From: Steele, Matthew

Sent: Tuesday, October 11, 2016 4:28 PM
To: nadine_margaretten@merck.com

Cc: Khurana, Taruna; Sweeney, Colleen
Subject: STN 125592 IR

Hi Nadine, we have the following request for information:

“In your submission STN 125592/0, the analysis dataset “adeff.xpt” for study POO1 does not appear to
contain the data of Total Combined Rhinoconjunctivitis Score (TCS). Please provide an updated dataset
“adeff.xpt” for study P0O01 with the Total Combined Rhinoconjunctivitis Score data. Or provide direct
reference if such information has been provided. We respectfully request that you provide the
information within two weeks.”

Please let me know if you have any questions.

Matthew Steele, PhD

LCDR, US Public Health Service
Team Leader, RRB-1
FDA/CBER/OVRR/DVRPA
Phone: (301)796-2640

Fax: (301)402-0004
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