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Manual no. 4 - Clinical Investigations

In compliance with Section 15, paragraph 1 of Act No 268/2014 Coll., on Medical Devices and Amendments
to Act No 634/2004 Coll., on Administrative Fees, as amended (hereinafter referred to as the “Act on Medi-
cal Devices”), clinical investigations may be conducted only if authorised by the Institute. An application
for authorisation of a clinical investigation shall be filed by the sponsor of the clinical investigation electro-
nically, via the Registry of Medical Devices (“RZPRO”). In addition to the particulars set forth by the Code
of Administrative Procedure, the application shall, moreover, contain the clinical investigation dossier as
referred to under Section 21, paragraph 1(a), except for items 1, 2, and 6.

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), in compliance with Section 26, paragraph 5 of the Act on Medical Devices. 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) In the 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) and
password, i.e. the data you have received in the e-mail for access to the Registry of Medical Devices.

Prihlaseni do registrt rezortu zdravotnictvi
Prihlaseni

UzZivatelské jméno:

Osobni heslo:

| Odeslat || Obnova osobniho 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 kédu”
(Back to one-time code sending) button.
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5)

6)

7)

8)

The following screen will be displayed:

Prihlaseni do registrti rezortu zdravotnictvi

Prihlaseni |

( Jednorézovy kbd byl zasidn pomoci SMS.

Jednorazovy kod:

[ Odeslat ][ Zpét na odeslani jednorazového kodu ]

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

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.

A page with an upper bar will be displayed. On this page, click on the green frame reading “RZPRO".

- 1=

Domi Cieelniky Jsu RZPRO

Vaieni uivatelé,

pro nahléeni problému v testovaci verzi prosim pouivejte vyhradné HelpDesk v ostrém prostiedi, vyrazné tak urychlite Fedeni Vami zadaného potadavku. Zde
umisténa aplikace HD je sice funkéni, nicméné se také jedna pouze o testovaci verzi. V pfipadé, e nemate pfistup do ostrého prostredi, zaslete Vas poZadavek na
adresu helpdesk.registry@uzis.cz Dékujeme.

S pozdravem administratofi

Helpdesic 222 269 539

Interni posta - neprectensd zpravy Seznam Okoll

caaooo

The screen displayed below will come up. Click on the green frame reading “Klinické zkousky”
(Clinicalinvestigations) (the frameis 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 Gkold

c
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2. Clinical Investigation Module

Once you enter the Clinical Investigation Module (hereinafter referred to as the “ClI” 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 &
Edited applications Application status Count
Submitted applications
Submitted 1
List of authorized |
clinical investigations Total B
Issued decisions
i Active decisions

New CI (
| o You have no active decisions

2.1. Cl Module Main Menu

2.1.1. Options Menu Window

Navigation A
Edited applications
Submitted applications

Clinical Investigation
Active applications

Navigation " List of authorized
clinical investigations

Edited applications p—
Submitted applications - Issued decisions
Editing =

List of authorized Piction A
clinical investigations Total

(=]

Ko

New CI
Issued decisions

Action P Active decisions

New CI

o You have no active decisions

Navigation:

« 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.).

« Listof 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.
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Actions:

* New CI - 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:

« 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.

« Activedecisions - 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

i Active applications
Navigation a EE

Edited applications Application status

Count
Submitted applications :
Submitted i
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 y
Zilizzr ciz i Application status Count
Submitted applications 3
Submitted 1
List of authorized
clinical investigations Total 1
Issued decisions
Rehon Active decisions

New CI

o You have no active decisions

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

Application details « submitied applications « Ciinical nvestigation

Administrative information
Navigation a

Submitted applications = - .
= g b]e‘: Request for authorzation Cl ication status Exitine
List of authorized i Appil iting
clinical investigations

Issued decisions

Action = Manufacturer information
Save
Manufacturer name regisirated in RZPRO A J
Delete
Check ID No. Manufacturer name
File 0 - 9999 9999 J

Load address by IC
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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
Active applications

- -
I Edited applications I Application status Counl

Submitted applications

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

New CI (
| o You have no active decisions

- X L L1}
Edited applications « cincal investigation

Search

Sponsor - T name Sponsor - he state ‘Cinical investigabion tite Profocol number WD nama Kame of competent Featthcare provider that i SIDC fle number
authorzed of performing e cncal
| = | | | vestiaten

Agpicaton date - from Appication date - 10 Decision date - fom Decision date - from Plenipotenfiary agency

= Roziitené vyhleddvini

Manufacture: - e name: Mutcentnc WD category The leved of health rsk Locatons of performing the clncal Ethics commities name
rvesigaton n the Coech Reputic
® Al items . ] ]
Yes J

No

EUDAMED 1D Cicors name Appication status
J J Editace J

Edied appications

[

Manutacturer Chrical imvestigation tite Megical device name File numedr Subject Agplcanicn stalus Filirg) date Deadine 1o Plenipolentiary agency

Angoland CINGS B Request for authorzation C Edaing ot filed in ol filed in
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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.

| og

Notice ® e ]
v \0I|I(|I = § 38 zikona €. 500/2004 Sb., sprivni Fid, ve méni pordéjdich
predpst, majl dfastnici Hzenl a jejich zistupci pravo nahlizet do spisu. 5 privem
nahlizet do spisu je spajens n-aw- Zinit st vyb-n« 3 urafo na to, aby spravii ergan
» ency| Pofdid kopie spisu nebo jeho CAstl. Frave nahlcdnout do spes s & daldi préva s tim
a >L>UBLI\|[U¢“L5L<IUL
nictwi CR).
kych pr
i aji b v plislug im
Save 1012000 Sbh., o 4 o rméEnd nolm oy h
Hame Fékoni néni pozdtitich ped budou mit plistup pouze
Delate aprivnéné dfedni osoly vizané mlenlivosti.
heck
e b e COMBEL PSSO  _ Pares v Prabladuji, #¢ viechny ddaje uvedend v této Fidesti jsou spravné, aplné
i F'IP ’ '_:=- azakladaji se na pravde. Jsem s vedom/vedoma, 2e  poskytnuti
Pl ||ep(dvdi\r|]u.h odajd  je posurowino jako spravni delikt die  zakona
- £, 268/2014 Sb., o zdravotnickych prostiedeich,
lecation
nformation on the pettion:
Name: Cesiy' 0fad pemdmific) a k
~ son
Farvon i Chricat
preres S e e
L1 e 5

Recapitulation *

Filing is the next step will creste payment instructions with detailed payment
information ak the following amounts:

Administrative fee

Compensation expert activities

Save
Dulete

Check

. Contact person Petra Kerriink
I File l
=

Fieports

Apgpie

2.3. 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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e Active applications
Navigation
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Edited applications Application status Count
Submitted applications )
Submitted 1
List of authorized
clinical investigations Total i
Issued decisions
R 7 Active decisions
New CI
‘ o You have no active decisions
A list of all applications you have submitted will be displayed.
- L__R==)
Submitted applications « cimxal ivesigan

Search

Sponr - e fam S - T s Ciinical irvesiigaton iy Pronse s fasvae

MO name Nama of competint raltian provider hatis. SIDC i rumber
ANOned of performing the Chnea
J - ] J | wstgasen
J
Aspic aton cate - om Appi: aton cate - 1 Dacimion date - from Dacmon date - fom PRrpctentary 308y
®) 2| B| B J
+ Roziitend vyhleddvini
=3
Sutwmiiied appilc atons
Marutachuer Canical Invesaigaton tite Meical device name File Pumedr Sutgect Apgicanon sals Fiing date Deacine 10 Flenipolentiary agency
Chose- . Angolang CINCS B SAIS2T 172018 Reques fof 3umeeizancn Ci Suented 0.03. 2018 19,05 2018
Chse- . Black Hole, L MO Wi SIS 164202017 Request for aumorization C | Accepied 2709, 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 « cimcal investigation

L 7] e o 55

Hame of competent heathcarm provider that's SIDC fio number
suthorized of pedorming e chncal

Search
Sponsor - e rame Sponsor - e state Canical investgation itie Proteced rumber MO rame.
Apoication ciate - fom Apciation cate - Decision ciate - from Decision cate - from

Pleripotentany agency

| L) L 2

+ Rozditené vyhleddvani

Submitted applcations:

Manufactres Cankal invesagation e

Medical devioe name Fie numebe Subject
Clgse . Angoland CINOS Bt Sukls2T 12018 Feequest for authonzation C1 Submitted
Clgse. Black Hole, Lt MO wit Sulkds 164202017 Request for authorzation CI Accepted

J A
I

Filing dabe Deadiing 1o Penipotentiary agency

20032018 19.05. 2018
27.09. 2017 26 1. 2017
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Overview of application statuses:

o 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.

« 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.

o 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 « Cinkal wvessgation

Search

S - T ey Sponsoe - e sk Cliric 3l Investgation 15y Pron o ssmn

z) x z 2) J

Chrucal Frvestgation itk Mecal device name Fiber nasmetr Subgecl Applcation status. Filing date Deagune i Frerpolensiarny agency
CI NS Bt HIBITU0NS FRopquest for authortzation Gl Submitied 20,03, 2018 19, 05, 2018
kBB IT PFoiguasat feol Buthaiizatioon C1 Azeephed 2700 2017 26 11207

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

Application details « submited appiications « Clinical investigation

Adminisirative information

Nawvigation
Back to applications : :
- - Subject Request for authorization C1 Appiication status Submitied
List of authorized
clinical investigations
Issued dedisions Filing date 20.03. 2018 SIDC fie number SuKIs271/2!
Acton
Withdraw application
Reports i Information on the notifier

| Copy of the application I
Name Cesky Ofad zemémeficky a katastraini 1D Ne. 00025712

Contact person Distra Wamilink Reaqistration number nn172
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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):

« Withdrawanapplication-uponapplication withdrawal, the Institute will stop the administrative
procedure and will no longer work with the submitted application.
« 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.
« 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.
« Append an application - allows to amend/edit the application with regard to the “call for

completion”issued by the Institute.

Application details « submitted applications « Clinical Investigation

Administrative information

Navigation T
Back to applications —
P "
List of authorized e Request for authorization CI
clinical investigations
Issued decisions Filing date e GO1E

Action 2

Withdraw application
File an appeal Information on the notifler

Abandonment of appeal

e Name Cesky (ifad zeméméficky a katastraini
Append an application : :
Repons &
Copy of the application Contact person Petra Kemiink

Fee prescription

2.4.1. Withdrawal of a Filed Application

Application status

SIDC file number Sukis27172018
1D Mo 00025712
Registration number 003172

Call for eomphetion

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

Adminisirative information
Navigation -

Back to applications

Notice x

V souladu s § 38 zdkona & 500/2004 Sb., spravni Fad, ve znéni pozd&jich
pfedpisi, maji G€astnici Fizeni a jejich zastupci pravo nahliZzet do spisu.

List of authorized Sufext RS KO athorzation bt S pravem nahlizet do spisu je spojeno pravo &init si vypisy a pravo na to, aby 7
clinical investigations spravni organ pofidil kopie spisu nebo jeho £asti. Prévo nahlédnout do spisu
T e a daldi prava stim spojena se uplatiuji vi& tomu spravnimu organu, ktery
Filing date 20. 03. 2018 se spisem aktualné disponuje (Statni Ustav pro kontrolu légiv, resp. Ministerstvo 1720
Action Iy zdravotnictvi CR).
' Withdraw application I 4 e ol g o : s % %
Veskeré Odaje jsou zpracovany pro Ucely Registru zdravotnickych prostfedkd
File an appeal Infermation on the notifier (RZPRO). S témito udaji bude naklddano pouze zplsobem odpovidajicim
YT T I prislugnym ustanovenim zakona €. 101/2000 Sb., o ochrané osobnich adaji
andenment of appea - v — a o zméné nékterych zakoni, ve znéni pozdéjdich pfedpisd. K osobnim Gdajiim
Append an application bl Cesky dfad zememficky 2 kalas  bdou mit pFistup pouze opravnéné GFedni osoby vazané ml&enlivosti. 12
Reports . -e i E
Prohlasuji, Ze podanou Zadost beru zpét. Jsem sivédom/védoma,
Copy of the application Contact person Petra Kemlink | Ze pfipadné nesplnéni povinnosti zadavatele klinické zkousky je
Fee prescription . posuzovano jako spravni delikt dle zakona & 268/214 Sb.,
o zdravotnickych prostiedcich.
Information on the petitioner
Withdraw application
Name Cesky Gfad zeméméficky a katasuenm 12
Contact person Petra Kemlink , kemlink@seznam.cz Address Pod sidiisté



Manual no. 4 — Clinical Investigations

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.

Application details « susomes acoacaticns « Choscal Inesigaton

M gaton
Bk o seelicaiions

Appeal « pecision « lssued decisions « Cinical Investigation

Reasonng

Taswed ecaions
Ackes Appeal 28 03. 2018
save aate

Chaeck

Fie

Text of appeal

B I U == (nhented font) ¥  (nmhented sire) A" o2 EE R

WG v AP aCin

W

Fimporm

0 Permitted attachements ane. * ipg. “ jpeg. * paf, " odf, o, *.00C, *.00Cx, * xS, “ s

Aftac hements Sedect

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.
Dotaz x
Application detals « ammed soiasns « CRkal ISR D Skutecné si piejete vzdat se prava
M ST AN PO aton - 4 4
i Ao na odvolani?
n:‘ Subyect o b n
forvi
Fiing date o@xow® W wvrrrrerrerren,
Artion 2 1
A SR t Ano {| Ne
—
(o] 0002
Append an application
Rports. -
Copy of the apphcation Contact person Petra Kermink Regrirabion number ooMT2
MNare 1 sembméhcky a katastri DNa DOCIST12
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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 appiications « Clinical Investigation

AOMINSIrae INSCIMmanon
Navigason

Back to applications

Sl 1 F e i ation status. ti
o i e Request for authorization C1 Appiic Call for completon
clinical investigations
Issued declsions Filing date 20. 03. 2018 SIDC fie number SuKIS3T1/2018
AcBon
wwithdraw application
File an appeal Information on the notiier
Abandcnment of appeal
r e Mame Cesky Ofad zemEmenicky a katasiriini 1D Mo, O0025T 12
ppend an application
Copy of the application Contact person Petra Kemiink Registraton number o172

Fee prescription

Information on the petitiones

Name Sesky Fa ZemEMETCKY 3 katasiraini 1D Mo 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”.

° Poudeni X

V souladu s § 38 zdkona & 500/2004 Sb., sprivni Fad, ve méni pozdéjsich
predpisli, maji G€astnici Fizeni a jejich zastupc pravo nahlizet do spisw. S pravem
nahlizet do spisu je spojeno prave dinit si vypisy a pravo na to, aby sprivni ergan
pofidil kopie spisu nebo jeho Zasti. Pravo nablédnout do spisu a caldi prava s tim
spejend se uplathuji viléh tomu sprdvnimu orgdnu, ktery se spisem alcuding disponuje
(Stitni Ustav pro kentrolu &8, resp. Ministerstvo zdravotnictvi CR).

Veikere udaje jsou zpracovany pro Ulely Registru zdravotnickych prosifedkd (RZPRO)
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Chack s
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2.5. Authorised Cl Administration

2.5.1. List of Authorised Cls

In case you desire to display the list of approved applications for clinical investigations, use the “List
of authorised clinical investigations” option.
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Clinical Investigation

A tive applications

Mavigaticn
Edited applications Application status Couwnt
Submitted applications
L EdSiting 1
List of authorized
clinical investigations Total 1
Issued decisions
Acticn - AL v QECEIONS
Naw €1
Decision type Decision status Count

Call for completion Confirmed dedivery |
Total Tigkal i

A list with the possibility to apply filters will be displayed, just as described under section “2.3.17.
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.
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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.
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The following acts may be carried out under the Detail of an authorised Cl:

« Application for Cl change (modification) - may be filed also prior to the start of the CI

« 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.

« 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

The sponsor is obliged to forthwith report the commencement of the clinical investigation
in compliance with Section 19, paragraph 2(i) of the Act on Medical Devices. 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 Cl commencement
may only be submitted once. The submitted report may no longer be edited.
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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 Section 15,
paragraph 4 of the Act on Medical Devices.

In the ClI 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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2.6.3. Serious Adverse Event (SAE) Reporting

In compliance with Section 19, paragraph 2(n) of the Act on Medical Devices, 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 MEDDEV 2.7/3 uploaded as an attachment.
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2.6.4. Annual Report

The annual reporton the course and safety evaluation of the clinical investigation has to be submitted

by the sponsor by 31 January of the following year in compliance with Section 19, paragraph 2(j) of
the Act on Medical Devices.

To submit the annual report, click on the “Annual report” button in the detail of the authorised Cl.
Thisbuttonisavailable 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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2.6.5. Suspension of a Clinical Investigation
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A suspension of a clinical investigation has to be reported by the sponsor within the timeline of 30
days of the suspension in compliance with Section 19, paragraph 2(k) of the Act on Medical Devices.

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”.
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2.6.6. Termination of a Clinical Investigation

4

Cl suspension justification shall be attached

Termination of a clinical investigation has to be reported by the sponsor within the timeline of 30
days of Cl termination in compliance with Section 19, paragraph 2(k) of the Act on Medical Devices.
To report clinical investigation termination, click on the “Clinical investigation termination”

button.
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2.6.7. Final Report on the Clinical Investigation

The final report on the clinical investigation has to be submitted by the sponsor to the Institute
following termination of the Cl in compliance with Section 19, paragraph 2(I) of the Act on Medical
Devices.

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

Itis 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.

Pl St e O P DM SO

Faarwe] v e o e £ emsgaon

2.7. Suspension of an Authorised Clinical Investigation by the Institute

The Institute may temporarily suspend conducting of an authorised clinical investigation thereby in
compliance with Section 15, paragraph 5 of the Act on Medical Devices.
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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
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.
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2.8. Ex-officio Halting of an Authorised Clinical Investigation by the Institute

The Institute may halt conducting of an authorised clinical investigation thereby in compliance with
Section 15, paragraph 5 of the Act on Medical Devices.

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.

Itis 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 Cl continuation may no longer be submitted.

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
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