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MRK/BMY 
Restricted Keytruda Label as Expected; See Opdivo 
Maintaining Leadership Position - ALERT 

Today, the FDA approved Keytruda (PD-1) with a companion diagnostic 
(PD-L1 IHC 22C3 pharmDx test) for second-line PD-L1+ lung cancer 
patients. The restricted label is generally in line with expectations and is 
likely to broaden over time as data from additional trials support 
Keytruda's efficacy in a larger patient population. Given that Opdivo is 
already approved in an all comer sq-NSCLC population and Keytruda has 
been granted a restricted label, we expect the uptake to be skewed towards 
the PD-L1+ non-sq patients. For, BMY, today's Keytruda label further 
reinforces our view that Opdivo will maintain a clear leadership position in 
the NSCLC marketplace. Overall, we continue to see Merck as a 
competitive I/O player with a lead in multiple tumors with large unmet 
need such as HNSCC and colorectal tumors harboring MMR mutations. 

• Keytruda approved in 2L PD-L1+ NSCLC. The FDA approved 
Keytruda for use with a companion diagnostic in PD-L1+ second-line 
lung cancer patients who have been previously treated with 
chemotherapy. The approval was based on patients with PD-L1 
expression in >50% of tumor cells, which showed an ORR of 41% and a 
16 month OS rate of 55-60%. Further, although the data are immature 
the survival benefit seen was similar to the OS rates for Opdivo in high 
PD-L1 expressers. As a result we see a healthy uptake of Keytruda in 2L 
PD-L1+ patients. 

• We expect the label to expand over time. With KEYNOTE-010, a 
registrational 2L study expected to read out in the next several months 
and different frontline studies ongoing in PD-L1+/ all comer patients, we 
expect the initial label to broaden over time and gradually increase 
Keytruda's footprint in NSCLC. In addition, we are encouraged by our 
recent immunotherapy survey in which a majority of physicians 
considered PD-1/PD-L Is as interchangeable. That said, in the near term 
we expect today's narrow label and Opdivo's approval in sq-NSCLC/ 
NCCN recommendation in non-sq to largely restrict use in PD-L1+ non-
sq patients. 

• Up next: Watching for range of near-term catalysts across Merck's 
diverse portfolio. In addition to watching the HCV triplet data (C-
CREST) at AASLD and potential doublet launch later this year/early 
2016. In the long term, we expect 2016-17 updates and data from assets 
such as second-generation I/O compounds (GITR), BACE-inhibitor 
(Alzheimer's) and anaceptrapib (CETP), none of which appear to be 
reflected in Merck's current share price. 
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