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Manual no. 4 - Clinical Investigations

In compliance with the transitory provisions of Section 74 par. 1, 2 and 3 of the Act 89/2021 Coll., on
Medical Devices and on Amendment to Act No 378/2007 Coll., on Pharmaceuticals and on
Amendments to Some Related Acts (Act on Pharmaceuticals), as amended (further referred to as “Act
on MD”) until the full functionality of the clinical investigation module of the Eudamed database, the
sponsor shall submit the applications for clinical investigation, applications for changes to clinical
investigations and report serious adverse events in the course of clinical investigations of medical
devices (SAE) in compliance with Act No 268/2014 Coll., as amended, in the version effective prior to
the date of coming into force of the Act on MD, i.e. electronically via the Registry of Medical Device
(further referred to as “RZPRO”). In addition, to the requirements of the application laid down in the
Administrative Code, the application shall also include the clinical investigation dossier referred to in
Chapter VI (Articles 62 —82) and Annex XV of the Regulation (EU) 2017/745 of the European Parliament
and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC)
No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and
93/42/EEC (further referred to as “MDR”). It is also advisable to use the technical standard ISO
14155:2020 - Clinical trials of medical devices for human purposes - Good clinical practice to properly
meet the requirements of the MDR in terms of clinical trials.

The Clinical Investigations Module is available only to those persons who are registered in the Registry
of Medical Devices and, concurrently, have notified their activity of a “Clinical Investigation Sponsor”
(user role Notifier). Furthermore, the module is available to the Agency (authorised representative of
the clinical investigation sponsor) to which the Notifier granted Power of Attorney via the Registry of
Medical Devices — instructions for “Granting Power of Attorney to the Agency” refer.

In case any act in respect of a clinical investigation is to be performed, you shall proceed as outlined
below:

1. Login to the Registry of Medical Devices

1) In your internet browser (the system is supported by the following browsers: Internet Explorer,
versions 8-10, and Firefox, versions 4-17), open www.rzpro.cz.

2) Inthe middle section of the page, you will see a hyperlink called “Access to RZPRO for experts and
notifiers”. Mouse-click the heading.

Access to RZPRO for experts and notifiers {the "Login" in the upper left comer)

3) The following page, asking you to log into your user account, will be displayed. Enter your user
name (usually composed of the first six letters of your surname and the first letter of your name)
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and password, i.e. the data you have received in the e-mail for access to the Registry of Medical

Devices.

Prihlageni do registrd rezortu zdravotnictvi
PFihlaseni
UZivatelské jméno:

Qsobni heslo:

Odeslat || Obnova osobnino hesla

4) Once you complete the required data, click on the “Odeslat” (Submit) button. At that moment,
check your mobile phone (or e-mail) where a one-time code will be sent. The one-time code is of
limited validity. Should it expire, it would be necessary to click on the “Zpét na odesldni
jednordzového kodu” (Back to one-time code sending) button.

5) The following screen will be displayed:

Pfihlaseni do registri rezortu zdravotnictvi

PFihlaseni

(| Jednorazowy kod byl zasién pomoci SMS.

Jednorazovy kod:

| Odeslat || Zpét na odesldni jednorazového kidu

In the green field, the word “SMS” may be replaced by the word “e-mail”, depending on what login
option you have set up.

6) Shortly, a one-time code will be delivered to your phone number/e-mail. Type the code in the
“Jednordzovy kéd” (One-time code) field and click the “Odeslat” (Submit) button.

7) A page with an upper bar will be displayed. On this page, click on the green frame reading
“RZPRO”.
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Domi
Domi Eiselniky JsU RZPRO L

Vazeni uzivatele,

pro nahlaseni problému v testovaci verzi prosim pouzivejte vyhradné HelpDesk v ostrém prostfedi, vyrazné tak urychlite feseni Vami zadaného poZadavku. Zde

umisténa aplikace HD je sice funkéni, nicméné se takeé jedna pouze o testovaci verzi. V pfipadé, Zze nemate pristup do ostrého prostredi, zaslete Vas pozadavek na
d helpdesk.registry@uzis.cz D

S pozdravem administratofi

Helpdesk 222 269 559

Interni podta - nepfeétené zpravy Seznam GKoll

8) The screen displayed below will come up. Click on the green frame reading “Klinické zkousky”
(Clinical investigations) (the frame is displayed only after the notified activity of a “clinical
investigation sponsor” has been confirmed for the person or upon receipt of a power of attorney
via the JSU module in the RZPRO from a person having a confirmed notification of the “Clinical
investigation sponsor” activity.

Seznam uKolil

(<]
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2. Clinical Investigation Module

Once you enter the Clinical Investigation Module (hereinafter referred to as the “Cl” module) as per
the instructions outlined above, the main window with the options menu and a dashboard will be
displayed, providing a recap of the active processing status of applications, notifications, and delivered
decisions. When the module is accessed for the first time and there is no application in the system, the
dashboard is not displayed.

Clinical Investigation

Active applications

Navigation A
Sdliesd spplicitions Application status Count
Submitted applications
Submitted 1

List of authorized =
clinical investigations ol 1
Issued decisions

Action . Active decisions

New CI
‘ 0 You have no active decisions
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2.1.

2.1.1.

Clinical Investigation

Navigation a List of authorized

Cl Module Main Menu

Options Menu Window

avigation al

Edited applications

Submitted applications
Active applications

List

Action

Edited applications
Submitted applications

clinical investigations

Issued decisions

clinical investigations
p— Count
Issued decisions
Editing T
of authorized Puction A
Total

L L

New CI

Active decisions

New CI (

‘ 0 ‘You have no active decisions

Navigation:

Actions:

Edited (unfiled) applications — a list of all unfiled applications of the respective person will
come up together with the option to search and display the detail of the application. If you
click on the application detail, the option allowing to submit the application will come up.

Submitted applications —a list of all submitted applications of the respective person will come
up, together with the option to search and display the detail of the application, and to run
options allowing to manage the application as per the Code of Administrative Procedure
(application withdrawals, appeals, etc.).

List of authorised Cls — a list of all authorised clinical investigations of the respective person
will come up together with the option to search and display the detail of the Cl.

Issued decisions — a list of all decisions issued by administrative authorities regarding filed
applications of the respective person will come up together with the search option. The list
of decisions is common for several modules.

New Cl — generates a form for completion of an application for a new Cl authorisation and its
submission.

2.1.2. Main Window Dashboard

The dashboard is split into the following sections:

Manual

Active applications — displays the list of active pending applications for clinical investigations
in individual stages of the administrative procedure. If you click on the field showing the
number of applications (column “count”), a filtered list of the person’s applications will be
displayed.
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Active decisions — displays an overview of the issued decisions that have not yet become final

by action type and status. If you click on the field showing the number of actions (column
“count”), a filtered list of entities for detailed display will come up.

Clinical Investigation

Active applications
Navigation

Edited applications Application status

Count
Submitted applications
Submitted 1
List of authorized
clinical investigations Total 1
Issued decisions
Action Active decisions

New CI

‘ 0 ‘You have no active decisions

2.2. New application for Clinical Investigation Authorisation

To submit a new application for Cl authorisation, click on the “New CI” button in the main window of
the “Clinical Investigation” module.

Clinical Investigation

- Active applications
Navigation

Edlicad g plieatons Application status Count
Submitted applications "
Submitted
List of authorized

clinical investigations Total

=N =

Issued decisions

Action . Active decisions

I ‘ o You have no active decisions

I New CI

The form for the submission of a new application for clinical investigation authorisation will be
displayed.

Manual ¢. 4 — Klinické zkousky



STATNi USTAV Srobarova 48 Telefon: +420 272 185 111 E-mail: posta@sukl.cz
PRO KONTROLU LECIV 100 41 Praha 10 Fax: +420 271 732 377 Web: www.sukl.cz

Application details « submitted applications « Clinical Investigation

Navigation

Administrative information
N

Submitted applications

Subject lication status i
Wi GF e ) ) Request for authorization CI Appl Editing
clinical investigations
Issued decisions
Action Manufacturer information
Save
Manufacturer name registrated in RZPRO Il I
Delete
Check
= IDNo. Manufacturer name
File 0 - 9999 9999 J ‘

Load address by IC

If you open the form for the submission of a new Cl, the Registry of Medical Devices will enable you
to perform the following with the application:

Save — saves the content of the completed form and the saving is confirmed by a message
in the information bar below the navigation icons. It is possible to save also partially filled-
in forms and to get back to them later for completion.

Delete —irreversibly deletes the currently opened application form. It is possible to delete
forms in the “Edited” status only.

Check - saves the content of the form and checks it for completeness of mandatory fields
to be filled in and for attachments to be inserted. The result of the check is displayed in an
information message.

File — this option will submit the application to the Institute for processing. Prior to
submission, the form completion will be checked and in case errors are identified, the
submission will not be made and the user will be asked to eliminate the errors. The status
of the application will change to "Submitted".

2.2.1. Application Prior to Submission to the State Institute for Drug Control

An application which has not been submitted to the State Institute for Drug Control (hereainfter
referred to as the “Institute”) yet, is in the status of being edited and does not have an Institute
reference number (sukls) allocated. The list of unfiled applications is available from the navigation field
in the “Clinical Investigations” module main window.

Clinical Investigation

S .
I Edited applications I -
Application status

Active applications

Submitted applications

Submitted 1

List of authorized

clinical investigations

Total 1

Issued decisions

Action

MNew CI

Active decisions

‘ 0 ‘You have no active decisions
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L] eceq BB
Edited applications « ciinical Investigation
Search
Sponsor - the name Sponsor - the state Clinical investigation titie Protocol number MD name Name of competent healthcare provider that is SIDC file number
authorized of performing the clinical
J - ‘ J J | mvestgaton
Application date - from Application date - to Decision date - from Degision date - from Plenipotentiary agency
=) ) =) 2} J
- Rozsifené vyhledavani
Manufactures - the name: Multcentric MD categary The level of health risk Locations of performing the clinical Ethics committee name
investigation in the Czech Republic
® Al items - -
O Yes —J
O No
EUDAMED ID Officer's name Application status
J J Editace J
Edited applications
Manufacturer Clinical investigation title Medical device name File numebr Subject Application status Filing date Deadiine to Plenipotentiary agency
Close-... | Angoland CINO5 Brut Request for authorization CI Editing —notfiledin — | — not filled in —

2.2.2. Submission of a New Clinical Investigation

For a detailed description of the application form for Cl authorisation please, refer to the Registry of
Medical Devices User Manual, chapter “New Application for Clinical Investigation Authorisation”,
which can be found in the Registry of Medical Devices under the red “I” icon in the right upper corner
under the “Documents” tab. The fields in the form may dynamically change to reflect the values
entered in switches. Detailed instructions for form completion (for all alternatives) are available also
in the Registry of Medical Devices User Manual.

If you have completed all of the mandatory fields (highlighted in yellow) and uploaded all of the
mandatory attachments, the application may be filed with the Institute by pressing the “File” button.
When you press the “File” button, and your submission is confirmed (see figures below), the
application is already on the side of the Institute and it may no longer be edited. Following submission,
the application may be edited only upon the delivery of the Call for completion of the application
issued by the Institute.
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Paren et Cxmeat
sevie Fesioison
Appl details « « Chcal
Aminisirative nformation
Navigaton .
Back to appiications S
u
Ust of autharized i
Tesued dedsions
e T | informason on the noliber
Save
Name Gesky a0 zememaTicky 3 K
Deleta
Check
- C Peira Kemink
I File ) | ,—:&__
Reparts i

Loz of the 39 Information on the peiboner

Agplication foe 7
15 500,00 K&
Name Cesky Giad zemémeiicky a k
(Contact person Petra Kemiink . kemiink@se;
Close-un | Decision | History
iome person e
Application details « submined apoicanions « Cineal ivestigation
Ao & Information
Navigation .
Eack ta appl

Subject

Requesi for authorization CI

List of auth

dlinical invest
Tssued decisions

Information on the noliber

Action .
Save
Narme
Delete
Check
- Contact person Peira Kemiink
File
Reports .
Capy_of the spafication Information on the peli
Appication fee .
16 500,00 K
Name:
Contact person Peira Kemiik , kemlinki@se:

2.3.

Notice x

V souladu s § 3B zakona £. 500/2004 Sb., spravni Fad, ve znéni pozdéjsich
predpisil, maji G¢astnici fizeni a jejich zastupci pravo nahlizet do spisu. S pravem
nahlizet do spisu j& Spojenc pravo Cinit si vypisy a pravo na to, aby spravni organ
pofidil kopie spisu nebo jeho £asti. Pravo nahlédnout do spisu a daléi prava s tim
spojena se uplathuji viiti tomu spravnimu organu, ktery se spisem aktudlné disponuje
(Statni dstav pro kontralu [€€iv, resp, terstvo zdravotnictvi CR).

Veskeré udaje jsou zpracovany pro Gcely Registru zdravotnickych
S témito uda)i bude nakladano pouze zplsobem odpovidajicim pis!
zakona & 101/2000 Sb., o ochrané osobnich ddajd a o zm:
zakond, ve znéni pozdéjgich predpisi. K osol
opravaéné Gredni osoby vazané micenlivosti.

prostiedkd (RZPRO).

gnym ustanovenim
nékterych
nim Gdajdm budou mit pristup pouze

Prohlaiuji, Ze viechny Gdaje uvedené v této Zadosti jsou spravné, Gplné
azakladaji se na pravdé. lsem si védom/védoma, Ze poskytnuti
i i e delikt dle zdkona

ych udajd je ano jako spravni
£. 268/2014 Sb., o zdravotnickych prostredeich.

m 1800

Recapitulation x
Filing is the next step will create payment instructions with detailed payment
informatian at the following amounts:

Administrative fee 500,00 K&

Compensation expert activities 15 000,00 K&
Platby musi byt provedeny do péti dnii od padini zadosti. Nebudou-li platby zatetovény
bankou pijemce ani do dvaceti dnii od paddni zadosti, bude fizeni zastavena.

m 1800

Filed Applications for Clinical Investigations

2.3.1. Searching for and Filtering of Filed Applications

In the main window of the Cl module, click on the “Submitted applications” option.
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Clinical Investigation

3 Active applications
Navigation a

Edited applications
I Submitted applications I

Application status

Count
Submitted 1
List of authorized
clinical investigations Total 1
Issued decisions
Action . Active decisions
New CI i
‘ 0 You have no active decisions
A list of all applications you have submitted will be displayed.
- s
Submitted applications « cincal nvestioanon
Sponsor - the name Sponsor - tha state

J 2]

Clinical imvestigation tile

MD name

it healthcare provides thatis SIDC fie number
g e clrcal

Appiicaion date - from Agpiication dale - 1o Decitian dale - fom

B ® (=] m
) J ) J
+ Rozsifené vyhledavani
‘Submitted applications
pe—
Manufacturer Clinical investigation titke Medical device name File numedr Subject Application status Filing date Deadiine to Plenipotentiary agency
Clgse-. Black Hole. Lid. MO wif Sukis 164292017 Request for authorization C1 Accepled 27.09.2017 26.11.2017

You can search using a filter by filling one or more of the filter fields and clicking on the “Search”
button; the applications will be filtered as appropriate.

2.3.1.1. Submitted Application Status

In the list of submitted applications, under the “Application status” column, it is possible to find the
current status of individual submitted applications within the administrative procedure.

Submitted applications « cinical investigation
Search

Sponsar - the name Sponsor - the state

J -

Clinical investigation tile

WD name. altncare provider that is SIDC file number
the cinkcal

Agpication date - tiom Appication date - 10 Decision date - from

7

=

Desision date - fiom

J

Prenipotentiary agency

+ Roziifené vyhledavani

Submitted appications

Manutacturer Ciinical invesfigation title: Medical device name
Close- .. | Angoland C

Black Hole, Lid

Bnuf

Ciose- wr
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Overview of application statuses:

EDITED — an Institute reference number has been assigned — the application contained
shortcomings, upon which you were asked by the Institute to amend the application.
You have opened the application detail and the edited application may be
completed/amended.

SUBMITTED — the application or its amendment required by the Institute has been
submitted with the Institute.

VALIDATED - the application is being assessed whether the clinical investigation is
considered as falling within the scope of MDR and the application is complete.

UNDER PROCESS — the application/required amendment is being assessed by an officer
of the Institute.

PROCESSED - the application/required amendment has been assessed and the outcome
forwarded for signature.

ACCEPTED - the application meets all of the particulars set forth by law and the Institute
has issued a decision on Cl authorisation.

CALL FOR COMPLETION - you have received a call to amend the application; it is
necessary to respond to the call within the timeline set forth by the resolution, which
forms part of the call for completion.

TERMINATED - the Institute has issued a resolution on termination of the administrative
procedure regarding your application.

REJECTED - the Institute has issued a decision on rejection of the submitted application.

APPLICATION WITHDRAWN - you have withdrawn your application. On the basis
thereof, the Institute will issue a resolution on termination of the administrative
procedure. Once the resolution is issued, the status of the application will change to
“Terminated”.

2.3.1.2. Submitted Application Detail

To display the detail of any submitted application which has been created, saved, and submitted, click
on the “Close-up” button in the list of filed applications.

Submitted applications « cinical nvestigation

Search

Sponsor - the name

Filing date Deadiine o Plenipotentiary agency
). 03. 2018 0
27.09. 2017
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The completed application in the pdf format will be generated by clicking on the “Copy of the
application” button.

Application details « Submitted applications « Clinical Investigation

Administrative information
Navigation "

Back to applications

- - Subject Request for authorization Cl Application status Submitted
List of authorized
clinical investigations
Issued decisions Filing date 20.03. 2018 SIDC file number 5ukls271/2C
Action "
Withdraw application
Reports . Information on the nofifier
Copy of the application
ZEpresenpus Name Cesky (fad zeméméficky a katastralni ID No. 00025712
Contact person Pefra Kemlink Reaistration number nna172

2.4. Acts to Be Taken with Regard to the Institute’s Response to a Filed
Application

With regard to the Institute’s response, it is possible to carry out the following actions in the detail of
a submitted application (see above):

e Withdraw an application — upon application withdrawal, the Institute will stop the
administrative procedure and will no longer work with the submitted application.

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

e Abandonment of Appeal — the submitter waives their right to appeal, which means
the decision comes into force on the given date; in case of clinical investigation
authorisation, the Cl may be commenced on the day following the date the decision
comes into force.

e Append an application — allows to amend/edit the application with regard to the “call
for completion” issued by the Institute.
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Application details « submitted applications « Clinical Investigation
Administrative information
Subject Request for authorization CI Application status Call for completion
Filing date 20.03. 2018 SIDC file number sukls271/2018
Information on the: notifier
Name Cesky Urad zeméméficky a katasiraini ID No. 00025712

Append an application

Reports A
Copy of the application

Fee prescription

Contact person Petra Kemlink

2.4.1. Withdrawal of a Filed Application

Registration number 003172

A filed application may be withdrawn by pressing the “Withdraw application” button. An advice will

be generated. In this Advice, please tick the Declaration of taking note of withdrawal of the submitted

application. Thereafter, click on the “Withdraw application” button (see Fig. below). A withdrawn
application may no longer be edited and the Institute, having regard to the withdrawal, will issue a
resolution on terminating the administrative procedure.

Application details « submitted applications « Clinical Investigation

Navigation "
Back to applications

List of authorized
clinical investigations

Issued decisions

Action "
| Withdraw application |
File an appeal
Abandonment of appeal
Append an application
Reports a
Copy of the application

Fee prescription

Administrative information

Notice x

V souladu s § 38 zakona &. 500/2004 Sb., spravni Fad, ve znéni pozdé&jsich
pfedpis(i, maji G€astnici Fizeni a jejich zastupci pravo nahliZzet do spisu.

Sl HEALEE T T TR T S pravem nahliZet do spisu je spojenc pravo &init si vypisy a pravo na to, aby [©°"
spravni organ pofidil kopie spisu nebo jeho €asti. Pravo nahlédnout do spisu
N adalsi prava stim spojena se uplatiuji v tomu spravnimu organu, ktery
Filing date 20. 03. 2018 se spisem aktudlng disponuje (Statni dstav pro kontrolu éCiv, resp. Ministerstvo 120
zdravotnictvi CR).
Veskeré Udaje jsou zpracovany pro uely Registru zdravotnickych prostiedkd
Information on the notifier (RZPRO). S t&mito udaji bude nakladano pouze zpflisobem odpovidajicim
pfislusnym ustanovenim zakona €. 101/2000 Sb., o ochrané osobnich adajé
P L a o zméné& nékterych zakond, ve znéni pozdéjsich predpisi. K osobnim Gdajim
L& Cesky tfad zememeficky akatas  pydou mit piistup pouze opravnéné aredni osoby vazané mlcenlivosti. 2
Prohlasuji, Ze podanou Zadost beru zpé&t. Jsem sivédom/védoma,
Contact person Petra Kemlink 7e pfipadné nesplné&ni povinnosti zadavatele klinické zkousky je
posuzovano jako spravni delikt dle zédkona & 268/214 Sb.,
o zdravotnickych prostiedcich.
Information on the petitioner
Withdraw application
Name Cesky Ufad zemémeTicky a kataswanm 12
Contact person Petra Kemiink , kemiink@seznam.cz Address Pod sidli5tél

2.4.2. Appeal from Institute’s Decision

It is possible to file an appeal from a decision by clicking on the “File appeal” button. A form for the

entry of the text specifying the reasons for appeal will come up together with the mandatory upload

of a document containing the submitter’s appeal in the form of an attachment (click on the “Select”

button). An appeal is filed by clicking on the “File” button.
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Application details « susmtied appications = Choical insesigation

Trte
Wty

Appeal « Decision = lssued decisions « Cinical Investigation

Rgdnnng

Appeal 2803, 218
iave date
Chaik
Fia
Text of appeal
B I U == [inherted font) * | (inherbed size) r A EZE E X
Hame:
COAiaCE person
0 Permitted attachements ang. " ipg. " jpeg, " pd, "od, "0 "doc, " docx, ".ds, " wisx
Altachments Saject
File

2.4.3. Abandonment of Right to Appeal

In case the applicant needs the decision issued by the administrative authority to come into force
earlier than upon the timeline specified for appeals from the decision in question, it is possible to waive
the right to appeal from the decision. The right to appeal may be waived by clicking on the
“Abandonment of appeal” button and subsequently confirmed by clicking on the “Ano”(Yes) button.
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Dotaz x
Application details « suemis sceiates « Cinkalimsstoaten 2 Skuteéné si pfejete vzdat se prava
| e proma * na odvolani?
Suhpr. Reguest for authon mn

Fiing dafe: 2003, 28
Astion
Withdraw aggheation Me
i Pl pe———— e — e R | S———
Abandonmann of appaal ——
harme: Cesky Ofad zemdméhcky 3 katastran 10 No D0D2ETI2
append an appication
Raparts .
Copy of the applkation ‘Contact perscn Petra Hemink Regairation numessr 00172
Foa proscription

Name ek (fad zemméhcky a katastrin 10 Na DODIST 12

‘Contact perscn Ptra Hesmink | kemini@eseanam c7 Acness =

HEkry  AdrranslEve inloomation

2.4.4. Amendment of a Submitted Application

To amend an application on the basis of requirements specified in the call for completion, click on the
“Append an application” button. A form identical to the one for submission of a new Cl will come up,
with fields from the previous submission of the concerned Cl completed. These may be amended or
new attachments may be uploaded.

Application details « submitted applications « Clinical Investigation

Administrative information

Navigation a
Back to applications _ §
- : Subject Request for authorization CI Application status Call for completion
List of authorized
clinical investigations
Issued decisions Filing date 20.03. 2018 SIDC file number Sukis271/2018
Action .
Withdraw application
File an appeal Information on the notifier

Abandonment of appeal

Name Cesky O Eméficky alni ID No.
Append an application Cesky (fad zeméméficky a katastralni 00025712

Copy of the application Contact person Petra Kemlink Registration number 003172
Fee prescription

Information on the petitioner

Name Gesky (ifad zeméméficky a katastraini ID No. 00025712

The application may be amended item-by-item. To save your changes gradually, always click on the
“Save” button. Once you complete all of the particulars required by the call for completion, click on
the “File” button to file the amended application with the Institute. To verify whether the application
has been filed, check whether the application status has changed from “Edited” to “Filed”.
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Application details « sumsed appicaions « Clinical lesti

Adsministeative inrmation
Navigation .

Back to applicationss

Subject

List of auth ad
clinlcal nvves fons
Issed decisions
Action o Informatien on the notifie:

Cantact person

Withdraw application
File an appeal
Abanconmant of appeal

Reparts. .

Copy of the applicaticn

Informatien on the petiticner

Hame

Fée presaription

Contact person

Cesky (Fad zemEmeiicky 2 katastraini

Petra Kemiink , kemink@semam.cz

Pouceni x

V souladu = § 38 zadkona & 500/2004 Sb., sprivni fad, ve néni pozdéjsich
predpisi, maji uastnici Fizeni a jejich zastupci pravo nahlizet do spisu. S pravem
nahliZet do spisu je spojeno prave Einit si vypisy a pravo na to, aby spravni organ
pofidil kopie spisu nebo jeho asti. Pravo nahlédnout do spisu a dalsi prava s tim
spejena se uplatiuji viéi tomu spravnimu orgdnu, ktery se spisem akiudlng disponuje
(Statni Ustav pro kontrolu 1€8, resp. Ministerstvo zdravotnictvi CR).

Veikeré Gdaje jsou zprzcovany pro GEely Registru zdravotnickych prostfedki (RZPRO).
S témito udaji bude nakladano pouze zplsobem odpovidajicim pFislugnym ustanovenim
zakona €. 101/2000 Sb., o ochrané osobnich adaji a o zméné néktarych
zakond, ve rnéni pozd&jsich predpisd. K osobnim ddajim budou mit pfistup pouze
opravnéné fedni osoby vazané mi&enlivosti.

Prohlasuji, 7e viachny ddaje uvedené v této Zadosti jsou spravné, iplné
a rakladaji se na pravdé. Jsem si védom/wvédoma, Ie poskytnuti
nepravdivych adaji je posuzovano jako spravni delikt de zikona
€. 268/2014 Sb., o zdravotniceych prostiedcich.

Adress.

Authorised Cl Administration

2.5.1. List of Authorised Cls

00C25T12

Pod sidigsém 1800

In case you desire to display the list of approved applications for clinical investigations, use the “List of

authorised clinical investigations” option.

Clinical Investigation

Active applications

Navigation A

Edited applications

Application status

Submitted applications

Editing
Total

Issued decisions

Action

Active decisions

New CI -
Decision type

Call for completion
Total
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A list with the possibility to apply filters will be displayed, just as described under section “2.3.1.

Searching for and Filtering of Filed Applications”. The description of the individual fields of the search
filter is available from the Registry of Medical Devices User Manual.

For more details on the clinical investigation, the possibility to submit reports on Cl commencement,
submission of the annual report, etc., and the conduct of other acts (application for CI modification,
application for continuation of a Cl suspended by the sponsor or by the Institute), click on the “Close-
up” of the respective Cl in the list of authorised Cls. The Cl detail will come up with individual tabs
containing detailed information on the Cl and a panel of buttons for the submission of individual
reports and applications which may be submitted in respect of the authorised Cl.

Clinical investigation details « List of authorized clinical investigations « Clinical Investigation

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

Submitted applications Clinical investigation information

List of authorized
clinical investigations

g Clinical investigation title MDxc J
Issued decisions
CI reports
Sponsor details Plan/Protocol number 54789 J

Action a

Application for the
clinical investigation
change

Primary objective
ceeceee
Annual report
Serious adverse event
(SAE) report

Clinical investigation
suspension

Clinical investigation Planned start date of the clinical investigation 17.10. 2017 3]
termination

2.6. Acts Conducted in Respect of Authorised Cls

Acts conducted in respect of authorised Cls (reports, applications for Cl modification) may be carried
out in the Registry of Medical Devices only if you click on the “Close-up” of the respective Cl in the
“List of authorised clinical investigations” option!

When you click on the button for individual reports, it is possible to go back by clicking on the “Close-
up” button.

The following acts may be carried out under the Detail of an authorised Cl:

e Application for Cl change (modification) — may be filed also prior to the start of the
Cl

e Information on Clinical investigation starting (commencement) — following the
submission of the report on the Cl starting (commencement), this act is no longer
available and the original report cannot be edited.
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Annual report — the button for its submission will be displayed only after the
submission of the Information on Cl commencement.

Serious adverse event (SAE) report — this serves for the purposes of reporting a SAE;
the list of SAEs reported via the Registry of Medical Devices is available from the
“Serious adverse event (SAE) report” tab.

Clinical investigation suspension — the button for notifying suspension of a Cl will be
displayed only after the information on Cl starting (commencement) has been
submitted.

Clinical investigation termination — after the report on the termination of the clinical
investigation is submitted, the only options available are SAE reporting and
submission of the final report.

Final report — the button for the submission of the final report will be displayed only
after the report on clinical investigation termination has been submitted.

2.6.1. Commencement of a Clinical Investigation

To report the commencement of the Cl, click on the “Information about the clinical investigation
starting” (Cl commencement) button in the Detail of the authorised Cl. It is necessary to enter the date
of Cl commencement in the displayed form and it is possible to insert attachments (optional). If you
click on the “Send” button, the report for the Institute will be displayed. The report on Ci
commencement may only be submitted once. The submitted report may no longer be edited.
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Clinical investigation details « List of authorizes clinical investigations « Clinical In
Close-up Ad

Canat meee NEW FEDOTE « Canical invessaation detais « List of authorized clinical ivesigations « Cinical Invessigation

al Investigation information
Hanganon

Clinical inve Ciinical Investigation

Cainical investigation ke Cl NOG J
arts.
Plan/Protoci
i Status Allowed J
Save -
o & Submitter Casky ifad zemEméficky a katastraini
MO fuaire UZHND J
g ini
Repct hype Infarmation on the commancemant of chnacal investigabon J
Planmed eny
Status report Editing J

Planmed toti
Date of the: sl subect enmilied into the cRnical investigation

Add Attachment

AULACTImEN Type File name

2.6.2. Application for the change (modification) of a Clinical Investigation

If the sponsor wishes to make amendments to the conditions of the clinical investigation, they shall be
obliged to apply for the Institute’s approval of such changes in compliance with Article 75 of the MDR.

In the Cl detail, click on the “Application for the clinical investigation change”. A new “Application for
Cl change” will be automatically created and saved with the “Edited” status and fields from the latest
effective version of the Cl registration will be populated in the application. The application requires
editing — completion of the field “Justification for application of the clinical investigation change” and
insertion of the necessary attachments (the mandatory attachments being the “A proposal of changes
in clinical investigation documentation” and a ,,written approval of the ethics committee with changes
of clinical investigation documentation”). Thereafter, save the application using the “Save” button. If
the application is complete, it is possible to submit it for the Institute’s approval of the modification of
the clinical investigation (through the “Send” button). Following submission, the status of the
application will be changed to “Submitted” and it may be displayed in the list of applications. The
subsequent options available are the same as those outlined under section 2. 2. 2. “Submission of a
New Clinical Investigation”.

If you have created the application for clinical investigation change by mistake, it may be deleted by
clicking on the “Delete” button, if it has not been submitted.
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Application details « sumtied acpicaions « Cinkal ivestization

nestrative information

Subgect Request for change C Agpication status Ediing
Clinical investigation details « List otau
Close-up | A o
Cankcal i
Name Cesiey (i remdméiicky 3 katasirimi 1D N OO025T12
Chnical imw
Contact person Petra Wemini RegEEtion number

?
Primaryob|  Ap

eceeeee BT Name: Coesky (fa zembmiicky a katastrain] oMo 0025712

Contact person Petra Kemink , kemink@seanam (2 Address
Planned st
Franned end date of the clinical investigation 28.6. 2018
Prannied total Aumber of subyects encolied 3 ]

Pranned number of subjects in the Crech Reputic 2

2.6.3. Serious Adverse Event (SAE) Reporting

In compliance withArticle 80 MDR, the sponsor is obliged to inform the Institute of arising SAEs
immediately upon their occurrence.

To report an arising SAE or modification thereof, click on the “Serious adverse event (SAE) report”
option in the Detail of the authorised Cl. The mandatory fields are the text description of the SAE and
the SAE report form as per MDCG 2020-10/1 CLINICAL INVESTIGATION SUMMARY SAFETY REPORTING
FORM uploaded as an attachment.
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Clinical investigation details « List of authorized clinical investigations « Clinkal Invessgation
Mavgaben . Close-up | AMiNSWANVE INMTation  History | Repos  Decison  ADQSCADONS.  PEISOS SENdus SOVerse event

Submitted apphications Chnical inveshigation information
Ust of authorized
clinical irvestigations

Chimkcal | Wew repon « o ewesiomon deiass = L of suiasges chocal mesgaions « Gl inesigaion
Essued decisions
s = Cieara evestgaton eloemion
Sponsor detalls FanFn ‘:"“'_;""' P ——— CINOG |
A & 1 reports
Applicati . A . r auT
pplicaticn far the Primary . Shaam Intarrupied BuTOty I
clinical invastigation =y
h
Shang “ St ooy ifnd Pemdmdliciy a kaasining ]
Application for the
clinical investigation
continuaticn L e UZHKD ]
Serious adverse event
[SAE) rapart —
Thnical e :|:'Hr_il.-| Flarmad
Lermination Pt fige: Reporting sinous adverss gvents [SAE) |
S g Exsing I

ST, VIS EVETES FepOrts

SAE description
— SAE shall be attached

2.6.4. Annual Report

To submit the annual report, click on the “Annual report” button in the detail of the authorised CI. This
button is available only after the Information on Cl starting (commencement) has been submitted via
the Registry of Medical Devices (section 2.6.1. “Commencement of a Clinical Investigation” refers).
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Launchad f
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- 1
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Edting }

Hamguion
LA Chrical irveatigation
Sponsor datails PlanvProdocol numbs Setaly SRR RO
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application for the =
«climical investigation
gl | ] g =
e
(SAE]) report
Clinicad investigation
BUSpANEIon [ —
Clinécal imvestigation Franned star date of
Eerrrin ation Report ype
Pranned end date of Saatus repon
Arnei report for the e
mniE
e ]

Add Aachment

2.6.5. Suspension of a Clinical Investigation

The annul report shall be attached

To report a clinical investigation suspension, click on the “Clinical investigation suspension” button.
To resume a suspended Cl, proceed as outlined under section 2.7.1 “Continuation of a Clinical

Investigation Suspended by the Sponsor or by the Institute”.

Havason .
Chrigal irneialig alion
%] E: e 5 details
Clinical investigation details « Ls ot amenes oo
C1 reports
Kargawer ; Coneup | Aomistraive i Acson "
Submitted applheatonm Sl svesSgen wn Savs
LSt ol authevized Send
siriest Investigations
i
lisiied Sacsiens
CI raports
Sponsor detalls
Agnan
AppECItiIn ff th 2
dinical investigation
h;
changs ot
Ennual report
Sevlous adverse avent
Chrécal |
spension
Plarned sta dafe of e
Plarned o dife of e |
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Cl suspension justification

Cl suspension justification shall be attached
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2.6.6. Termination of a Clinical Investigation

To report clinical investigation termination, click on the “Clinical investigation termination” button.

Clinical investigation details « st ora allr « Cinic
Nanigation = Close-up | Administrattve information | History | Reports | Decision | Applications | Persons  Serous adverse event
Subemitted applications Clinical Ivestigation information
aut New report « ci « Listaf Clincal iestigation
al investigations Canical investigation t Canical Frestzaon mraton
d dedisions Nanvigation o
¢ s Clinical i ytion
RllTSpONE, Clrucal imvestigation S MDxe |
Sponsor details Plan/Protosel number
€1 reports
N Ao < Status Launched |
Frimary cbjective Save
122 4 Submizer Cesky (fad zemamencky a katastrain |
MO rame wit |

suspension

Chinical Investigation [ Flanned start cate of t
tesmination

Reparting rtcemation

Report type: Complation of clinical investigation
Planned end aate of It

Status report Editing |

Planned 1otal number
Chirical imvestigation lermination
Information concerning the reasons of Cl termination should be
stated

Cl termination date ]

Information on Cl termination shall be attached

2.6.7. Final Report on the Clinical Investigation

To submit the final report, click on the “Clinical investigation report” button.
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New report - Cinkal ivesigation deiails « List of auihenzed cl « Clinkcal
Clinical investigation information
Navvigation

Clinical investigation btie MDxe J
o on oot a Status Finished authority J
Ciwical iwesiiganon Stie
PlanPiotoccl number

WD name wif J

[

Report type The report on the clinical investigation J

Flanned stan date of the cinical Ivesigation e Editing J

Flanned end date of the cinkcal iInvestgation
Texd

Information on the results of the terminated Cl

Altachiments

Detailed report shall be attached

Altachment tpe File name

2.6.8. List of Individual Reports

If you wish to display the list of reports for individual Cls, click on the “Cl reports” button. The list is
designed to display a listing of individual reports from all authorised clinical investigations.

It is possible to search the list using filters, to sort the reports in ascending/descending order by one
of the columns. The report detail may be opened by clicking on the row of the respective report.

Flanned sian date of fe chncal Imvestigason 30 3 2018

Fiannied end date of e chnical Investigaton 1. 2008

2.7. Suspension of an Authorised Clinical Investigation by the Institute

The Institute may temporarily suspend conducting of an authorised clinical investigation.
You will be informed of the suspension of the clinical investigation by means of a delivered resolution
issued by the Institute.

2.7.1. Continuation of a Clinical Investigation Suspended by the Sponsor or by the Institute
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Once the reasons for suspension cease to exist, it is possible to file an application for Cl continuation
in respect of a suspended Cl by means of a report and to apply for Institute’s resolution on
authorisation to resume the Cl.

Clinical investigation details « s o smonred ol iosneons « Cioka I

Maraganon 5 gE Amenesirare A Sy eports  Dech Appicatons Persom Senus, aoverse eveni

Clnical Investigation ik

AP0l B

Primary copecive

[

—

Flanned siarl daie of the chnical nves

Flandeed e cane of T CHnal mvest i 300 i B O o . S0 {

Justification for Cl continuation

s (O PR o B B

L ]

The justification shall be attached

2.8. Ex-officio Halting of an Authorised Clinical Investigation by the Institute

The Institute may halt conducting of an authorised clinical investigation.

The decision on halting an authorised clinical investigation by the Institute will be displayed on the
dashboard in the main window of the Cl module and will be available from the “Issued decisions” list
in the main window or in the Detail of a specific Cl.

It is possible to file an appeal from the decision on halting an authorised clinical investigation by the
Institute via the Registry of Medical Devices (section 2. 4. 2. “Appeal from Institute’s Decision” refers).

If the decision on the halting of a clinical investigation comes into force, it shall be permanent and an
application for CI continuation may no longer be submitted.
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Should you encounter any unclarities regarding the procedures to be followed in the Clinical
Investigation Module, please contact SUKL at:

email: SZP_RZPRO_dotazy@sukl.cz

tel. 272 185 704

Should you encounter technical problems when filing your application, please contact UZIS:

Tel.: 222 269 999 — general UZIS helpline
helpdesk.registry@uzis.cz

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

Medical Devices Branch
May 31, 2021
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