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Section 15 par. 4 of the Act No. 268/2014 Coll., on Medical
devices

Where the sponsor of the clinical investigation the conduct
of which has been authorised by the Institute intends to
implement changes to the conditions of the clinical
investigation, the sponsor shall apply with the Institute for
approval of such changes and shall submit to the Institute
the proposed changes in the clinical investigation dossier
and a written approval of the proposed changes by the
ethics committee. The Institute shall inform the sponsor
whether it agrees with the changes within the period of 30
days.
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Principle of submitting applications for the clinical investigation
(Cl) change

Once an application for Cl change is submitted, it is not
possible to change it in the Registry of Medical Devices
(RZPRO). Next application for ClI change of the
particular Cl may be submitted only after the previous
application has been fully reviewed by the Institute and
the decision has been issued and has come to legal
force.
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If you are registered as Sponsor, log in the RZPRO and
access Clinical investigations module.
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Select the Cl you intend to change in the list of
authorised clinical investigations

Mavigation i

Edited applications

Issued decisions
Action A

Mew CI
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Go to the Cl detail

Clinscal Investigation

Manustacturer Chnical investgation titke SIDC file number Medical device name Protocol number

Mﬂtw fest sukisS01502016 =31 1

£5A Airtravel a5, KZ test sulds158V2020 Siomadent 12345

ﬁ.l'wa'ld Thowska fofek sukis 1441372017 e} 123654
rnaumm il sl CHBou AL T O LI L ﬂfﬁm_l

. KZ agentura sukS22E5/2030 Obr 2 74512396

300 v SURISZZEN 2019 Tore TEA555

Zachradite Willihg” Test tisio dwé sudS 203672020 ndzev dva?v? RGVEETS

BUMEUM test Zkowky poddni piilony SuklS204302020 kaminek na Zabitku les25:ATT
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Click Application for the Cl change to open the application form

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

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

Submitted applications

List of authorized clinical
investigations

Issued decisions Clinical investigation title v J

Clinical investigation information

CI reports
Sponsor details

Plan/Protocol number 784656 J
Action &

Application for the clinical
investigation change Primary objective

Information about the
clinical investigation 555555535555

starting
Serious adverse event
(SAE) report

Clinical investigation
termination
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Fill in the application form. Enter the summary of changes in the
field Justification for application.

Justification for application of the clinical invesfigation change
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ltems that could be changed within the applicatin for Cl change
are marked by gray Change icon. If you wish to change the item,
click Change button, it will turn green and enable you to carry
out the change of the item.

| — B
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When you click the icons Manufacturer information, Contact
person for Cl, European countries involved in the Cl, Locations of
the Cl in CZ with the relevant ethics committee and List of
mandatory  attachments a new  sub-form opens.

E.g.

Contact person for clinical investigation

Contact person for clinical investigation

Name Surmame

Academic degree Academic degree

Phone code Phone No.

. I 000 000 000 J

E-mail address

31.8.2020
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It is not possible to edit the item Locations of the ClI in CZ with
the relevant ethics committee. The item can be either deleted or
added. The deleted items are marked red & and the added ones

green &

Locations of the clinical investigation in CZ with the relevant ethics committee

Add site of conducted clinical investigation in CZ and the relevant ethics committee Delete selected Restore selected

O Ethics committee name City Phone Mo E-mail address
] B FN xx Pizefi
O B FMTests Praha
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The mandatory attachments of an application for Cl change are:
- the proposal of changes in the Cl dossier and
- written approval of the proposed changes by the ethics committee

Attachments, that are subject to the change, may be deleted and added.

List of mandatory attachments

Add attachment Delete selected Restore selected

U

Attachment type File name
0 B Clinical investigation plan Zpetvzeti_opis_sukis106231_2015
0 B Cover latter Zpetvzeti_opis_sukls106231_2015
[0 B Synopsisin Czech Zpetvzeti_opis_sukls106231_2015
[] B Aproposal of changes in clinical investigation documentation tiskovka vymaz

0 B written approval of the ethics committee with changes of clinical investigation...  tiskovka vymaz
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To file the application click ,File”

Action A

Save
Delete

Check

[
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An informative notice is displayed. Confirm and click OK

Note: There is no English version of the notice. By clicking the notice you confirm that all data provided within

Pouceni x

V souladu s § 38 zakona & 500/2004 Sbh., spravni Fad, ve znéni pozdé&jsich
piedpisd, maji acastnici Fizeni a jejich zastupci pravo nahliZet do spisu. S pravem
nahliZzet do spisu je spojeno pravo €init si vypisy a pravo na to, aby spravni organ
pofidil kopie spisu nebo jeho &asti. Pravo nahlédnout do spisu a dalsi prava s tim
spojena se uplatiuji v(& tomu spravnimu organu, ktery se spisem aktualng& disponuje
(Statni tstav pro kontrolu [é¢iv, resp. Ministerstvo zdravotnictvi CR).

Veskeré udaje jsou zpracovany pro ucely Registru zdravotnickych prostfedki (RZPRQO).
S témito udaji bude naklddano pouze zplisobem odpovidajicim pfislusnym ustanovenim
zakona &. 101/2000 Sb., o ochrané osobnich dadaji a o zméné nékterych
zakond, ve znéni pozd&jsich predpisd. K osobnim Udajim budou mit pfistup pouze
opravnéné afedni osoby vazané ml&enlivosti.

Prohlaguji, 7e viechny udaje uvedené v této Zadosti jsou spravné, tplné

a zakladaji se na pravdé Jsem si védom/vE&doma, Ze poskytnuti
nepravdivych ndaji je posuzovano jako spravni delikt dle zakona
€. 268/2014 Sb., o zdravotnickych prostiedcich.

OK

the application is true, correct and fact based.
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Payment receipt is generated upon filing the application. Make
the payment according to the receipt immediately after the
submission. Do not forget to enter variable symbol (variabilni

symbol) to identify the payment.

Zadost byla podana

Platebni pfedpis

V platebnim pFedpisu najdete vZechny potfebné naleZitosti k zaplaceni vyméreného
poplatku.

. Zobrazit || Ulozit

OK

31.8.2020
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Your application has been filed

Application has been filed
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Call for completion

Should the application fail to meet the particulars stipulated by
Administrative Code or Section 15 par. 4 of the Act on Medical

Devices, you will be invited to eliminate the shortcomings within
a reasonable timeline.

Call for completion will be displayed in the Clinical Investigations
module under , Active decisions”

Decision type Decision status Count
Confirmation of the aEEIication The force

Call for completion Confirmed delivery

= =
i

Stopping the proceedings Forwarded to the Appellate Body
Total Total

s =
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How to append the application upon call for completion

To append the application when you have received the
call for completion, go to the detail of the application

Active decisions

Decision type
Confirmation of the application
Call for completion

Stopping the proceedings
Total

Decision status

Clinlcal 13| DAk wianuraciurer
Closz up W abc

Count

The force 1

Confirmed delivery 1

—

Forwarded to the Appellate Body 1

Total 3

SIDC fle numoer sSupject Declsion slatus Decislo type Legal power
sukis2281/2019 Recuest for change Cl Confirmed delivery

Czll for completion
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Press Applications button to access the application.

Administrative information

Subject Request for change CI
Decision type Call for completion
Delivered 04. 06. 2020

SIDC file number sukis2281/2019

Information on the notifier

Name 3M Cesko, spol. sT.0

Contact person Barbora Bulova

Information on the petitioner

Name STROJOBAL Hradec -Rozdalovice

‘Contact person

Action - PDF | Applications I

Decision status

Legal power

DMI case num.

ID No.

Confirmed delivery

41195612

Registration number 002356

ID No.

Address

829638

387, 73914 Ostravice

Action - PDF | Applications

Submitted applications

Clinical trial name

Subject

Application status

IV

REqUeST Tor change ol

Call for Completion |
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1. Click ,,Append an
application”

Application details « sus

Navigation A
Back to applications

List of authorized clinical
investigations

Issued decisions
Action i

Withdraw application
File an appeal

Abandonment of appeal

Append an application

2. To file the completed
application, press ,,File”

Application details « s

Mavigation &

Back to applications

List of authorized clinical
investigations

Issued decisions

Action e

Save
Check
Withdraw application
File an appeal

Abandonment of appeal
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Confirmation of the application

In case the application meets the particulars stipulated
by Section 15 par. 4 of the Act on Medical Devices, the
Institute issues the Decision on changes to the
conditions of the clinical investigation.
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Termination of the procedure

In case, the applicant e. g.:

- fails to eliminate the substantial defects of the application
within the predefined timeline

- Fails to pay the fee
- takes the application back (withdraws)

The Institute terminates the procedure according to Section 66
par. 1 od the Administrative Code. In such case, the applicant is
delivered resolution on procedure termination.

31.8.2020
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Withdrawal of the application

The applicant may take the application back at any time until the
decision is issued.

Attention — this step is not reversible!

Application details « su

Mavigation a

Back to applications

List of authorized clinical
investigations

Issued decisions
Action A

Save
Check
File

}  withdraw application fi

File an appeal

Abandonment of appeal
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Status in RZPRO

%, EDITING — (reference number issued) you may edit (modify) the application

%=, SUBMITTED - the application has been filed or appended to the Institute

%, PROCESSED — the application is being assessed by the assessor

%, ACCEPTED - the application meets the legal requirements and the Institute has issued the decision

%=, CALL FOR COMPLETION - you have been delivered call for completion, it is necessary to append
the application within the predefined timeline set forth by the resolution, which is part of the call
for completion

%, STOPPED - you have not appended the application within the predefined timeline, the Institute
cannot confirm the application, you will be informed thereof by a letter sent via post or data box.

=, THE APPLICATION WAS WITHDRAWN - you have taken your application back. The decision cannot

be issued. You shall be informed on this fact by a resolution sent via the data box or post. After the
resoulution has been issued, the application status changes to ,,cancellation administration®

%, CANCELLATION ADMINISTRATION — see THE APPLICATION WAS WITHDRAWN.
You may find only status Editing in the list of EDITED APPLICATION:

%, EDITING — (no reference number issued) the application has not been filed, you may edit it.

31.8.2020
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In case of confusion, contact the Institute:

Technical and methodology requests:
email: SZP_RZPRO dotazy@sukl.cz or
tel. 272 185 262 on Wednesdays 9:00 a.m. - 12:00 a.m.

Expert requests:
email: khv@sukl.cz



