January 6, 2011

Food and Drug Administration

Division of Dockets Management (HFA-305)
5630 Fishers Lane, Room 1061

Rockville, MD. 20852

Re: Docket No. FDA-2010-D-0319
Draft Guidance for Industry and FDA Staff on Dear Health Care Provider
Letters: Improving Communication of Important Safety Information

Ladies and Gentlemen:

Reference is made to the Federal Register Notice dated November 12, 2010 (Docket No.
2010-D-0319) requesting comments on the Draft Guidance entitled “Dear Health Care
Provider Letters: Improving Communication of Important Safety Information”.

In accordance with the above mentioned Federal Register Notice, Hoffmann-La Roche,
inc. / Genentech USA, Inc. (Roche) is herewith providing input/recommendations on the
above mentioned Draft Guidance (see attached document).

Roche has collaborated extensively with FDA on reviews of safety information
(subsequently leading to health care professional communications) originating from of
our development programs and marketed products. We applaud the efforts being made
by the Agency to promote a consistent approach to the content and overall formatting
principles for US DHCP Letters. Streamlining this communication tool is of great interest
to Roche as this provides for consistency and transparency in the information being
provided to health care practitioners.

We would like to thank the Agency for the opportunity to provide comments and make
ourselves available to clarify any points included in the attached communication.

S{incerel/y,ﬁ, !

Ruben Diaz

Director, Regulatory Affairs
Hoffmann-La Roche Inc.
(973) 235-2124

(973) 562-3700/3554-FAX

RD/tc
Attachments:
HLR No.: N2011-00105

Hoffmann-La Roche Inc. 340 Kingsland Street Tel. 973-235-5000
Nutley, New Jersey 07110-1199 www.rocheusa.com
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