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Studientitel 

ACT16845 (Pegathor Skin 201): A Phase 1/2 Non-
randomized, Open-label, Multi-cohort, Multi-center 
Study Assessing the Clinical Benefit of SAR444245 
(THOR- 707) Combined With Cemiplimab for the 
Treatment of Participants With Advanced 
Unresectable or Metastatic Skin Cancers 

Eudra-CT-Nummer 2020-005332-30 

ClinicalTrials.gov Identifier NCT04913220 

Sponsor Sanofi 

Ansprechpartner*in Dr. med. Claas Ulrich 

Kontakt Studienzentrale 

 

An-
schrift 

Charité - Universitätsmedizin Berlin  

Campus Mitte Klinik  

Charitéplatz 1, 10117 Berlin 

Tel. +49 30 450 518 087   

Kontakt Cancer-Hotline +49 30 450 564 222    Email:  cccc@charite.de 

Wichtigste Einschlusskriterien 

 

 

 

 

 

 

 

 Participant must be ≥18 years of age (or country's legal 
age of majority if >18 years), at the time of signing the 
informed consent. 

 Participants with: 

 Cohort A: Histologically confirmed unresectable locally 
advanced or metastatic melanoma that are not 
amenable to local therapy 

 Cohort B: Histologically confirmed metastatic CSCC or 
locally advanced 

 CSCC that are not candidates for curative surgery or 
radiation. Special considerations for the following 
categories: 

Participants with tumors arising on the cutaneous hair (non-
glabrous) bearing lip with extension onto dry red lip (vermillion) 
may be eligible after communication with and approval from 
the Sponsor 

Participants with the primary site is nose are only eligible if the 
primary site was skin, not nasal mucosa with outward 
extension to skin (the Investigator confirmed) 
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Participants with mixed histology in which the predominant 
histology is invasive CSCC may be eligible after 
communication with and approval from the Sponsor 

 Participants in both cohorts must have at least one 
measurable lesion 

 Provision of tumor tissue: 

For participants in the dose escalation: 

16 µg/kg: at screening, biopsy is optional but highly 
recommended; and on-treatment not required 

24 µg/kg: at screening, biopsy is mandatory and on-treatment, 
optional but highly recommended 

 For the other participants : Mandatory baseline biopsy 
for the participants to enroll in cohort A with skin 
metastasis and in cohort B. Mandatory on-treatment 
biopsy for participants in Cohort A with skin metastasis 
and participants in Cohort B. 

 Females are eligible to participate if they are not 
pregnant or breastfeeding, not a woman of childbearing 
potential (WOCBP) or are a WOCBP that agrees: to 
use approved contraception method and submit to 
regular pregnancy testing prior to treatment and for at 
least 180 days after discontinuing study treatment and 
to refrain from donating or cryopreserving eggs for 180 
days after discontinuing study treatment. 

 Males are eligible to participate if they agree to refrain 
from donating or cryopreserving sperm, and either 
abstain from heterosexual intercourse OR use 
approved contraception during study treatment and for 
at least 210 days after discontinuing study treatment. 

 Capable of giving signed informed consent 


