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Prohldseni zadavatele ke zpracovani osobnich udaju
v daném klinickém hodnoceni / Sponsor’s declaration
on personal data processing in the concerned clinical
trial:

EU identifikaéni &islo klinického hodnoceni / Clinical trial EU number: 2023-505712-37-00
Nazev KH / Title: A Phase 2/3, adaptive, randomized, open-label, clinical study to evaluate
neoadjuvant and adjuvant V940 (mRNA-4157) in combination with pembrolizumab (MK-3475)
versus standard of care, and pembrolizumab monotherapy in participants with resectable
locally advanced cutaneous squamous cell carcinoma (LA cSCC) (INTerpath-007)

/ Adaptivni, randomizované, nezaslepené klinické hodnoceni fdze 2/3, jehoZ cilem je porovnat
neoadjuvantni a adjuvantni Ié¢bu pFipravkem V940 (mRNA-4157) v kombinaci s
pembrolizumabem (MK-3475) oproti standardni 1é¢bé, a monoterapii pembrolizumabem u
ucastniky s resekabilnim lokdiné pokrocilym koZnim spinoceluldrnim karcinomem (LA ¢SCC)

Zpracovani klinickych hodnoceni mize obsahovat osobni daje. Veskeré zpracovani se opira o
ustanoveni zavaznych pravnich pfedpist, konkrétné / The processing of clinical trials may
include personal data. Any processing is based on the provisions of binding legal regulations,
specifically:

NARIZENI EVROPSKEHO PARLAMENTU A RADY (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se zpracovanim osobnich tidajd a o volném pohybu téchto
Gdajt a o zrudeni smérnice 95/46/ES (obecné natizeni o ochrané osobnich udajt) /
REGULATION (EU) 2016/679 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 April
2016 on the protection of natural persons with regard to the processing of personal data and
on the free movement of such data, and repealing Directive 95/46/EC (General Data Protection
Regulation)

NARIZEN] EVROPSKEHO PARLAMENTU A RADY (EU) 2018/1725 ze dne 23. Fijna 2018 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich Udaji orgény, institucemi a jinymi
subjekty Unie a o volném pohybu téchto Udajli a o zru$eni natizeni (ES) ¢. 45/2001 a
rozhodnuti &. 1247/2002/ES /

REGULATION (EU) 2018/1725 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 23
October 2018 on the protection of natural persons with regard to the processing of personal
data by the Union institutions, bodies, offices and agencies and on the free movement of such
data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC

NARIZEN[ EVROPSKEHO PARLAMENTU A RADY (EU) &. 536/2014 ze dne 16. dubna 2014 o
klinickych hodnocenich humannich Ié&ivych pfipravkd a o zrudeni smérnice 2001/20/ES /
REGULATION (EU) NO 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16
April 2014 on clinical trials on medicinal products for human use, and repealing Directive
2001/20/EC

Upozorfiujeme na povinnost véech osob podilejicich se na klinickém hodnoceni dodrzovat
platné pravni piedpisy pro zpracovani osobnich Gdajl. / Please be notified of the obligation of
all persons involved in the clinical trial to observe effective legal regulations governing personal
data processing.




Confidential

Formularé. 5

Podpisem potvrzujete seznameni s témito pravnimi pfedpisy a souhlas s jejich dodrzovanim. /
By signing below, you confirm your familiarization with these legal regulations and your
consent to observe them.
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