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Lung cancer stands as the second
5 CLINICAL RELEVANCE most frequent cancer worldwide,
accounting for 1.2 million incident
Pembrolizumab as a single agent reduces the cases in LMICs during 2020.
risk of death in non-small cell lung cancer
patients by 40%, significantly extending
survival by more than a year with fewer side
effects compared to traditional chemotherapy.
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ENABLERS Product approved by SRAs. Generics can

' adopt standard procedures Swissmedic
Access to pembrolizumab and other MUI#\ITSTCL/ET%&ER MAGHP, EU-M4all. Complete biosimilarity

immune checkpoint inhibitors is ‘ exercise with respect to analytical

reported to be extremely low and similarity, preclinical and clinical
Challenging in LMICs assessment needs to be done. No clinical

trial waiver is possible.
°°°°° MANUFACTURING

Manufacturing is complex since pembrolizumab is a

monoclonal antibody. No challenges foreseen in relation Pembrolizumab is registered in only a limited
to excipients or final packaging. Shelf life is two years number of LMICs. There is a potentially large
under refrigeration. market for pembrolizumab in LMICs.
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Abbreviations: LMICs = low- and middle-income countries ; SRAs=Stringent Regulatory Authorities ;
Swissmedic MAGHP = Marketing Authorisation for Global Health Products ; EUM4all=EU Medicines for all



https://www.swissmedic.ch/dam/swissmedic/fr/dokumente/stab/networking/Swissmedic_MAGHP_Procedure.pdf.download.pdf/Swissmedic_MAGHP_Procedure.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/medicines-use-outside-european-union

