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Summary report on authorisation dated 14 November 2025 

ZYNYZ® (active substance: retifanlimab) 
First authorisation in Switzerland: 24 June 2025 
 
Concentrate for solution for infusion as monotherapy for the treatment of 
adults with metastatic or recurrent locally advanced Merkel cell carcinoma 
(MCC) not amenable to curative surgery or radiation therapy 

About the medicinal product 

ZYNYZ contains the active substance retifan-
limab. 

ZYNYZ is a medicinal product used for the 
treatment of adults with Merkel cell carci-
noma (MCC: a type of skin cancer) that is not 
amenable to surgery or radiation therapy. It 
is used when the cancer is metastatic (has 
spread to other parts of the body) or has re-
curred and is locally advanced (has spread 
nearby). 

Since Merkel cell carcinoma is a rare and life-
threatening disease, the medicinal product 
ZYNYZ has been authorised as an orphan 
drug. The term "orphan drug" is used to re-
fer to medicines for rare diseases. 

In deciding whether to authorise the medic-
inal product ZYNYZ, Swissmedic took into 

account the assessments of the European 
Medicines Agency (EMA) and the US Food 
and Drug Administration (FDA), and the cor-
responding medicinal product information 
texts.  

Since the assessment of the clinical data was 
based on the assessment reports of these 
foreign authorities, the preconditions for a 
full SwissPAR (Swiss Public Assessment Re-
port – a detailed report for professionals) 
and a resulting Summary report on authori-
sation are not met. Swissmedic refers to the 
authorisation of the foreign reference au-
thorities: www.ema.europa.eu Procedure 
No. EMEA/H/C/006194/0000), www.fda.gov 
(Application No. 761334Orig1s000).

Further information on the medicinal product 

Information for healthcare professionals: In-
formation for healthcare professionals 
ZYNYZ® 

Healthcare professionals can answer any fur-
ther questions. 

 
 

The date of revision of this text corresponds to that of the SwissPAR. New information concerning the 
authorised medicinal product in question will not be incorporated into the Summary report on authorisa-
tion. 

https://www.swissmedic.ch/
http://www.ema.europa.eu/
http://www.fda.gov/
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=70012
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=70012
https://www.swissmedicinfo.ch/ShowText.aspx?textType=FI&lang=DE&authNr=70012
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Swissmedic monitors medicinal products authorised in Switzerland. Swissmedic initiates the necessary ac-
tion in the event of newly discovered adverse drug reactions or other safety-relevant signals. New findings 
that could impair the quality, efficacy, or safety of this medicinal product are recorded and published by 
Swissmedic. If necessary, the medicinal product information is adapted. 
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