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From: Chattopadhyay, Rana

Sent: Monday, January 06, 2014 5:13 PM

To: Greenfeder, Scott (scott.greenfeder@merck.com)
Subject: STN 125473.0: Information Request (IR)

Dear Scott
Happy New Year.

We have an Information Request regarding your BLA 125473.0 on Timothy Grass pollen
allergen extract sublingual immunotherapy. Under the post marketing studies of your product, it
is mentioned that 8500 subjects were included, most of whom are adults. We need to know
exactly how many children, 5-17 years of age, participated in those studies. Also, from your large
database of spontaneous reports, what percentage of prescriptions were to children aged 5-11
years and 12-17 years? Is there any instance where children less than five years of age are
prescribed?

We will appreciate if you can send the response to this IR by e-mail as soon as possible followed
by submitting it as an amendment to your BLA 125473.0.

Regards.

Rana



