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AGENCY: hod an Drug Ad~nis~at~un, l!XHS. 

Drug Ad~n~s~ation (FDA) is announcing the availability of a draft 

g Products-Current Go0 

e availability of preliminary draft proposed regulations elsewhere in this issue of 

the Federal J&e&&x. We axe making the draft guidance available so that producers of positron 

emission tomogra hy (PET) drugs will better understand FDA’s thinking ~on~eming 

compliance if the draft proposed regulations were to become final after notice and 

comment rulema 

DATES: A public melting on the preliminary draft proposed regulations and the draft guidance 

will be held on 

it written or elec onic comments on e draft guidance by June 5,2002. 

ADDRESSES: cubit written requests for single copies of the draft guidance to the Division of 

), Center for Drug evaluation and Researc P Food and Drug 

Adm~n~strat~o~, 56 0 Fishers Lane, Rockville, MD 20857. Send one self-ad~essed adhesive 

to assist that office in processing your request. See the ~~~~LE~~NTA~~ INF~~~ATl~~ section 

for e~e~tron~~ access to the draft guidance. Submit written moments to t 

)> Food and Drug Ad~n~s~at~un, 5630 Fishers ane, rrn. 1061, Rockville, MD 

20852. Submit electronic co ents to http://www.fda.gov~do~kets/eco~ents. 
cd018 



er 21, 1997, the President signed the Food and Drug Ad~nistration Mude~ization 

izatio~ Act) (Public Law I 5) into law. i%Am INc)( 

Mudemization Act directs tfs to establish appropriate approval procedures and CGMP requirements 

fur PET drugs. Section 121(~)(~)(~) states that, in adupting such requirements, we must take due 

account of any relevant differences between not-for-profit insti~t~ons that compound PET drugs 

for their patients and commercial manufacturers o the dogs. Section 1.2 I WC f W) afso directs 
us to consult with patient advocacy groups, professional associations, mannfa~tnrers~ and physicians 

scientists who make or use PET drugs as we develop PET drug CG 

approval procedures. 

tentative approach to PET drug CGMP requirements and responde 

to n~merons ~nest~uns and comments about that approach at a public meeting on February 19, 

I Register of September 22, 1999 (64 FR 51274), we published a notice of 

ava~~ab~~ity of pre iminary draft regulations on CGMP for PET drug pro 

draft re ations were disc ssed at a subsequent public meeting on September 28, 1999. 

After ~onside~ng the foments on e preliminary draft regulations, we have decided to make 

several rev~s~uns t those regulations. Elsewhere in this issue of the Federal Register, we are 

the ava~~ab~li~ of a preliminary draft proposed rule on CAMP for PET drug products. 

We are making th s draft guidance available now so at PET drug producers will better understand 

ng cun~eming compliance with the preliminary draft proposed CGMP regulations if 

they were to become final after notice and comment rulemaking. We invite comments on whether 

the g~~da~~e would be a useful. a~cumpaniment to the reposed rule. The prelimin~ draft proposed 



3 
rule and the draft guidance will be discussed at a public meeting to be held on May 2 1,2002, 

to 4:30 pm., at 5630 Fishers Lane, rrn. 1066, Rockvif e, MD 20852. 

3[I. co 

Interested persons may submit to t e Dockets Management Branch (address above) written 

or electronic moments on the draft guidance. Two copies of any comments are to be sub~tted, 

except that individuals may submit one copy. Comments are to be identified with the docket number 

found in brackets in the hea ing of this ducume~t. Electronic comments may be submitte 

ets~eco~ent~. The draft guidance and the comments submitted to the docket 

ay be seen in e Dockets M~agement Branch between 9 a.m. and 4 .m-, Munday trough 

Friday. 




