From: I
Sent: Monday, October 24, 2011 10:07 AM
To: Wardwell, Amber

Subject: RE: Confidential Informanl Amaetidose
Attachments: image0C1.jpg

Amber,

I just spoke with Tamera Ely from CDER. She said CDER is in the process of drafting guidance
on compounding and manufacturing. She said we may start inspections the end of 2012. She
sald to interview the person and send the notes to her, We will not immediately follow-up but
wait until the guidance is out, and then inspect as directed by CDER. She said no
compounding facility is slated to be inspected in 2012.

' U.S. Food and Drug Administration
R
Comptliance Officer

New England District

From: V«fardwdl, Amber

Senil WI ﬁﬁ ZlI iiil uzﬁ AM
Te:

Ce: I :
Subject: Confidential Informant Ameridose

FY1, OCI has sent over a referral for a informant at Ameridose in Westboro.

-olease log this in as & cornplaint and set up an assignment (op 13 to interview)
I c:n you assist [Jjwith setting up the assignment Monday if necessary and can you sit in on the
interview when it occurs?

Informant

ﬁ- iidase — Westhoro

11/26/2012
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