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SUBPART: e Food and Drug Ad~~~~st~ati~~ (FTDA) is a~~~~~c~~g the availability of a draft 

uidance entit TTT Drug Products-Cu 

cing the ava~~ab~~~ty of ~re~~~~~ draft osed reg~lat~~~s e~sewh~~~ in this issue of 

the Federa Register. We e making the draft guidance available so t at producers of positron 

dmgs will better understand FnA’s t~~~~~g concernin 

~~~~lia~~~ if the ~r~~~~~~y draft proposed regulations were to become final after notice and 

co 

DATES: A lie meetin n the the draft guidance will be held on M 21, 2002, 

eats on the draft guidance by June 5,2002. 

ADDRESSES: debit written requests for single copies of the draft guidance to ivision of 

40), Center for Drug EvaXuatiion and Researc 

00 Fishers Lane, Rockville, MD 20857. Send me self-addressed adhesive label 

to assist that 0 ocessing your request. See the S~PP~E~E~~AR~ I~FUR~AT~U~ section 

for electronic access to the draft guidance. Submit written comments to the Dockets Management 
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renda Uratani, Center for Drug ~val~ati~~ and ~ese~eh 

Ad~~~~st~ati~~, 7520 Standish Pl., ~ockvi~~e, MD 20855, 3Qf---596 

, 1997, the. President signed the Food and Drug A ~nistratiun MO 

Act of 19 ~de~~zati~~~ Act) (Public Law 105-1 aw Section f2 

et directs us to establis appr~p~ate approval procedures an 

ET dnr ecti~~ )(B) states that, in adQpti~g such req~i~e~e~ts~ we cast take due 

unt af any relevant fferences between n~t-fQr-p~Q~t ins 

comnerciaf ~an~fac~rers of the dogs. Section I 

us to consult wit atient advocacy groups, pr~fess~~~al associations, m n~fact~re~s, an 

s who make or use PET drugs as we evelop PET drug CAMP req~ir~~e~ts and 

r initial tentative approach to PET drug CGMP requirements an 

clients about that approach at a public meeting on Feb 

ster of September 22, 1999 (64 FR 51274), we published a nrsitice of 

availa draft regulations on CCMP for PET drug roducts, Those p~eli~~~ 

s were discussed at a subsequent public meeting on September 28, 1999. 

ering the ~:~~ents an the prelimin draft ~eg~~ati~ns, we have deci 

several r~v~si~~s t ulations. Elsewhere in this issue of the Federal Register, we are 

f a prel~~n~ draft proposed rule on CG 

ing this draft guidance available now so that PET drug producers wiff better understand 

ng complia.nce wi the pre~~~~~ draft proposed CAMP reg~~at~~~s if 

they were to bet e final after notice and comment rufem ng. We invite cements on whether 

the animent to the proposed mle. The reliminary draft propose 
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raft guidance will be discussed at a public meeting to be held on May 21, 2002, 

from 9 a-m- to .m., at 5 Fishers Lane, rnx 1066, ~~ckv~~~e, MD 20852. 

ay submit to the Dockets Management Branch (address above) written 

Or electr c co ents on the draft guidance. Tw copies of any ts =e to be sub~tted, 

mit one copy. advents are to be ~d~nt~~ed with the docket number 

brackets in the eading of this document- Electronic co~e~ts may be submitte 

etsieco ents, The draft guidance and the comments submitted ts 

anagement Brane etween 9 a.m. and 4 p*m., Monday ough 

Friday. 
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