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The clinical development of active immunotherapies has exploded in the last ten years.
Checkpoint inhibitors, in particular PD-1 and PD-L1, have been integrated into standard-of-care First Name*
across many cancer types. The CRI Anna-Maria Kellen Clinical Accelerator team has tracked the
FDA approval timeline of active immunotherapies, noting both their increase in frequency and C )
gradually expanding range of cancer types and stages.
Last Name*
Anti-PD-1/L1 Antibody Approvals by U.S. FDA R
Timeline of Anti-PD-1/L1 Antibody Approvals by the FDA C )
Updated March 04, 2025
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Drug, Company
@ Atezolizumab, Roche
Avelumab, EMD Serono

™ B Cemiplimab, Regeneron
Cosibelimab, Checkpoint Therapeutics
B Dostarlimab, GlaxoSmithKline
Durvalumab, AstraZeneca
[l Nivolumab, Bristol Myers Squibb

Pembrolizumab. Merck

Timeline of Anti-PD-1/L1 Antibody Approvals by the FDA
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Timeline of non-PD-1/L1 Immuno-Oncology Agent FDA Approvals
Updated November 08, 2024
Sources: CRI'10 Intelligence, and FDA
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Timeline of non-PD-1/PD-L1 Immuno-Oncology Agent Approvals by the FDA

Anti-PD-1/L1 Antibody Approvals by EU, Japan, and China
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Drug & Company
B Pembrolizumab, Merck Co. Sintilimab, Innovent Biologics and El...

™ Nivolumab, Bristol-Myers Squibb B Tislelizumab, Beigene
B Atezolizumab, Roche B Toripalimab, Junshi Biosciences Co.
Durvalumab, AstraZeneca
B Avelumab, Pfizer/Merck KGaA
Camrelizumab, Jiangsu HengRui Med

B cemiplimab, Regeneron

Timeline of Anti-PD-1/L1 Antibody Approvals by the European Medicines Agency (EMA) for the European Union (EU), National

Medical Products Administration (NMPA) for China, and Pharmaceuticals and Medical Devices Agency (PMDA) for Japan.

More Resources for FDA Approval Timeline of Active Immunotherapies

ead about the early results of the PRINCE clinical trial (NCT03214250) on the CRI Immune to
Cancer Blog.

Read IO Landscape Publications —

Download a PDF of the Latest CRI Landscape Figures —>

Data Sources: Cancer Research Institute (CRI) analytics derive from public data sources, including

trade news, company press releases, academic publications, FDA announcements,
clinicaltrials.gov, and conference reports, and proprietary data sources including, but not limited
to, GlobalData. The analytical algorithm and visualizations are developed by and therefore sole
property of Cancer Research Institute.

Subscribe to our email newsletter to receive the latest updates on our landscape analyses.

Do you want more information on the Clinical Accelerator? Contact us.
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Cancer Research Institute
29 Broadway, Floor 4
New York, NY 10006-3111
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