesqualifying
for the use of ComeoCare.

This document is part of the ComeoCélger Guideserieswhose reading is mandatory in function
2F (0KS LISNBR2YyQa NRf Say

1 The [REL4AomeoCare User Manualg Introduction document delives general
AYVF2NXYEOGA2Y 02dzi GKS 3ISYSNIf LINAYOALX Sa 27F
for any person in chaggof or making use of the application

1 The [RELSTomeoCare& User Manualk; Prescriptiondocumentpresents the prescription

Y2RdzZ S® LGQAa | YFIYRFG2NE NBIFIRAYy3I F2N I yeé LINB
1 The [REL8TomeoCare User Manuak, Compoundingdocument presents the

O2YLRdzyRAYy3a Y2RdzZ S® LGQa | YFYyRFG2NE NBIRAY3

application

1 The [RELTomeoCare User Manuak, Administration document presents the
I RYAYA&GNI (i %minghdawos Rddingfdr arly iufs& making use of the

application
1 The [REL8omeoCareg User Manuak; Tarificationdocument presents the pricing and
OAfftAY3d Y2RdA So LGIQa | NBO2YYSYRSR NBIFRAYy3I T
application
1 The [RELYomeoCare User Manuak, Configurationdocument presents the settings and
LI N} YSGSNART FGA2Yy Y2RdzZ S® LGQa I NBO2YYSYRSR

the application
1 The [RELLComeoCare Installation Manual describes the minimum IT requirements for
the Data Center editioandinitial installation procedures for the ComeoCagsstem
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1 The RELRComeoCare Operations Manuaprovides guidance to ensure the ComeoCare
operating environment performs correctly,fsdy and efficiently

1 The [RELBComeoCare Integration Manualexplains the general integration architecture
and the configuration of the available integrations.

The [REL1], [RELZ2], [REL3] and [REL9] document are a mandatory reading for any texdhimcal st
charge of ComeoCare.

This is illustrated on the next diagram:

EAFor any person in charge of- or using the application

. 1| Instructions for Use User Manual - Introduction

: For prescribers ' ' : {For pharmacists and technical staff

. User Manual - Prescription User Manual - Configuration
‘Forpharmacists Eor techmical sia
.E User Manual - Compounding 1| Installation Manual
T
.n User Manual - Tarification 1| Operations Manual
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, — 1
Fornurs!ng ......................................................................... -/-_J:— Integratlons Manual

1.3 Applicability

Theinformation in this document applies to all editions and versions of ComeoCare mentioned on
the first page of this document, unless specifically mentioned otherinisiee text When a certain
chapter or subchapter is limited to an edition or versionstisithe case for all paragraphs within this
section and its subsections.

Theversions lower thaw3.70 are brandedCytoWeld, and the versionas fromv3.70and above
are brandeddComeoCaré& In the remainder of this document, the product will be reéatito as
ComeoCare NB I NRf Sa.a 2F (GKS OSNBAZ2Y
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The version of the product can be found on the logon page and on the about page of the application.

1.4 Audience

Intended audience of this document are
1 Hospital Healthcare professionalbat are users of ComeoCare
I Hospitalinformation Technologyeamin charge of configuration and maintenance
1 Any other person in charge-asr making use of the application.

1.5 Paper copy

The present Instructions for Use document is distributed electrolyieaid is accessible through the
fAY1l AYy GKS G!oz2dzié 6AYyR26 2F (GKS |LILX AOFGAZ2YY

€ comeo-care

About ComeoCare

‘ Manufacturer

‘w." Version

Contact

Intended Use

c € [MD] Medical device

UDI| +BBB6CCR4000000

Users requiring a paper copy can submit a request to:

Email; servicedesk@comeocare.com

1.6 Support

Functional and'echnical support is available for the ComeoCare application from the ComeoCare
Service Desk at the followirsgldresses

Online https://support.comeocare.com

Email servicedesk@comeocare.com
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Please refer to sectiobto find out more on how to contact and use the service desk.

1.7 Related documents

ID |Reference Description
REL1|CCRM ComeoCare InstallationManual
REL2 CCROPM ComeoCare Operations Manual
REL3|CCRTM ComeoCare Integration Manual
REL4|CCRJSMO01 |ComeoCare User Manuat Introduction
REL5/ CCRJSM02 |ComeoCare User Manuat Prescription
REL6|CCRJSM03 |ComeoCare User Manual Compounding
REL7|CCRJSM04 |ComeoCare User Manuat Administration
REL8|CCRJSMO05 |ComeoCare User Manuat Tarification
RER |CCRJSM06 |ComeoCare UserManual- Configuration

1.8 Glossary of terms

Term Definition

SPOC Single Poinbf Contact A person or a department serving as the
coordinator or focal point of information concerning an activity or
program.

LIS Laboratory Information System

Scanning Physically captimg information contained irabarcode which is then

decoded andsert to ComeoCare. ComeoCare usigis techngue in
different areas: scanning patient bracetetidentify the patientand
scanninghe product label to identify th prepared product.

Bedside scanning

The complete flow of using scanning to identify the patient and the
product to administeto the patient andverify that the scanned
preparation is meant to be administered to the identified patient.

EPR

Electronic Patient Recordén application thatricludes information abou
the patient within one health care organization that can be created,
managed, and consulted by authorized users within that organization
EPR includes support for tipgocess of care delivery by that organizatic
(such as a hospital).
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Foureyes principle The Four eyes principle is a requirement that two individuals approve
some action before it can be taken. The Four eyes principle is someti
called thetwo-man rule or the tweperson rule

Timestamping Timestamping is a system that allows to keep proof of the existence (
document and its content on a given date. The term "proof" indicates
no one, not even the owner of the document, can modify the
timestamping certificaténon-repudiation)

Recipe Recipe allows various healthcare prescribers to send prescriptions
electronically and securely to a server. They are encoded there and g
until they are used by the patient with a healthcare provide

2/ 2YS2/ NS LYGSYRSR ! LILJ AOI GA

2.1 Intended use

ComeoCare is an integrated web application intended to be used by hospital healthcare professionals
for the prescription and management of complex regirtEsed customizable medicine treatments
with dose calalation, pharmaceutical compounding and controlled nursing administration.

2.2 How ComeoCare achieves its intended use

ComeoCargresents ag web application managing the complete lifecycle of complex regimen
based treatmentdy the mean of a numbesf core featureghat aredescribed below.

2.2.1 Products and regimens management

Version note

1 The availability ofame dose calculation safetgarameters is varying per versiocheck the
user manual of your version for details.

9 Four eyes principle control is available in ComeoCarédwand higher.

The applicatiorallows the hospital talefine and maintaira thesaurus of products and regimens
through two modules.

1 Products In this module pharmacists manage the list of products that can be used for
treatments, as well as the properties and options of each type of products, such as dose
calculationmethod, maximumalloweddoses availablepackayes, stabilityparameters This
informationforms the base for configuring araptimizingthe treatmentslifecycle.
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1 RegimensThsmodulesupportsthe definition, validaton and updateof a library of
structured treatmentregimens These regimens consist of different lines, representing
prescriptions and administration of a certain product at a given ti@anges to a regimen
require thecontentto be revalidated based on Boureyes principle before it can be used
again for treaments.

The products and regimens managememtdules arefurther described in the [RE]L.ComeoCare
User Manuat;, Introduction user guide.

2.2.2 Treatment management workflows

Version note

1 The availability of some patient safety controls is varyingveesion;check the user manual
your version for details.

9 Step by step compounding is available in ComeoCare v3.68 and;higher

{1 Barcode scanning is available in Comeo®arg4 and higher

Based on the hospital thesaurubge applicationguides the healthcare professionals through the
patient treatment. At all timesthe progress of the patient treatmenis being tracked and
displayed.

The major workflow modules are:

9 Prescription In this module, Bsed on the diagnosis, the physician selects the right regimen
or treatment plan for the patientcausing that theloses of the products within the regimen
are calculatechccording tai K S LJ- ( A Sy (i Etéa chedksrg/beiaplpérforRedadl | ®
Syadz2NB (GKS LI GASyGQa alr¥Saesz adzOK Fa Odzydz | )
diabetics. The physician can adapt the standard regimen by adding or renrmogdigation
prescriptions to the treatment oby applying dose reduatns.When a prescription is
validated and signed electronically by the physictae product preparation or delivergan
be ordered.

The prescription module is further described in the [REXdheoCare User Manuat, Prescription
user guide.

1 Compoundng: In this modulethe pharmacisis alerted ofthe prescriptions requiring
handling whilebeingprovided with a guidance for the compoundiragtivities Based on the
prescribed dose and concentration of the available packapes;orrect packages and
diluents for the compoundingre selected After a pharmacological validation, the picking
can start based on a generated picking list. Once the products are pickedlaystegp
guidance for the prepards proposednside the laminar flow or isolator. €pharmacy can
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then release the preparation for administration after a ppséparationvalidation andprint
the product label to uniquely identify the preparation.

The compounding module is further described in the [REl0BheoCare User Manuat;
Compounding user guide.

1 Administration: In this modulethe nursing staffs providedwith a daily overview of the

preparations to be administered to each patient. The patient safety is guaranteed through
bed-side scanning: by scanning the patient bracelet, a first validation checking if this patient
requires treatment is done. By scannitig barcode on the printed product labeéhe
applicationverifies if the product corresponds to the right patient. When a product has been
administered, the status of the corresponding prescription is changed, which allows the
physiciarnto be informed thathe process has been correctly carried out and allows a precise
history of the administered products.

Theadministrationmodule is further described in the [REIComeoCare User Manuat
Administrationuser guide.

2.3 Applicationsthat can beused together with ComeoCare

Version note

=A =4 =4 =4 -5 =4

=

Patient information import is available in ComeoCaBed% and higher;

Patient visit management is available in ComeoCare v4 and higher;

Electronic Patient Records integration is available in ComeoGaf# and higher;
Labaatory results import is available in ComeoCaBer® and higher;

Electronic prescription Recigexport is available in ComeoCare v4 and higher
Connected hardware integration is available in ComeoCare v3.68.x and higher and req;
optionalLINR RdzOi 6&;/ 2YS2. 2E¢

Smart cabinetsontrol is available in ComeoCare v4 and higher

User authentication (AQitegration is available in ComeoCare 3.46.x and higher.

ComeoCare allows the hospital to set up integrations with other software systems running in the
hospital, to enhance the information available and to fully integtaie performed activitiesn the
complete hospital flow

The sections below are giving aick overview of the main integration possibilities. For a more
detailed technical view on how to integrate an application with ComeoCare, please refer to the
[REL3[ComeoCare Integration Manuablocument.
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2.3.1 PatientVisits

Patient and Visit informationanbe selfmanagedn the applicatiorbut should typically be
importedandt A y{ SR (2 cénkabpatier? mandyemeris@itdare systemVisit
information is also used to support the nursing in the administration flow and for the invoicing.

2.3.2 ElectronicPatient Records

The integration with the Patient Electronic Record (EPR) system can be activated by sharing and
NBf eAy3a 2y GKS LI GASYydQa dzyAljdzS ARSYUGATFAOFIGAZ2Y ¥

2.3.3 Laboratory Results

Laboratory Resultsan beimported from the hospitalLaboratory Information Systemllewing the
available data to be displayed and useglinput in the applicationThe physician can accept the
incoming results, and after acceptanoéinical data can be used to automatically (re)calculate the
doses for the patient.

2.3.4 Electronic prescriptio and timestamping

Electronicprescriptiontimestampingcan be obtained from the Belgian Governmental eHealth
platform to freezeprescriptioncontent and achieve nonrepudiation.

The applicatiortanalsosendRecipe prescriptiors to the Belgian Governmaal eHealth platform

2.3.5 Compounding control

Connected hardware devicean be used togethdn control the compoundingorocesshrough
photographicand gravimetricvalidation stepsenablingextramachinevalidations

Please contact the Service Deskifdormation on these possibilitig@see sectiorb).

2.3.6 Pharmacy management

Pharmacy management is supported fao main aspects:

1 Stock Managementproducs that have lbenadministeredcan be notified to thgpharmacy
stock management systetn adapt thestock availabilithumbers.

1 Invoicing at the time of & configurableg state change of an administration/prescription,

the application carbe configured to send the number and type of used packages and the
patient visit information to the hospital invoicing system to be handled.
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Thepricing and billingnodule is further described in the [REIComeoCare User Manuat,
Tarificationuser guide.

2.3.7 Smart cabinets

Smart dispensingystems can be connected, allowing nurses to use these systems with the correct
medicine proposal per patient.

2.3.8 Users authentication

The support for external/centralza SaNthe@tication is possible throughctive Directory
integration, offering the warranty thathe authentication and password policy adhere to the
security policy of the institution.

2.4 Configuration

ConeoCare offers an extensive set of parameters allowing the configuration of the way of working
within the application modules

The configuration parameters are further described in the [REb&jeoCare User Manuat,
Configuration user guide.

SLYLRZNIIFIYG b2dA0Sa

3.1 Precautions

ComeoCare may partially or completely malfunction if it is not instafledfigurated maintained,
operatedand used in accordance withe complete Instruction setgontaining this documerénd
the [REL]Lto [REL9] User Manuals series of documenitsensurghat the products operates
properly and safely at all times, it mus¢ installed, maintained, operateahd used inaccordance
with the instructions provided in #ssedocumens.

Besides thguidelines in the instruction sehis section containa mandatory but nodimitative list
2T LINBOFdziazya G2 oS (I 1Sy o6& GKS KzalLwhidalrt adl
integration and deployment d@omeoCarwithin their institution.

3.1.1 Network availability

Version note
1 ComeoBoxntegration is available in ComeoCare 3.68.x and higher.
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external network.

Hospital staff must be aware th#te application is physicallyinning on a sever ¢ andnot on the

userdevice¢ andaccessed through the hospital netwotk.case of the Data Center edition of

ComeoCargl KS ySGg2N)] GNIFFAO A& f AYWlhekeRerna? GKS K2 &L
applications are integrated part of theinformation istransportedexternallyon the network

segments required by theses application whose technical requirements are complementary to the

present instructionsMore specifically, connected hardware devices integration with ComeoBox

requires Interret access.

It is therefore advised to Hospital IT staff to consider the risks of using such a system and take any
relevant mitigation measures as appropriate ensure an acceptable level of availability of their
networking infrastructure

3.1.2 Businesscontinuity and disaster recovery

The hospital must dispose of a business continuity and disaster recovery plan in case ComeoCare
should be temporarily unavailable.

The hospital must have a Business Continuity Plan to keep all essential aspects apitad ho
functioning despite significant disruptive events. ComeoCare continuity must be included in this
plan.

ComeoCare allows to export the treatments as individual PDF files. The hospital must use this
feature to store a copy of the treatmeniis another independent file location. In the casiae
applicationshould become unavailable for whatever reason, the current treatment detdllstill

be available on this file location. Based on the evaluated criticality of this data, these treatment files
canalso be printed in advance to avoid unavailability during a total network outage.

The hospital must have a set of policies, tools and procedures to enable the recovery or continuation
of vital technology infrastructure and systems following a naturalwnaninduced disaster.
ComeoCare recovery must be included in this Disaster Recovery Plan.

The data stored in the ComeoCare datatsasest be backed up regularly and be an integral part of

0KS K2aLhAidltQa ofF Ol dzLd &G NJ (n® 3 dackuKiGatiashall SOG SR 6 I C
T2tf 26 O K&uirkn2eatdalid interhabpbolicy.

3.1.3 Verified data sources

Product and regimen data entered in ComeoCare should be based on published scientific
information and validated by another healthcare professional than the author of the information.
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The hospitakhouldbuild a thesaurus of products and regimeénsComeoCe, which is then used

for further treatment selection and personalization. ComeoGi#oes not offer any guarantee about
any existing products or regimenadditions and maodifications should only be done by trained and
gualified healthcargrofessionals athbased on validated and published scientific articles and
information. Allproduct and regimen information should be double checked and validated based on
the Foureyes principleby another healthcare professional besides the author of the changes.

3.1.4 Trained and qualifiedprofessionals

ComeoCare should only be used by trained and qualified professionals.

Persons in charge performing the ComeoCare configuration, includaghorization management,
must follow a ComeoCare configuration training aedd the [RES] ComeoCare User Manuat,
Configuration documentbefore configuring ComeoCare.

Personaisingthe coremodules ofComeoCarenust bequalifiedhealthcare professionals who
followed aComeoCaré¢raining and have read thlREU-8] ComeoCare User Manuatocuments

The role ofphysician can only be attribudo persons carrying a degred Doctorof Medicine. The
role of pharmacist can only be attributed to people carrying a degrebe field of pharmacy. The

role of nurse can only be atinited to peoplecarrying a nursing degre&he SuperUser role can only
be attributed to a limited number of peoplearrying a degree of Doctor of Medicine, a degree in the
field of pharmacy or nursing.

3.1.5 \Verifiedintegration

Version note
1 Theintegrations mentioned in this section are available in ComeoCare 3.46.x and highe

An incorrect integration of ComeoCare with the other software systems of the hospital might
cause a harmful situation for the patient.

In case of an incomplete orinddds OG0 Ay G SINF GA2Y 2F /2YS2/FNB Ay GK
it is possible that a software failure could arise and cause a harmful situation potentially impacting the

patient health.

Examples of such situatiegould be the following ones, batre not limited to these:
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Integration | Description Hazardous situation

LAB Laboratory Result Laboratory results are not propagated correctly]
because of a software failure, causing the user
base decisions on wrong information

TRR TreatmentReport ComeoCare treatment is wrongly with delay

TRD Treatment Data communicated to the electronic patient record
(EPR) application, causing the users accessing
EPR to take wrong decisions.

VAN Smat Cabinet Integration If corrupted or incomplete data is sent the
smart medicine distribution cabinet, the patient
might not receive the correct treatment in time.

To mitigate the probability of such events, it is advised that the hospital staf§,paecutesand
reportson a defined verification of the implementation effectiveness, including but not limited to:
1 Quality verifications;
1 Unit testing of the relevanintegrations
1 Integration testing of the relevant system components;
1 System testing based on dedith scenario and test data covering a representative set of all
possible situations including nominal cases, various alternative cases, and exception cases;
1 Acceptance testing by healthcare professional user representatives.

3.1.6 Patient identification

Version rote:
1 Bedsidescanning is available in ComeoCare 3.54.x and higher.

All nursing staff should identify the patients before administering any products as proposed by
ComeoCare

ComeoCare guides the nursisiaff during the administration of products to the patienEailure to

correctly identify patientsn this phaseconstitutes a serious risk to patient safety K S K2 aLIA G f Q&
patient identificationpolicy should always be appli¢nol ensure the correct ideity of the patients

before administeringany productsbased on the informatioand guidance displayed omeoCare

Accurate patient identification is the responsibility of all staff involved in the admission, clinical and

administrative processes to sare correct details arebtained As a minimum staff must chette
LJ- { A dayidia@didate of birth. Thieformationis typicallymentionedon the patient bracelet.
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ComeoCare providdsedside scanning to uniquely identify the patient by scanning tediet, but
even in the case this functionality used the administeringiurse should at all timedouble check
the identity of the patient.

3.2 Warnings

The followings a nortlimitative list ofimportant attention points to beeviewedandunderstood by
GKS K2aLIAGdrt adarFF FyR AdG& | LILIX A OIGConedFareR&E @St 2 LIS N
prescription system within theinstitution.

3.2.1 Authenticate users

Version note
9 Active Directory integration is available in ComeoCa#é.2 and higher.

Although ComeoCare supports different authentication methods, integration with Active Directory
is highly recommended to guarantee the most secure authentication. Users should never share
user credentials and should always log cafter using ComeoCare.

By integrating ComeoCare with Active Directtoing hospitalmakes sure that the authentication and
password policy @ere to the security paty of theinstitution.

Whatever the selected authentication method, users should nehare credentials or use another
dza SN & OdwiBeRhSsé drddentiads define what actions the user is allowed to perRirme
all actions are atll timestraced back to the executing uset is very important that all users are
uniquely and eactly dentified and authentiated to guarantee full traceability.

For the same reason, every user must log off after any ComeoCare activity so thider person
can perform actions in the name of the logged user

3.2.2 Avoid SuperUser role

The use of the SperUser role should be avoided, and only be activated for specific actions. Users
should immediately switch back to their regular role after the use of the SuperUser role.

ComeoCareffers a special SuperUser&pivhichallows a user to perforrand overide standard
actions, includingctions not possible for regular rolégnoringthe need ofspecificpermissions,

andallowingto bypassecessangtates.

This SuperUserole should be attributed to a limited number of peopiteunblock situationghat
might have occurred after misuse of the application or data corruption. The Super User role should
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never be used to override any medical or pharmaceutical validatiom riayadministration
purposesor to consult and modify il NY' I G A2y y20G | O0SaaAirofS o6& GKS

When usedthe SuperUser role should be selected only to perform specific argguiring this
intervention, and the user should immediately switch back to her/his standard attributedAble.
user ations are loggedor traceability, and therefore all misuse of this role will be logged in the
audit trail.

3.2.3 DisplayLJ- (i A BleghiifiGadion in clear

ComeoCare should be configured by the hospital so that the patient is identifiable on all printed or
displayed material

ComeoCare displays the patient information in different locations and screens, including on the
printable reports and labels. The hospital can configure the patient identification should be
structured and formatted, including which infoation will be shownThe hospital should make sure
that the patient identification configuration always contains enough information to uniquely identify
the patient andis human readable. This means that the patient label should at leelside in clear
writing the last name, first name andhte of birth of tre patient. This warning is equally valid for all
printed label and reports concerning the patient.

3.2.4 Not a diagnosistool

ComeoCare manages the complete lifecycle of complex medication treatments but it does not
provide any guidance regarding diagnosis amdatment selection

Before a patient treatment can be started in ComeoCare, the first critical step in the management of
complex diseases is to establish the diagnosis based on pathological examination. Although the
diagnostic process is not managed im@oCare is it a vital prerequisite before the treatment can
start. Thephysicianusing ComeoCare should use all necessary pathology and laboratory medicine
services to determine the diagnosis and select the right medication treatment.

ComeoCare manages medication therapy treatments. The treatments managed in ComeoCare do
not exclude any other forms of therapy such as surgery or radiotherapy.

3.2.5 Not a human replacement

ComeoCare is a software intended to complement the healthcare profasai@xpertise with an
extra level of verification, but not to replace him/her.

As anysoftware, and despite all measures taken to ensure the availability and the connectivity to
ComeoCare, it is possible that ComeoCare will not be able to assist the complex trekfiecgate
or does not contain the correct information.
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In all situations, the pysician should carefully review and validate the doses calculated and
proposed by ComeoCare. The pharmacist should perform a pharmacological validation of the
proposed preparation. The nurse should always verify the products and dose to be administered.

If for any reason ComeoCare is not available during administration, the nurse should check other
sources containing information about the treatment and administration before administering a

product. These other sources can be, but are not limited to, geadrBDF versions of the

treatment stored in an independent file location or structured treatment data exported by
ComeoCare to the Electronic Patient Record at a previous time. If these sources are also unavailable
at the time of administration, the prodacan only be administered when the nurse is accompanied

by another qualified healthcare professional who performs a double check of the product and dose

to be administered before the administratiathe socalledFoureyes principle.

3.3 Targeted Population

ComeoCare¢argeted population encompasses any human patient being treated in a hospital or
medical institution.

4 ) 3SN)I 5SA0S ¢SOKYAOIt NXI dzA N

Version notes
9 Patient and Product scanning is available in ComeoCare v3.54.x and higher.
1 ComeoBox integr&n is available in ComeoCare 3.68.x and higher.
1 Photographic validation is available in ComeoCare 3.68.x and higher.
1 Responsive web and screen size adaptability is available in ComeoCare v3.x and h

4.1.1 Minimum Hardware Requirements

Thecomputer, tablet or handheld device used for ComeoCare must meet minimum technical
requirements.

The device should have an integrated or external keyboard, and a pointing device. This can either be
a computer mouse, touchpad or touchscreen. If ComeoGanseéd together with ComeoBox, the

device on which ComeoCare runs in the preparation room should not be equipped with a keyboard
or pointing device, since these actions are performed by using the linked ComeoBox foot pedal.

ComeoCare is a responsive weiphcation which implies that the content adapts to the available
screen size and resolution. Therefore, ComeoCare will display on all device screens, but the
minimum requirements are set in order to use the application fluently: the screen resolutiondshou
at least be 1280*1024 in 4/3 aspect ratio and 1280*720 in 16/9 aspect ratio.
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The device should have a network interface, wired or wireless, to establish the communication with
the ComeoCare server.

If scanning is enabled during the preparation or prggion flow, a barcode scanner should be
attached to or integrated in the device. This barcode scanner should be able to at least scan Code
128 barcodes. If labels generated by other software, such as patient bracelet codes, use different
code formats, lhe scanner should support these barcode types as well.

The device should have access to a printer if the printing capabilities of ComeoCare are needed. The
printer should be able to print on A4 paper format for the reports. Most standard peagklabel
printers are supported for the product labels.

4.1.2 Minimum Software Requirements

All users of ComeoCare need a web browser to use the application, regardless of the operating
system or device the user is using. All web browsers used for ComeoCare should 3apaScript
and cookies, and these settings should be turned on.

For the pharmacy preparation with live imaging feature (requires ComeoBox), the browser should
I f &2 & dzLJLJ2 NI -mixdtRB &Iy HzO 6 dypeD RI( & B y G

Version note CytoWeb 2.1&upports the browsers mentioned in the next table:

Browser Supported versions

Microsoft Internet Explorer |8 or higher

Microsoft Edge All versions (both EdgeHTML / Chromium engines)
Mozilla Firefox 3.x or higher
Google Chrome All versions

Version note ComeoCare v3.0x and higher supports the browsers mentioned in the next ta

Browser Minimum Version |& Y dzf (0 Anhidled\NIBKLE F OS¢ ad
Microsoft Internet Explorer |11 No
Microsoft Edge 40 Yes
Mozilla Firefox 60 Yes
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GoogleChrome 60 Yes
Google Chrome for Android |74 No

If the user wants to read or print reports from the client device, a PDF reader software should also be
installed on the device. If no PDF reader is available, the reports will be saved to the diklk, lisgr
will not be able to view or print them.

If the user wants to export query results to an Excel file, the Microsoft Excel software should be
installed on the device. If no Microsoft Excel reader is available, the reports will be saved to disk, but
the user will not be able to view or print them.

The communication from the device to the ComeoCare server is fully based on HTTP or HTTPS
requests. Respectively, the outbound 80 HTTP or 443 HTTPS port should therefore be opened in the
RSOAOSQiianyF ANB g I f

5{ SNYAOS 5&al wSldzsSau

5.1.1 Service Desk Access

ComeoCare provides an online portal to the hospital to submit all ComeoCare related requests.

To ensure a smooth handlirgnd followup, the hospital requests should be centralizedhe
hospital firstand handled by a number of dedicat&POC (single point of contacthis role is
typically played by:

1 Application Responsible within the hospital;

1 Technical Responsible of the ComeoCareaaltaton in the hospital;

9 Functional representative of each role.

By doing this, knowinternal technicalssues and recurring functional requests can be addressed

the hospital first andanswered oisolved quicklyThis way of working also bundles danirequests
which makes the follovap much easier, both for the hospital and for the ComeoCare service desk.
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( ComeaCare ServiceDesk Hospital
Hospital

Functional Support
[
." - ComeoCare End
ComeoCare Support

Users
Team Physician SPOC

.ﬂ . N | ‘ ‘
.- o oD Functional Physicians
i arl
ComeoCare Support Functional Ry Reqluesls
Team Requests '

< | M
O M |v=
.- b A HHE Tech'nical

3 Requests
ComecCare Support ServiceDesk portal N eql
Team H

Technical Requests
Technical \

Requests Y E u
Hospital Technical H u

Support ; Nurses
Q%) :

N & @ ..
A

ComeoCare Support
Team

IT Support

—

The details ofall the SPOE€should be sent taervicedesk@comeocare.cam
1 Lastname
I Hrst name
9 BEmail address

EachSPOQvill receive an individuahvitation email to create their own accountith which(s)he
canaccess the ComeoCare Service Desk portal.

Welcome to ComeoCare Support Center D inbox x

ComeoCare Support Center <jira@knoware.atlassian.net>
tome v

Welcome!

You've been invited to ComeoCare Support Center portal. You can use this to raise requests and get help.
To finish setting up your account, simply click on your sign-up link.

C

Powered by Jira Service Desk
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By clicking on the link in the maiha SPOC will be redirett to a pageo create the Service Desk

@

account.

ws/

Welcome to ComeoCare Support
Center!

You are aimost there - we just need to grab a
password 50 you can login later,

Emai
Full nam
Password Show password

Password may not be empty

5.1.2 Home screen

The Service Desk can be reachedtgis://support.comeocare.comBYy clickingpn the Comeo logo
in the left-handupper cornerthe user is navigatetb this home screen.

&
G U N

Help Canter / ComeoCare Support Center
‘ ® ComeoCare Support Center

What can we help you with?

Functional support

Need heip instaliing, configuring, or troubleshooting? Select this to request assistance

w ReportaProblem
W el us the problems you're experiencing

Suggest improvement
' See 3 place where we can do better? We're all ears.

= Licensing and billing questions

Choose this if you have questions about ficensing or billing [N

Other questions
€. Dortsee wnat you're Ioking for? Seiect this option and we's heip you out

Possible actions:
1 Search the available help articléy keyword- click on the magnifying glass
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1 Browseall requests entered personally or all requestsha organizationg click on the

GwSljdzSad;a¢ odzitz2y

1 Accessthe user profile to changéhe parameters or log off click on the person icon (can be

replaced byl K S diadiisfsNI &

1 Qreate a new requeg click on of the topics in the list

5.1.3 Browse help articles

The browse screen appears when clicking on the rfgigg glass icon in the home screen

Find help and services

X

By enteringone or more keywords in the displayed field, the results as displaydie typing

validate

ARTICLES

@ cannot validate 2 prescription
from ComeoCare Support Center

@ As a pharmacist, | cannot put 2 prescription as “Prepared”

from ComecCare Support Center

@ As 3 nurse, | cannot administer a product through the flow
"G -

om ComecCare Support Center

The articleis displayed by clicking on the title
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&

Help Center / ComeoCare Support Center / | cannot validate a prescription

| cannot validate a prescription

Several causes are possible:

® The prescription is planned in the past; —
* The prescription contains a warning; — HE
x

* The prescription contains an error. - m“ 0
What can | do?
Following what your issue is, here are some solutions:
Your prescription is in the past:

If the prescription is in the past, no more action is possible via the normal flow

At least one of the selected prescriptions contains a warning:

To confirm a warning, please follow those steps:

At least one of your selected prescriptions contains an error:

\Mlhan 2 aracrrintian santaine an arrar 2 red hinhlinhting 2anazre An cama alamants

Note: a link to the table of contentsan be found at the bottom of each articl@his table o
contentslists all available articles. This TabfeContent link is also available on the home scre

5.1.4 Enter arequest

If the solution tothe problemor questionis not foundin the available aitles,a new requestcan be
enteredby clicking on the right categomy the home screen.

A new window will be opened where all the informatiofithe requestcan be enteredA print
screencan be attachedo clarify the requestAll availableinformation should be enteredincluding
but not limited to:

1 Theuser who raised the request

In case of bug reports, thisformationshould bealsoadded
1 The date and timef the problem
1 The impacted treatment
1 The flow that was used
1 A print screen bthe complete screen, including the address,hesernameand date and
time at the bottom right of the screen
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Notice that the Service Desk proposes a list of existing articles typileg. Based on the title the
Service Desk tries to find a related article which might already helpthdthequest.

Therequestshould always be sharegith the complete organizabn, so other stakeholders can

follow the lifecycle ofhe request.

Help Center / ComeoCare Support Center

( _» ComeocCare Support Center
by

est from the options provided.

We: You can raise 3 ComeoCare Support re

an in English because the word used is

Tip: If your search leads you to topics in othe
to put “english” to refine your search.

# Customize

o others languages, do!

ce, you can put "prescription english™ to see topics related to the "prescription” in

t hesitate to also have a look at our FAQ following this link: FAQ - Tabie of Contents

with?

What can we help you wit

Functional support ~
Need help installing, configuring, or troubleshooting? Select this to request...
Raise this request on behalf of *
| v
Summary*
6]
Attachment
Drag and drop files, paste screenshots, or browse
Browse
V
Share with *
& Share with W
m Copcel
d by 4 Jira Service D

5.1.5 Request followup
dicking the Request button on tHeome screen brings up the Request Follow up scréée top of

this page displays the different filter possibilities:

1 RequestStatus
1 Request Creator

1 Request type

Page26 | 28

CCRFU-v1.1-25/03/2021

° KKnoware ComeoCare User Guidlénstructions for Use

SOFTWARE INNOVATORS



> comeo-care Instructions for Use

ComeoCare User Guide vl.l

v
O % Q Requests
. A ’ ‘
Hel, v

Requests

a, cLosep

Clicking on a request brings up the Request Detaidlow, wherethe status of therequestcan be
followed. Furthercommunicaton with the ComeoCare Service Deskmbersis also possiblby
adding a comment. Thisay d working keeps all information abotie request centralized and
makes it easy fathe organization to follow up the requests.

Onthe menu on the righthe requestcan also be cancelled or marked as solféd the meanwhile
the organization hasound the solution, or if the problem does not occur anymore.

Therequestcan be sharedvith other members othis organization if this was forgotten during the

request creation by clicking the plus icoor the Share link. Theg®oplke can then also intervene in
this request by adding their comment.
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The Status label indicates in which st#te request is currentlyThis allows to follow up on the
progression othe request.A notification will be senévery time a status of one difie requests
changesin all cases, a comment Wie added to the requedb explain more about the status
change.The next table contains the possible status values.

Status Description

Waitingfor Support Therequest is waitindo be picked up byhe ComeoCare Service Desk
In Progress The Service Desk is handlihg request

Canceled The requestvas canceledThe reason is mentioned in the comment.
Resolved The request/problem was solved

Closed The request is closed.
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