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Food and Drug Administration
Silver Spring MD 20993
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GRANT -
BREAKTHROUGH THERAPY DESIGNATION

Merck Sharp and Dohme Corp.
Attention: Chandrika Kumar, Ph.D.
Director, Global Regulatory Affairs
126 East Lincoln Ave.

P.O. Box

RY34-B212

Rahway, NJ 07065

Dear Dr. Kumar:

For further information regarding Breakthrough Therapy designation and
FDA actions to expedite development of a designated product, please refer to section 902 of the
Food and Drug Administration Safety and Innovation Act (FDASIA) and the Guidance for
Industry: Expedited Programs for Serious Conditions — Drugs and Biologics.!

When breakthrough therapy designation is granted, sponsors are asked to submit a Type B
meeting request for a multidisciplinary comprehensive discussion of the drug development
program, including planned clinical trials and plans for expediting the manufacturing

development strategy.

I http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM358301.pdf
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If the breakthrough therapy designation for pembrolizumab for the treatment of patients with
microsatellite instability high (MSI-H) metastatic colorectal cancer is rescinded, submission of
portions of the sSBLA will not be permitted under this program. However, if you have Fast Track
designation you will be able to submit portions of your application under the Fast Track
program.

If you have any questions, please contact Ms. Sharon Sickafuse, Senior Regulatory Health
Project Manager, at (301) 796-2320.

Sincerely,
{See appended electronic signature page}

Patricia Keegan, M.D.

Director

Division of Oncology Products 2

Office of Hematology and Oncology Products
Center for Drug Evaluation and Research
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This is a representation of an electronic record that was signed

electronically and this page is the manifestation of the electronic
signature.

/s/

PATRICIA KEEGAN






