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*More than 200 tumour types in ~30 tumour classes; Alexandrov et al Nature 2013 5



BIET. BRzBA5, IBI18 b~y ITREGEZBEELT

TRTOEHREBESADLDIC

FE/ Nl RaRBhY A DI &Y
HEHDREE vs EILDITFEHIEE

|
I ‘
I | ——————————— S — %
- -,
=,
-

BERRIR YT S0RINEEFIRAEIIRBVILL), IRBECHH B ERBEHES




BIET. BREBAS, IBI18 h~vITREEEZBERELT

TARTOFEMRIBESADEDIC

Tumor agonisticlBEILD R (lEgz bl -Z 2 8) ﬂ:

Ova JIL—7

AtoZindex | Follow FDA | EnEspafiol

7y U.S. FOOD & DRUG

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Drugs

Home Drugs Drug Approvals and Databases » Approved Drugs

FDA grants accelerated approval to

Hematology/Oncology (Cancer) pembrolizumab for first tissue/site agnostic
Approvals & Safety Mofifications I nd I CatIO n

Drug Information Soundcast in

Clinical Oncology (D.1.5.C.0.) f =HARE in UNKEDIN | @ PINIT | & Email | & PRINT Ezﬁ_@:& |_ E%%%{q:{jg
Approved Drug Products Listen to the FDA D1 S.C.O_ podcast about this approval BRAAGRmE 12EH

with Therapeutic
Equivalence Evaluations
{Orange Book)

On May 23, 2017, the U.5. Food and Drug Administration granted accelerated approval to pembrolizumab
(KEYTRUDA, Merck & Co.) for adult and pediatric patients with unresectable or metastatic, microsatellite
instability-high (MS1-H) or mismatch repair deficient {(dMWMR) solid tumors that have progressed following prior
treatment and who have no satisfactory alternative treatment options or with M3I-H or dMMR colorectal cancer that
has progressed following treatment with a fluoropyrimidine, oxaliplatin, and irinotecan.

This is the FOA's first tissue/site-agnostic approval.
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FoundationOne CDx™ (F1CDx™) is a next generation sequencing

burden (TMB) using DNA isolated from tormalin-fixed paraffin
embedded (FFPE) tumor tissue specimens. The test is intended as
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