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Manual No. 13 — Performance Study Module

On 26 May 2022, Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April
2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision
2010/227/EU (hereinafter referred to as the “IVDR”) and the related Act No. 375/2022 Coll., on Medical
Devices and In Vitro Diagnostic Medical Devices (hereinafter referred to as the “Act on MD and IVD”)
governing the area of in vitro diagnostic medical devices took effect. With regard to the postponed
EUDAMED database go-live date to no earlier than Q4 2023, in its transitory provisions, the Act on MD
and IVD reflects the use of the RZPRO medical device registry for agendas that are to be covered by the
EUDAMED database in the future.

This document describes the module for the submission of performance study (hereinafter referred to
as the “performance study” or “SFE”) notifications. Pursuant to the IVDR, PERFORMANCE STUDY / SFEs
are to be notified via EUDAMED. The Act on MD and IVD contains transitory provisions according to
which the RZPRO registry is to be used for the submission of applications for performance studies, their
notifications and record-keeping, notification of substantial changes and reporting of serious adverse
events arising in the course of performance studies until the full performance study module is available.
As of the IVDR effective date, performance study reporting shall be conducted in compliance with the
IVDR. The particulars of a performance study application are governed by Art. 66(1) of the IVDR and
related Annex XllII (sections 2 and 3) and Annex XIV. The particulars of notifications of performance
studies or substantial changes thereto are governed by the respective articles of the IVDR.

To gain access to the performance study / SFE module, it is necessary to register the operation of a
“clinical investigation sponsor”. The process is described in Manual No. 1.

If you wish to perform any action associated with a performance study, please proceed as explained
below:

Manual No. 13 — Performance Study



FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271 732 377 Web: www.sukl.cz

' PS SU KL STATE INSTITUTE Srobarova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz

1. Log in to RZPRO Registry

1) Invyour web browser, open the following site: www.rzpro.cz.

2) Approximately in the middle of the page, you can see a link called “Access to RZPRO for experts
and notifiers”. Click the title with your mouse.

Access to RZPRO for experts and notifiers |

3) The following page will come up and prompt you to log into your user account. Enter your
username (typically composed of the first six letters of your surname and the first letter of your
first name) and password, i.e., the data you have received in the RZPRO access e-mail.

WU I W20 AWl AN WHE WS aaamtn g

Udivatelské jméno / Usemame:

Osabni hesko f PIN

Odeslat / Send || Obnova osobniho hesla / PIN renewal

4)  When you complete the required data, click on the “Send” button. At that moment, check your
mobile phone/e-mail, where a one-time password will be sent. The validity of the one-time
password is limited. Should it expire, please click the “Back” button.
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5) The following page will come up:

Prihlaseni do registril rezortu zdravotnictvi / Login to the registers of the Ministry of Health Q3 Do £ Horis

- Pflhlaseni/ Login

( Jadnorazovy kdd byl 28sidn pomact SMS. / One-time pasaword has been sant to you by SMS.

Jeanorazowy kéd | Ons-
fime password: [ | ]

| Odosiat | Sand || Zost / Bark

The word “SMS” in the green field may be also replaced with the word “e-mail” — it depends on which login

option has been set up.

6) Ina moment, a one-time password will arrive on your mobile phone/e-mail. Please enter the
code in the “One-time password” field and click the “Send” option.
7) A page showing an upper bar will be displayed. On this page, click on the “RZPRO” green field.

b b
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el [
Vazenl uzivatele,
pro nahldseni problému v i vers prosim poutivajte vyhradng HelpDess v catrem prostiedi, vyruens tak urychlite fedeni Vami zadansho poladavku, 2de
umistens apihace HD jo sice funkéni, nicméns 3o taks jedna pouse o 1 verzi, V plipadé, 2o Ma phistup do prosifadi, zaklete Vak pot k na
adresu fulpdees registryEuge o7 Dékujeme.
S pozdravem administratofi
Wepomsx. 222 253 992

Intesmil posia - repfactans zpravy

cgooo
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1) The page displayed in the picture below will appear (the English version is unavailable). On

this page, click the “Studie funkcni zplsobilosti”(performance study)” green field (it will be

displayed only in case of a previously confirmed notification of operation of a “clinical

investigation sponsor” or upon receipt of a power of attorney via JSU from the person for

whom the notification of operation of a “clinical investigation sponsor” has been confirmed.

PR (Ndecan’ regizir Zaravorsiokion proztieakl) RZPR0. werce 1070

U

mi s Heme Osaba Studtie funkEni
. ..

Seznam okoll / Tasks list

Stucia funkéni
usobilosti

Schovat /K

2. Performance Study Module

When you enter the Performance Study module (hereinafter referred to as the “PERFORMANCE STUDY
/ SFE module”) as per the instructions, the homepage with a menu of options and a dashboard will

come up, showing a recapitulation of the active status of handling of applications, reports, and
delivered decisions. The dashboard is not displayed when you run the module for the first time and

there is no application in the system.

W e o

Dom / Home Person Medical Clinical Functional
devices Investigation performance
study

FEunctional performance study.

- Active applications
Navigation

JU

( Edited applications
("Submitted applications )
( List of authorized SFE

Application status

It was appealed

<

)
(" Issued decisions ) Editing
Action a Call for completion
€ New SFE D Processed

Processed
Total

Active decisions

(
‘ o You have no active decisions

o=

Schovat/ Hide

© Help [ —_4

Count

B e e
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2.1. PERFORMANCE STUDY / SFE Module Main Menu

2.1.1. Options menu window

o bd oo

il T L Navigation A
Edited appllcations Sorzexw/ iide
ional per ‘ ' o b 55
e Submitted applications
Maviat o a Ihe app " :
Eczed anplications _List of authorized SFE
Submiited Saplizations -
|t ef autherized SF5 Issued dec's'ons
Jrzsyec decmans
Agticn a L orfod AC tlon =
Huw SF2 Voasescan
a—— New SFE ——

Aclns duincns

o You mave no acive docsons

Navigation:

e Edited applications — displays a list of all not yet submitted applications of the
respective sponsor, with the option to search and display the application detail. When
you click on the application detail, the option allowing you to apply will come up.

e Submitted applications — displays a list of all submitted applications of the respective
sponsor, with the option to search and display the application detail, to run the options
to process the application in terms of the Code of Administrative Procedure (application
withdrawal, appeal, etc.).

e List of authorised PERFORMANCE STUDY / SFE — displays a list of all authorised
performance studies of the respective person with the option to search and display the
PERFORMANCE STUDY / SFE detail.

e Issued decisions — displays a list of all decisions issued by administrative authorities
regarding the submitted applications of the concerned sponsor with the option to search.
The list of decisions is common for several modules at the same time.

Action:

e New PERFORMANCE STUDY / SFE — generates a form for the completion of an
application for the authorisation of an PERFORMANCE STUDY / SFE conduct and its
submission.
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2.1.2. Homepage dashboard

Active applications

Application status
It was appealed
Editing

Call for completion
Processed
Processed

Total

Active decisions

o
(o]
=
=)

lg (S0 (o >N |L-; =

‘ O You have no active decisions

The dashboard is split into the following overviews:

Active applications — displays the number of active pending applications for performance
studies at various stages of the administrative procedure. If you click on the application
count field, the filtered list of the sponsor’s applications will be displayed.

Active decisions — displays an overview of the number of decisions by types and action
status, which have been issued by the Institute and have not become final as yet. If you
click on the Count field, a filtered list of entities for detailed display will come up.

Manual No. 13 — Performance Study



' PS SL’j KL STATE INSTITUTE Srobarova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz

FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271 732 377 Web: www.sukl.cz

2.2, New Application for the Conduct of a Performance Study

To submit a new application for the authorisation of a PERFORMANCE STUDY / SFE conduct, please click the
“New SFE” button on the homepage of the “Performance study / SFE” module.

Navigation -

Edited applications
_Submitted applications
List of authorized SFE
Issued decisions
Action A

New SFE

The form for the submission of a new application for the authorisation of a performance study conduct will
come up.

o e 55
Application delsils « S el - Fontand slinoi dso
Navigation A
Submitted applications e
— T List of authorized SFE

S Issued decisions
Leleta
- Action ry : J
~2CK
Fil Save

L doey Deiete J

Ja Zaiaal otk CheCk 147 W% aln

File
teanlregrrat J
Airacepien SF7 ‘—J

=kn umcer

Upon opening the form for the submission of a new PERFORMANCE STUDY / SFE, the RZPRO registry
allows for the following actions:

e Save - saves the content of the completed form and the saving is confirmed by a
message in the info bar under the navigation icons. It is possible to save also forms that
have not been fully completed and you still work on them.

e Delete - irreversibly deletes the currently opened application form. Forms may be
deleted only if in the “Editing” status.

e Check - saves the content of the form and checks the completeness of the mandatory
fields and included attachments. The result of the check is displayed in an information
message.
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e File—this option will apply for processing to the Institute. Before the submission, the form
completeness check is performed and, if errors are detected, the submission is not
completed, and the user is invited to eliminate the errors. The application Status changes
to “Submitted”.

2.2.1. Application before submission to the State Institute for Drug Control
An application that has not yet been submitted to the State Institute for Drug Control (hereinafter

referred to as the “Institute”) is in the edited status and does not have any allocated file number. The
list of not yet submitted applications is available from the navigation field on the homepage of the
“Performance Study” module.

o ed wd oo

Tewvh | wve [ o Caves Navigaﬁon A

l" Edited applications i
£ o . - b b 55
unclional ormance sty gy M . : \
—p—*“ . Submitted applications _
clhe appicaion T
Ected applications Appiaton sius I~,__LISt Of ayt_horlze_d§FE J
[ SuEmiitad 3aplizations ) . . . )
Clatatmitbacmmses) | | Lo . Issued decisions
Jzsyed decsions =
et S (Rt Action B
C “Hiaw SEE - Prasscancd
Froessand ~ -
L New SFE. ) |
Aclrs duzizcns
0 Yeu mave no acive docsons
@t
Edited applications « Functional performance study,
Search
Sponsor - the name Sponsor - the state SFE title Protocol number
MD name Name of competent healthcare provider thatis SIDC file number Application date - from

J authorized of performing the SFE J |ﬁ J

Application date - to Decision date - from Decision date - to Plenipotentiary agency

I - I - I - )
- Rozsifené vyhledavani

Manufacturer - the name Multicentric The level of health risk Locations of performing the SFE in the Czech
Republic
J @® All items - ]
O Yes J
O No
Ethics committee name Officer's name Application status

J J Editace J

Edited applications

Manufacturer SFE title Medical devic... | File numebr Subject Application sta...  Filing date Deadline to F
Close-... Technika ahoj abc Request for a.. Editing --- not filled in --- --- not filled in ---
Close-... 3M Cesko, sp...  Fritakovnik Friiak-AppleTest The request fo...  Editing --- not filled in --- --not filled in ---
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2.2.2 Submission of a new functional performance study

If you have completed all of the mandatory fields (highlighted in yellow) and uploaded all of the
mandatory attachments, the application may be submitted to the Institute by pressing the “File” button.
When you press the “File” button and confirm the submission of the application (see pictures below),
the application is forwarded to the Institute and may no longer be edited. Editing an application after
its submission is possible only if a request for amendment of the application issued by the Institute is
delivered.

Administrative information

Navigation
I_BECk o appll.catlons Subject Request for authorization SFE Application  Editing
List of authorized SFE status
Issued decisions
Action 4 Notice £
Save Ini
V souladu s § 38 zakona ¢&. 500/2004 Sb., spravni Fad, ve znéni pozdéjsich
Delete N predpisd, maji Giéastnici Fizeni a jejich zastupci pravo nahlizet do spisu. S prdvem
Check ° nahlizet do spisu je spojeno pravo €init si vypisy a pravo na to, aby spravni organ
pofidil kopie spisu nebo jeho &asti. Prévo nahlédnout do spisu a dalsi prava s tim
[ File ] cc spojena se uplathuji vi&i tomu spravnimu orgdnu, ktery se spisem aktualn& disponuje
Reports a pe (Statni Ustav pro kontrolu Ié&iv, resp. Ministerstvo zdravotnictvi CR).
Copyioiithe application Vesdkeré Udaje jsou zpracovény pro Glely Registru zdravotnickych prostfedkd (RZPRO).
Application fee A Ini S témito Udaji bude naklddéno pouze zplsobem odpovidajicim pfisluénym ustanovenim
1 000,00 K& " zakona &. 101/2000 Sb., o ochrané osobnich udaji a o zméné nékterych

zakont, ve znéni pozdéjsich predpisti. K osobnim Udajiim budou mit pfistup pouze
N: opravnéné ufedni osoby vazané miéenlivosti.

Prohlasuji, Ze vSechny Gdaje uvedené v této Zadosti jsou spravné, uplné
Cc - 7 x
a zakladaji se na pravdé.

pe
Souhlasim, ze midze SUKL kontaktovat etickou komisi.

Cl

Next

SFE title 555555555555555555 ‘
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Administrative information

Navigation
Back to applications : L
Subject Request for authorization SFE Application  Editin
List of authorized SFE ! i dihorizat sf;‘fus 1
Issued decisions
Action a
Ini —
Save Recapitulation (%)
Delete . ) . : ’ . .
N: Filing is the next step will create payment instructions with detailed payment
Check information at the following amounts:
l i ] Cc dmini ive f v
Reports R pe Administrative fee 1 000,00 K¢
Copy of the application Compensation expert activities 0,00 K¢
Application fee A I
ni
1 000,00 K&
Nz
Platby musi byt provedeny do péti dnd od podéni zédosti. Nebudou-li platby zatétovany
C¢  bankou prijemce ani do dvaceti dnli od podéni zadosti, bude Fizeni zastaveno.
pe
Cl
Legislativa | SFZ dle ¢l. 58/1 -

2.3. Submitted Applications for Performance Studies

2.3.1. Searching and filtering submitted applications

On the PERFORMANCE STUDY / SFE module homepage, click on the “Submitted applications” button.
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oa

Swdimaee  Awn o eeor Navigation
____Edited applications —
A - s z = £ Helis | -
Ll v (_Submitted applications

Actrow wesdiasure

Nydgyion - . - = =

s e \__List of authorized SFE _
D Lubmittes wpp catians == T — e ——— L ————
Tt of G S roe ssoned L Issued decisions
Lexiimd casicanx kg
Ao S o Action -
Hew SFE LA
Frocases o .
g \ New SFE ———
Actrem decooonx
@ oo v s |
@ Hep -
Submitted applications « Functional performance study,
Search
Sponsor - the name Sponsor - the state SFE title Protocol number

)

"

)

MD name
authorized of performing the SFE

Name of competent healthcare provider that is SIDC file number

J

Application date - from

) 5)

Application date - to Decision date - from

5)

&)

Registration number

+ Rozsirené vyhledavani

Submitted applications

Decision date - to

S— )

Manufacturer SFE title Medical devic... File numebr Subject
Close-... Abbott Labora... =~ 55555555555...  Spalnickytest sukls7827/2022 Request for a...
Close-... "E&BPharm... Studie M Trist sukls6997/2022  Reauest for a...

Application sta...

Submitted
Accepted

Plenipotentiary agency

Filing date Deadline to
29.12. 2022 27.02.2023
07.12. 2022 05. 02. 2023

G

Plenipotentiar...

A search using a filter can be done by completing one or more filter fields and pressing the “Search”
button, which will retrieve the filtered submitted applications.

Overview of statuses:

EDITING — a file number has been allocated — the application contained shortcomings based on which the

Institute invited you to amend the application and you have already opened the application detail; you can
amend/supplement the application in the editing status.
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VALIDATED - the application is at the validation stage until verified application issuance is notified.

UNDER PROCESSED — the Institute’s officer assesses the application/requested application amendment
in the assessment stage

PROCESSED — the application or requested application amendment has been assessed and the outcome
forwarded for signature

ACCEPTED - the application contains all of the particulars required by law and the Institute has issued
a decision on PERFORMANCE STUDY / SFE conduct authorisation.

CALL FOR COMPLETION — you have received a request to amend the application, which has to be
responded to within the timeline established by the resolution which forms part of the request for
amendment.

TERMINATED - the Institute has issued a resolution to stop the administrative procedure concerning
your application.
REJECTED - the Institute has issued a decision to decline the submitted application.

APPLICATION WITHDRAWN- you have withdrawn your application. Based on this action, the Institute
will issue a resolution to stop the procedure. When the resolution is issued, the application status will
change to “Terminated”.

2.3.1.2. Submitted application detail

To display the detail of any submitted application, which has been generated, saved, and submitted,
click on the “Close-up” button in the list of submitted applications.
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Search
Sponsor - the name Sponsor - the state SFE title Protocol number
MD name Name of competent healthcare provider thatis SIDC file number Application date - fro
J authorized of performing the SFE J
Application date - to Decision date - from Decision date - to Plenipotentiary agen

Registration number

+ Rozsirené vyhledavani

Submitted applications

Manufacturer SFE title Medical devic... File numebr Subject Application sta... = Filing date
55555555555...  Spalnickytest sukls7827/2022  Request for a... Submitted 29.12. 2022
Studie M Trist sukls6997/2022  Request for a... Accepted 07.12. 2022

The filled-in application in the pdf format will be generated by clicking on the “Copy of the application”
button.

& Help

Application details « Submitted applications « Functional performance study.

Administrative information

Navigation -
Back to applications X —
: - Subject Request for authorization SFE Application Submitted
List of authorized SFE status
Issued decisions
Acti i .
g = Filing date 29, 12. 2022 SIDCfile  sukls7827/2022
Withdraw application number

Reports -

0] f licati
Copy_of the application Information on the notifier
€€ prescription

ML G R e e S AL aamammn

SIS

2.3.1.3. PERFORMANCE STUDY / SFE registration number

For an authorised PERFORMANCE STUDY / SFE, a unique identifier (registration number) will be
generated — these are displayed in the list of authorised PERFORMANCE STUDY / SFEs.
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Search

Functional performance study -

Manufacturer SFE title SIDC file number Registration number Medical device name Protocol number

Cesky trad zem&maficky ... testujeme sukls862/2022 0106 test 1234 =
Cesky Ufad zeméméficky ...  spalnicky2 sukls737/2022 0112 Spalnickytest 123456789
W Geskytradizememenicky’. | evidencni cisioloprava SukIs11i78/2022 0116 3005

Manual No 13 — Performance Study



FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271 732 377 Web: www.sukl.cz

' ® ' SU KL STATE INSTITUTE Srobarova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz

2.4 Actions in Response to the Institute’s Reaction to the Submitted
Application

Based on the Institute’s reaction, it is possible to perform the following actions in the Detail of a
submitted application:

Administrative information

Navigation A
Back to applications % e
- - Subject Request for authorization SFE Application  Call for completion
List of authorized SFE status
Issued decisions
Acti - .
ction - Fiingasiell 2o 12 2022 SIDC file sukls7827/2022
Withdraw application number

File an appeal

Abandonment of appeal Information on the notifier

Append an application

Repor: Name Cesky Urad zem&méficky a katastraini ID No. 00025712

Copy of the application

Fee prescription Contact InZenyr :-) Jan Prasek Registration 003172

e Withdraw application — based on an application withdrawal, the Institute stops the administrative
procedure and no longer considers the submitted application.

e File an appeal — the application submitter files an appeal from the decision issued by the Institute. The
filed appeal must comply with the Code of Administrative Procedure.

e Abandonment of appeal — the submitter abandons their right to appeal, which makes the decision
final upon that moment; if the conduct of the performance study is authorised, the study may be
commenced on the day following the date of the decision becoming final.

e Append an application — allows to amend/edit an application based on the Institute’s request for
amendment.

2.4.1. Withdrawal of a submitted application

The submitted application may be withdrawn by pressing the “Withdraw application” button. This
generates a Notice within which it is necessary to tick the declaration confirming that you are
withdrawing the application. Thereafter, click the “Withdraw application” button (the picture below
refers to). A withdrawn application may no longer be edited and based on the withdrawal; the Institute
shall issue a resolution to stop the administrative procedure. This action is irreversible, and should the
applicant thereafter wish to conduct the respective performance study, they will have to apply with
the Institute for the PERFORMANCE STUDY / SFE authorisation again.
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ACTION A

- - Filing date 29. 12. 2022 SIDC file sukls7827/2022
. Withdraw applica J number
[ File an appeal J
(Abandonment of appeal) T
("Append an application | Notice ()
Reports = Name v souladu s § 38 zakona €. 500/2004 Sb., spravni Fad, ve znéni pozdéjsich
( Copy of the application ) piedpisli, maji Géastnici Fizeni a jejich zastupci pravo nahlizet do spisu.
r Fee pre=ciption Y Contat S pravem naijllzet 90 spisu je spojeno pravo Einit si vypisy a prave na to, a_by
persor SPravni organ poridil kopie spisu nebo jeho ¢€asti. Prévo nahlédnout do spisu
a daldi prédva s tim spojend se uplatiuji v@& tomu spravnimu orgdnu, ktery
se spisem aktualné disponuje (Statni Ustav pro kontrolu |é&iv, resp. Ministerstvo
zdravotnictvi CR).
Inform
Veskeré Udaje jsou zpracovany pro Uéely Registru zdravotnickych prostiedkd
Name (RZPRO). S témito (daji bude nakladano pouze zplsobem odpovidajicim

prislusnym ustanovenim zakona €. 101/2000 Sb., o ochrané osobnich udajt
a o zméné nékterych zakoni, ve znéni pozdéjiich predpisl. K osobnim udajim
Contac budou mit pfistup pouze opravnéné uredni osoby vazané mléenlivosti.
persor

Prohlasuji, Ze podanou Zadost beru zpét.

‘ Close-
{ Withdraw application } =

‘ SFi
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2.4.2. Appeal from the Institute’s decision

It is possible to file an appeal from a decision by pressing the “File an appeal” button. This brings up a
form to enter the text on the appeal rationale and it is mandatory to attach the document containing
the submitter’s appeal (click on the “Select” button). The appeal may be submitted by pressing
the “File” button. Appeals are heard by the Ministry of Health of the Czech Republic.

-
Application details « submitted applications « Functional performance study
Navigation = Appeal « Decision « |ssued decisions « Functional performance study,
Back to applications Redgoning - :
DI n all for completion
List of authorized SFE B
Issued decisions Appeal 20.12. 2022
: date
Action
2 SuKIs7827/2022
Withdraw application Text of appeal
[ File an appeal B I U ax (inherited font) v  (inherited size) v
Abandonment of appeal infofmatici e == T
Append an application
Reports A Name 00025712
Copy of the application
Fee prescription Contact n 003172
o Permitted attachements are: *.jpg, *.jpeg, *.pdf, *.odf, *.rtf, *.doc, *.doc;
Attachments Select files
File

2.4.3. Abandonment of appeal

In case the applicant needs the decision issued by the administrative authority to become final earlier
than upon the expiry of the timeline for appeals from the respective decision, they may abandon their
right to appeal from the decision. The right to appeal may be abandoned by clicking the “Abandonment
of appeal” button and subsequent confirmation by pressing the “Ano” (Yes) button.
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2.4.4. Amendment of a previously submitted application
The active applications on the homepage contain also requests for amendment (“Call for completion”
status). Click on the active numeral in the “Count” column.

uuu@

Domu / Home Person Medical Clmlcal Functional
devices

er
study

Functional performance study

B Active applications
Navigation A

Edited applications Application status Count

Submitted applications |

It led
" List of authorized SFE | Was 4ppodas

[N

Issued decisions Editing 16
Action a Calllfor completion _
New SFE Processed 6
7 Processed 5
Total 29

Active decisions

’ 0 You have no active decisions

This will bring you to your submitted applications for which a request for amendment is available.
Click on the “Detail” section for an application which is in the “Append an application” status —i.e.,
click the “Close-up” button for an application with SUKL'’s file no. sukls....., which is specified in the
request for amendment that you have received in your data mailbox or via a postal delivery service.
The detail of the application will then come up.

If you wish to display the document that you have received in your mailbox or via a postal delivery
service, i.e., the request for amendment of the application — click on the “Decision” tab. The
“Decision” tab cannot be used to amend the application.

To amend the application as requested, it is necessary to go back to the application (i.e., the “Detail”
tab.).

To amend the application as requested by the request for amendment, click on the “Append
application” option. This will bring up the same form as that for the submission of a new
PERFORMANCE STUDY / SFE, with defaulted data from your previous submission of the concerned
PERFORMANCE STUDY / SFE, which may be amended, or it is possible to enclose new attachments.
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-
Application details « submitted applications « Functional performance study
—— Administrative information
Navigation
Back to applications SUbiot = - . p— Applicati o -
ubjec t thorizati ication i
(Cetor authorzad 55D J equest for authorization stz‘t)us all for completion
Issued decisions
Acti e .
£I0D 2 Filing date  29.12. 2022 SIDC file sukls7827/2022
Withdraw application number
File an appeal J
(Abandonment of appeal Information on the notifier
I Append an application I
Reports A Name Cesky Urad zeméméficky a katastraini ID No. 00025712
(_Copy.of the application )
Fee prescription __J Contact InZenyr :-) Jan Prasek Registration 003172

The application may be amended in stages; always click on the “Save” button to save your changes. As
soon as you amend all the particulars of the requested amendment, click on the “File” button to submit
the amended application to the Institute. To make sure that the application has been submitted,
please check that the application status has been changed from “Editing” to “Submitted”.

5pplication details « submitted applications « Functional performance study

Administrative information

Navigation
Back to applications ) .
- = - Subject Request for authorization SFE Application  Editing
List of authorized SFE status
Issued decisions
Action A Notice (%)
Save ni n . . L "
V souladu s § 38 zakona ¢. 500/2004 Sb., spravni rad, ve znéni pozdéjsich
Delete _ predpisd, maji Géastnici Fizeni a jejich zastupci pravo nahlizet do spisu. S pradvem
Chack ° nahlizet do spisu je spojeno pravo &init si vypisy a pravo na to, aby spravni organ
. pofidil kopie spisu nebo jeho éasti. Pravo nahlédnout do spisu a dalsi prava s tim
| loc  spojend se uplathuji vi& tomu spravnimu organu, ktery se spisem aktudlné disponuje
Reports ry pe (Statni Ustav pro kontrolu |é¢iv, resp. Ministerstvo zdravotnictvi CR).

CopyoRthelapplication Veskeré (daje jsou zpracovany pro Uéely Registru zdravotnickych prostiedki (RZPRO).

Application fee A = S témito Udaji bude nakléddédno pouze zplsobem odpovidajicim pFislusnym ustanovenim
zakona ¢. 101/2000 Sb., o ochrané osobnich udaji a o zméné nékterych
zakont, ve znéni pozdéjsich predpisi. K osobnim Gdajim budou mit pfistup pouze

N: opravnéné ufedni osoby vazané mléenlivosti.

Prohlasuji, Ze vSechny Gdaje uvedené v této Zadosti jsou spravné, uplné
a zakladaji se na pravdé.

Souhlasim, Zze mize SUKL kontaktovat etickou komisi.

Cl

Next

SFE title 555555555555555555 J
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2.5 Management of Authorised PERFORMANCE STUDY / SFEs

2.5.1. List of authorised PERFORMANCE STUDIES / SFEs

If you wish to display the list of authorised applications for performance studies, use the “List of
authorised SFE” option.

Ll o e 1 B

Domi ( Home Pirson Madical Choigal Funetional
cevicen P
study

Functional performance study

Active appications
Nevigsation -

Edited applications

G

Application stalus Count

jtied apoicat
- - twas appealed
List of authorized SFE
Editing

Tscued decsions -
Achon A Submitted hl
s Aborted 1
New SFE Aboste 1
Call for compietior 1
Valateo 1
rocessed 4
Processed 2
Total 28

Active decisions

This will bring up a list with the option to apply filters, just as described in chapter “2.3.1. Searching
and filtering submitted applications”. The description of individual fields of the search filter is
available from the RZPRO user manual.
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For more detailed information on the performance study, the possibility to submit a report on
PERFORMANCE STUDY / SFE initiation, submitting an annual report, etc., and the conduct of other
actions (application for change to PERFORMANCE STUDY / SFE, application to continue a PERFORMANCE
STUDY / SFE previously suspended by the sponsor or the Institute), click on the “Close-up” of the
concerned PERFORMANCE STUDY / SFE in the list of authorised PERFORMANCE STUDIES / SFEs. This
will bring up the PERFORMANCE STUDY / SFE detail with individual tabs containing detailed information
on the PERFORMANCE STUDY / SFE and a panel with buttons for the submission of individual reports
and applications that may be filed for the authorised PERFORMANCE STUDY / SFE.

Functional performance study detail « List of authorized SFE « Functional performance study

Navigation A Close-up Administrative information History Reports Decision Applications Persons Serious adverse event

_Submitted applications
__List of authorized SFE |
Issued decisions
SFE reports

Sponsor details
e ~ Legislativa SFZ dle ¢l. 581

Informace o Studii funkénf zpusobilosti

Je zadavatel SFZz EU?  Yes

Application for the SFE
change J Zkraceny nazev SFZ J
Annual report

Serious adverse event
Ref. No. 0106 J
(SAE) report et e
SFE suspension
SFE termination Je zadost predkladana soubézné s Zadosti o KH v souladu se smérnici 2001/20/ES a zakonem &. 378/2007 Sb.? No
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2.6. Actions conducted in Respect of an Authorised PERFORMANCE STUDY / SFE

The actions that may be conducted for authorised PERFORMANCE STUDIES / SFEs (reports, application
for change of PERFORMANCE STUDY / SFE) may be carried out in the RZPRO only after you click on the
“Close-up” of the concerned PERFORMANCE STUDY / SFE in the “List of authorised PERFORMANCE
STUDY / SFE“!

When you click the button for individual reports, it is then possible to go back by clicking on the
“performance study detail”.

The following actions may be carried out under the detail of an authorised PERFORMANCE STUDY / SFE:

e Application for the PERFORMANCE STUDY / SFE change — may be submitted also
before the start of the PERFORMANCE STUDY / SFE.

e Information about the PERFORMANCE STUDY / SFE starting — once the
PERFORMANCE STUDY / SFE initiation report has been submitted, this option is no
longer available, and editing the original report is no longer possible.

e Annual report — the button for its submission will be displayed only after the
“Information about the PERFORMANCE STUDY / SFE starting” report is submitted.

e Serious adverse event (SAE) report — serves for SAE reporting; the list of SAEs
reported via RZPRO is available from the “Serious adverse event” tab.

e PERFORMANCE STUDY / SFE suspension — the button for the notification of a
PERFORMANCE STUDY / SFE suspension will be displayed only after the “Information
about the PERFORMANCE STUDY / SFE starting” report is submitted.

e PERFORMANCE STUDY / SFE termination — when the report on performance study

termination is submitted, the only options available is a SAE report submission and
final report submission.

e Final report — the button for the submission of the final report will be displayed only
when the PERFORMANCE STUDY / SFE termination report is submitted.
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2.6.1. Performance study initiation

To report a PERFORMANCE STUDY / SFE initiation, click on “Information about the SFE starting” in the
detail of the authorised PERFORMANCE STUDY / SFE. This will bring up a form where it is necessary to
enter the date of performance study initiation and where attachments may be enclosed (optional). If
you click on the “Send” button, the report will be displayed to the Institute. The PERFORMANCE STUDY
/ SFE initiation report may only be submitted once. A submitted report may no longer be edited.

Functional performance study detail « List of authorized SFE « Functional pt

Navigation 7% Close-up | Administrative information History F

|_Submitted applications
[ List of authorized SFE
Issued decisions
SFE reports
Sponsor details

Informace o Studii funkéni zpusobilosti

Je zadavatel SFZzEU?  Yes

Action < Legislativa SFZ dle ¢l. 58/1
Application for the SFE

change Zkraceny nazev SFZ
Information about the

SFE starting

0121
Annual report

Ref. No.

Serious adverse event
(SAE) report

SFE suspension

Je Zadost predkladana soubézné s zadosti o KH v sc

SFE termination Uredni registraéni &islo KH

. : ﬂmﬂ « Eunctional per
Functional performance study detail « List of auforized SFE « Functional pi

study detail « List of authorized SFE « Functional performance sty

SFE information

Navigation .
Navigation a Close-up | Administrative fhformation = History ~ F Funm:trrdlyp::t:rr;"ance SFE tile 5565556555555555555
Submitted applications
- 22 > Informace o Studii funkéill zpUsobilosti SEE reports
(_ List of authorized SFE Action N Status Launched
Issued decisions 1 Save
SFE reports Sezadgialc SEZZEC I Submitter Gesky Ufad zemémeéficky a katas
Sponsor details
Action A Legislativa SFZ dle ¢l. 58/1 MD name Spalnickytest
Application for the SFE
= 2 - - [ Reporting information
Information about the
SFE starting
Ref. No. 0121 Report type Information on the commenceme
Annual report
Serious adverse event
(SAE) report Je Zadost predkladana soub&zné s Zadosti o KH v sc Status report Editing

SFE suspension
SFE termination

Uredni registraéni &islo KH
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2.6.2. Application for the performance study (SFE) change

If the sponsor wishes to perform a change to an authorised performance study, they are obliged to
report the change to the Institute in compliance with Article 71 of the IVDR and MDCG 2022-6 Guidance
on significant changes regarding the transitional provision under Article 110(3) of the IVDR.

In the performance study detail, click on the “Application for the SFE change” option. This will
automatically generate and save a new application of the “Application for the PERFORMANCE STUDY /
SFE change” type in the “Editing” status and fields from the latest effective PERFORMANCE STUDY /
SFE authorised version will default in the application. The application must be edited as follows: complete
the “Justification” field and enclose the necessary attachments (attachments “Proposal of changes in
PERFORMANCE STUDY / SFE documentation” and “Written approval of the ethics committee with
changes of PERFORMANCE STUDY / SFE documentation” are mandatory); thereafter, save the
application (use the “Save” button). If the application is complete, it may be submitted to the
Institute for approval of the change to the performance study (use the “File” button). After the
submission, the status of the application will change to “Submitted” and the application may be
displayed in the list of applications. The subsequent options available are the same as those
described in chapter 2. 2. 2. “Submission of a new performance study”.

In case you have generated the application for a PERFORMANCE STUDY / SFE change by mistake, it may
be removed by clicking on the “Delete” button, unless it has been submitted.

i Application details « submited applications « Functional
Functional performance stu —p"p"——'—— R et
——- Administrative information
Navigation X Clolle-up Navigation A ns  Senou
Submitted applications Back to applications Sutkect
e - . Request
List of authonzed SFE g T T B 7 ) eques
1ssued decisions
. e 720 Issued declsions
SFE reports
sor detail Action A
Sponsor detalls Information on the notifier
Action - egish Save
Application for the SFE | L
change 5 Delete Name Cesky i
Annual report it R g
= Check
Serous adverse event
(SAF), repart Ret' N File Contact person InZenyr
SFE suspension |
c Reports N
SFE termination
e Copy of the application 178:2007.Sb.2
Application fes N

Information on the petitioner
nnn wve

2.6.3. Different file numbers of applications for performance study (PERFORMANCE STUDY / SFE)
authorisation of changes and applications for continuation
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In case of submission of an application for the authorisation of changes to the PERFORMANCE STUDY /
SFE and PERFORMANCE STUDY / SFE continuation, separate file numbers are generated. In case of
submission of an application for PERFORMANCE STUDY / SFE authorisation or PERFORMANCE STUDY /
SFE continuation, a new file number is generated in the procedures. In the sphere of performance
studies, it is necessary to distinguish individual procedures from each other and for each, a separate
file must be kept.

In the beginning, there is always the PERFORMANCE STUDY / SFE authorisation procedure, which is
concluded by a decision. During the conduct of an authorised PERFORMANCE STUDY / SFE, however, a
need to change it may arise. The Institute must be notified of any such change, and the change must be
approved by the Institute.

Each change hence represents a new matter which is to be addressed by a separate file and under a
unique file number. The initiation document that triggers the establishment of a new file is in this case
the notification of the change to the performance study.

2.6.4. Serious adverse event (SAE) reporting

The sponsor is obliged to inform the Institute about arising SAEs immediately as they arise, in compliance
with Article 76 of the IVDR.

To report an arising SAE or a modification thereof, click on the “Serious adverse event (SAE) report”
button in the detail of the authorised PERFORMANCE STUDY / SFE. It is mandatory to provide a text
description of the SAE and to upload the SAE report form as an attachment.

New report « Functional study detail « List of authorized SFE « Functional study

thorized SFE « Functional pi = SFE information

Navigation

Functional performance study detail « List of

S oML PATICTRRICS SFE title 555556555555555555

. tudy detail
Navigation a Close-up | Administratif information = History — iep:s
Action - Status. Launched
Submitted applications ; X o
- . Informace o Studii funiEni zpusobilosti Ss 2
List of authorized SFE Submitter Cesky ufad zeméméficky a katastraini
Issued decisions 5
SFE reports Je zadavatel SFZ z E Yes i daldsoat
Sponsor details Reporting information
: Legislativa SFZ dle ¢&l. 58/1
Action - g Report type Reporting serious adverse events (SAE)
Application for the SFE
change Zkraceny nazev SFZ R tee Edig
InforrsnFaEtion about the Serious adverse events reports
starting
Ref. No. 0121
Annual report
Serious adverse event
(SAE) report ST TR aNE soubé2né s Zadosti o KH v s¢

SF-E suspension

SFE termination Ufedni registraéni &islo KH

Add Attachment
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2.6.5. Annual report

To submit the annual report, click on the “Annual report” button in the detail of the authorised
PERFORMANCE STUDY / SFE. This button is not available until the PERFORMANCE STUDY / SFE initiation

report is submitted; see section 2.6.1. “Performance study initiation”.
New report « Functional performance study detail « List of authorized SFE « Functional performance st

Functional performance study detail « List of §uthorized SFE « Functional pi SFE infomaton
LU= PA R RR LS TR A A A e A= 1L Navigation
R o) | 555555555555555555
Navigation A Close-up Administratiie information History f T
P ———— = w . ction a Statu Launched
\_Submitted applications ) X . . - < — —
- — — Informace o Studii funfieéni zpusobilosti s - -
. List of authorized SFE “ Submitter Cesky drad zememeficky a katar
(_Issued decisions ) "
- e Je zadavatel SFZzE?  Yes ol SEanen
_SFE reports J
: Sponsor details / Reporting information
e ~ Legislativa SFZ dle ¢&l. 58/1 e Yearly Report
" Application for the SFE | —
change J Zkraceny nazev SFZ Stk il
| Information at?out the | N e
I P - - I Ref. No. 0121 2022
L Annual report ) | —— —
Serious adverse event |
(SAE) report J Je Zadost pfedkladana soubézné s zadosti o KH v s¢
(___ SFE suspension ) Attachments
. SFE termination ) Uredni registragni &islo KH
Add Attachment
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2.6.6. Performance study suspension

To report a performance study suspension, click on the “SFE suspension” button. To resume a
suspended PERFORMANCE STUDY / SFE, please proceed as explained under section 2.7. 1

“Continuation of a performance study suspended by the Institute or sponsor”.
New report « Functional performance study. detai « List of authorized SFE « Functional performance

Functional performance study detail « List of duthorized SFE « Functional i~ *evoeten
e oAy SFE e 556566655555565555
< A ini 3 H 1 SFE reports
Navigation a Close-up | Administratige information  History | — il | o R
(_Submitted applications ) o . .
:7 U 1K = PP ications s Informace o Studii funfféni zpusobilosti —— I Submitter Cesky ufad zeméméficky a ka
.__List of authorized SFE |
g — name Spalnick) t
. Issued decisions | " J7 MO palnickytesf
'SFE reports. ) JoZadavatel SEZ ZEE SRS Repariing informaton
: sPonsor details j Report type Int tion of SFE
lepor e erru| n of
Action = Legislativa SFZ dle &l. 58/1 “
" Application for the SFE | Sl S
change J Zkraceny nazev SFZ SFE suspansion
~ Information about the |
SFE startin.
> B Ref. No. 0121
L Annual report
" Serious adverse event |
suspension date (]
(SAE) report ) Je Zadost pi‘edklédanfoubéiné s Zadosti o KH v s¢ Eb g
(| __SFE suspension || mem
) Attachments
\___SFE termination___J Uredni registraéni &islo KH
Add Attachment

Manual No 13 — Performance Study



FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271732 377 Web: www.sukl.cz

' PS SL’] KL STATE INSTITUTE Srobérova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz

2.6.7. Performance study termination

To report the termination of a performance study, click on the “SFE termination” button.

lew report « Functional performance study detai « List of authorized SFE « Functional study

Functional performance study detail « st of authorized SFE «E . e momaton
S T SFE o 555555555555555555
Navigation a Close-up | Admirgstrative information S
s wre = o q Action N Status Launched
(_Submitted applications ) - - e
2 = Informace o Stufflii funkéni zpusobilosti Submitter Cesky ufad zeméméficky a katastralni
{_ List of authorized SFE
P IS,S,U,ed, de;isjons J 5 2 » MD name Spalnickytest
"SFE Feports. - Je zadavatel z EU? es =
C Sponsor details )
Adiion . Legislativa SFZ dle &. 5¢ alic sl
" Application for the SFE | e S8
change J Zkraceny nazev|pFZ SFE tarmination
Information about the | —
SFE startin J
L g. Ref. No. 0121
Annual report
" Serious adverse event | P =

(SAE) report
SFE suspension
I : SFE termination I

Je Zadost pfedkfidana soubéZné s Zados

Altachments

Add Attachment

2.6.8. Performance study final report

To submit the final report, click on the “SFE report” button.

Functional performance study detail « List of aut

Navigation A Close-up | Administrative

( Submitted applications )
(_ List of authorized SFE

Informace o Studii funkér

Issued decisions )

Je zadavatel SFZ z EU?

( SFEreports )
( Sponsor details
Action A Legislativa
Serious adverse event
(SAE) report Zkraceny nazev SFZ
( ! SFE report !
Raf Nan
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2.6.9. List of all reports

If you wish to display the list of reports for individual PERFORMANCE STUDIES / SFEs, click on the “SFE
reports” button. The list is designed to display a listing of individual reports from all authorised
functional performance studies.

You can search the list using filters and sort the list in ascending/descending order by individual
columns. The report detail may be opened by clicking on the row of the required report.
Functional performance StUdy detail « List of authorized SFE « Functional performance study,

Navigation a Close-up | Administrative information ~ History = Reports =~ Decision = Applications = Persons  Serious adv
(_Submitted applications )
List of authorized SFE
Issued decisions )

SFE reports )

Sponsor details

Informace o Studii funkéni zpusobilosti

Je zadavatel SFZz EU?  Yes

Action 2 Legislativa SFZ dle ¢l. 58/1

Application for the SFE |
change J Zkraceny nazev SFZ J
Annual report

Serious adverse event |
Ref. No. 0121 J
(SAE)._report e

SFE suspension
SFE termination

Je Zadost predkladana soubézné s zadosti o KH v souladu se smérnici 2001/20/ES a zakonem ¢&. 378/2007 Sb.? No

SFE reports « Functional performance study,

List of reports

Status Type Plenipotentiary agency

Search

Report type Filing date Status Submitter File numebr
Information on t... 30. 12. 2022 Sent Cesky Gfad zem... = sukls7827/2022
Interruption of SFE = 23. 05. 2022 Processed Cesky ufad zem...  sukls792/2022
Completion of SFE = 23. 05. 2022 Sent Cesky ufad zem...  sukls737/2022
Information on t... 13. 05. 2022 Sent Cesky ufad zem...  sukls862/2022
Information on t... 10. 05. 2022 Processed Cesky Gfad zem...  sukls873/2022
Interruption of SFE ~ 10. 05. 2022 Processed Cesky Gfad zem...  sukls869/2022
Rannrtina carinni n4a NR 2N22 Qant Coacl fad 7zem <1ikle7Q02/2022
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2.7. Suspension of an Authorised Performance Study by the Institute

The Institute may temporarily suspend a performance study previously authorised thereby.

You will be informed about the suspension of an ongoing performance study using the delivery of a
resolution issued by the Institute.

2.7.1. Continuation of a performance study suspended by the Institute or sponsor

In case of a suspended investigation, it is possible to apply for PERFORMANCE STUDY / SFE
continuation when the reasons for the suspension no longer exist, requesting a resolution authorising
the continuation of the PERFORMANCE STUDY / SFE from the Institute. If it is necessary to update the
documentation, it is also necessary to apply for a change to the PERFORMANCE STUDY / SFE (section
2.6.2. refers). It is necessary to first submit the application for continuation and only then the
application for change to the PERFORMANCE STUDY / SFE.

2.8. Discontinuation of an authorised Performance Study by the Institute (ex officio)

The Institute may stop an ongoing performance study the conduct of which it has authorised.

The decision on the discontinuation of the performance study by the Institute will be displayed on the
dashboard, which is provided on the PERFORMANCE STUDY / SFE module homepage, or it will be
available from the “Issued decisions” list on the homepage or in the detail of the concerned
PERFORMANCE STUDY / SFE.

It is possible to file an appeal from the Institute’s decision on the discontinuation of an authorised
performance study via the RZPRO (section 2. 4. 2. “Appeal from the Institute’s decision” refers).

Once the decision on the discontinuation of the performance study becomes final, the decision is
permanent, and it is no longer possible to submit an application for PERFORMANCE STUDY / SFE
continuation.
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' ® ' SU KL STATE INSTITUTE Srobarova 48 Telephone: +420 272 185 111 E-mail: posta@sukl.cz

FOR DRUG CONTROL 100 41 Prague 10 Fax: +420 271 732 377 Web: www.sukl.cz

Should you encounter any unclarities regarding the procedures to be followed in the Performance Study
Module, please contact SUKL at:

email: SZP_RZPRO_dotazy@sukl.cz

tel. +420 272 185 933

Should you encounter technical problems when filing your application, please contact UZIS:
Tel.: +420 222 269 999 — general UZIS helpline
helpdesk.registry@uzis.cz

Generals questions should be addressed to SUKL at: +420 272 185 333
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