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William W. Vodra, Esq
Amold & Porter LLP

- 353 Twelfth Street, NW 1
Washington, DC 20004-1202

Re:  Docket No. 2005P-0402/CP 1
Dear Mr. Vodra: |

Tam writing to inform you that the Foodand Drug Admlmstrauon (FBA) has not yet resolved
the issues raised in your citizen p ition ecelved on September 28, 2005, and submitted on

~ behalf of Ross J. Baldessanm, M D. a' re‘ erick K. Goodwin, M.D. Your petition. requests
that the Agency take two actions. Flrst u request that FDA determine, on the basis of a
comprehenswe review of published. studles ‘that hthlum is safe and effect:ve for reducmg the
incidence of suicide and suicide attempts in patients with manic-depressive ﬂlness Second, you
request that the Agency order or perrmt the labeling of appreved thium carbonate and lithium
citrate drugs to include an amended indication and related | mformauon onaclass-
wide basis. You ask that the labehng for these products b ed to add “Lithium carbonate
or citrate is indicated to reduce the incidence of suwxde and uic attempts in patzents with
mamc-depresswe illness: (blpolar I dlserder) 2o

FDA has been unable to reach a deelswn on your peuuon due.te the need to address other

cmzen petmons (21 CFR 10. 30(e)(2)) We wﬂi respond to your petu:mn as soon as possﬁ)le
given the numerous demands on the Agency s reseurces .
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E ,Sﬁmee,rely,’

B 'Center for Drug Ev&luanon and Research




