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Public Heetth servD

FOOd and Orvg AdmlnltV'atiDn
Rod<ville. MD 20851

DEPARrMENr OF HEALrH & HUMAN SERVICES

Eli Lilly and Company
Ath..-ntion: Robin Wojcieszek, R.Ph.
AssoclBte Director, U.S. Regulatory Affairs
Lilly Corporate Center
Indianapolis, IN 46285

DA 21-520 - Symbyax (olanzapine/fluoxetinc combinolion)
NDA 20-592 - Zyprexa (olanzapi"e) 1.~lets . . .
NOA 21-086 - Zyprexa Zydis (olanzapme) orally dlsmtegratlng tablets
NOA 21-253 - Zyprexa JntraM"uscular (olanupine for injection)

Dear Ms. Wojcieszck:

Please refer to your New Drug Applications (NDAs) submincd under section S05(b) oflhe
Federal Food, Drug, and Cosmetic Act for Symbyax (olanzapinelfluoxetmc combination),
Zyprexa (olanzapinc) I.l:I.blclSo, Zyprexa Zydis (olanzapinc) omlly disintegrating tablets. and
Zyprcxa IntfllMuscular (olanzapine for injection).

WARNINGS

We have reviewed the data you have submitlcd thus far as well as the available literature. and we
would like to request that you make the labeling change!ii listed below pertaining to the e1tect of
olanzapine and Symb)'8x on body weight, lipids, and glucose. We anticipate that additional
laheling changes will be necessary when we have reviewed the results of the additional analyses
that we have requested. Given that your completing these analyses and our review of them will
take some time, we believe that it is in the best interest of the public health to make interim
labeling changes now based on the data that we already have available.

We request thl'llihe following language regarding hyperglycemia be implemented in the
WARNINGS Subsection in place oflhe present langutigc in labeljng regarding this risk. In
addilion, we request the following language regarding weight gain and hyperlipidemia be added
as new WARNINGS subsections: (strike through font denotes deletions to our labeling and
double underline font denotes additions).

,-\

-

-- We also refer to your April2S, 2007 submission, containing a briefing document (hat
summarizes results on weight gain, lipids, glucose dysregulalion, and metabolic syndrome.

.-
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MEDWATCH
Food and Drug Administration
55] 5 Security Lane
Suile 5100. HfD-OO 1
Rockviile. MD 20852
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The ~edicaJ Community can further our understanding of adverse events by
reponing all eases to the Agency via the MedWalch program b)' phone Ilt 1-800
FDA· J088, by fax AI 1-800.fDA-0178, vi. the MedWatch web,i'e ar
\o\'Ww.fda.gov/medw'Itch. or by mail:

NDAs 21·520, 20-592. 21-086. 21·253
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We request that you include as the last paragraph of the "Dear Healthcare Practitioner"'etter the
following language:

We request that you make th~se llibeling changes within 30 days of this Jetter. In addition, we
are requesting that you issue a "Dear Healthcare Practitioner" letter conveying this new
prescribing infonnatiolJ pc;nuining to the metabolic effects of olanZllpine and Symbyax. Please
submit this "Dear Health Care Practitioner" letter to us for review prior to distributing it.
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Sincerely,

Thomas Laughren. M.D.
DirecloT
Division of Psychiatry Products
Office of Drug EvaluAtion J
Center for Drug Evaluation and Research

NDAs 2 J-S20, 20-S92, 21-086, 2 J.2SJ
Poge 5

Ifyou have any queslions, call Sonny Saini, PhannD., Safety RegulBtory Project Manlger,lIt
JOI-796-0S32.
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Thomas Laughren
8/28/2007 12,36,53 PM

~a y .E:li.l.ilJy Co. Confid'ntial - SUbject to Protectiv, Or,t.r

Exhibit B, Page 7 of 7
SOA ~esponse to Lilly Motion in Limine Regarding Recent

egulatory Communications and Developments
Case No. 3AN-06-5630 CI

00623/

-.

zyAK-AG2003016

Page 801 8

-


	AK6226
	AK6227
	AK6228
	AK6229
	AK6230
	AK6231



