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current Goad a~~~aGt~~i~~ Practice for Pasitron Emission Tomagtaphy Drug 

Prud~~ts~ ~~ef~~~~a~ Draft Proposed Rule; Availability 

AGENCY: ad and Drug Ad~~~strati~~~ WMS. 

e Food and Drug Admi~is~ati~~ (FDA) is a~~~~~~i~g the ava~~ab~~~~ of a 

reposed mle ox”1 current good ma~~fa~tu~~g practice (CGMP) for positron 

~~ss~~~ t~mu~aphy (PET) drug products. We are devefoping CAMP ~~gu~at~~~s for PET dntg 

products in accordance with the Food and Drzlg Ad~~~s~at~~~ Mode~izatiu~ Act of 1997 

M~demizati~~ Act). We are making a pr~~~~~~ draft of a proposed rule available to allow 

fuIX discussion f its ~~~t~~ts at an ~pco~~g public meeting on CAMP requirements for PET 

g products. We are a~~~~~c~~g the ava~~abi~~~ of a companion draft guidance on CGMP for 

PET drug products elsewhere in this issue of the Federa! Register. 

DATES: A public meeting on the preliminary draft proposed nzle and the draft guidance will be 

held on May 21,2002. Submit written or electronic comments on the preliminary draft ~~~~~sed 

de by June 5,2002. 

ADWtESSES: A copy of the pr~li~~~ draft proposed rule wilf be qn d~sp~a~ at the Dockets 

a~ageme~t Branc -3059, Food and Drug Ad~~is~at~~~, 5630 Fishers Lane, nn. 1061, 

Rockville, D 20852. Submit wetter requests for single copies of the p~eli~~a~ draft proposed 

e ~~vis~~~ of Drug Xnforrnation (HFD~240), Food and Drug Ad~~is~at~~~, 5600 Fishers 

Lane, ~~~kvi~~~~ MD 20857. Send one self-addressed adhesive label to assist that office in 



2 

processing your request. See the ~~~PL~~~NTA~~ ~NFU~~AT~UN section for electronic access to 

raft prcqmsed mfe. Su it written comments to the Dockets a~agement Branch 

(address above), S~b~t electronic co ents ta http:~~www .fda.g~v/du~kets/e~~~e~ts~ 

FOR FURTHER ~~FU~~ATl N CONTACT: Brenda ratani, Center for Drug Evaluation and Researc 

Ad~nistrati~n, 7520 Standish PI., Roekville, MD 20855, 30f--594-- 

21, 1997, the President signed the M~demi~ati~n Act (Public Law 

~(c)(~)(A) of the M~demizati~~ Act directs us to es propriate approval 

pru~ed~r~s and C MP requirements for PET drugs. Section ~2~(c)(~)(~) states that, in ad~p#~~g 

such re~~~reme~ts, we must take due account of any relevant differences between not&x=- 

at computed PET drugs for their patients and commercial manufacturers of such 

drugs, Se~t~~~ ~2~(c)(~)(~) also directs us to consult with patient advocacy groups, pr~fessi~~a~ 

rers, and physicians and scientists wha make OF use PET drugs as we 

develop PET drug CG P requirements and appruval prucedures. 

our initial tentative approach to PET drug elements and respctnde 

to ~~meru~s ~~esti~~s and czomments abuut at approach at a public eeting on February 

1999, In the Federal Aegis ler of September 22, I.999 (64 FR 5 1274), we published a notice of 

aft regulations on PET drug CAMP. Those prelimin draft 

reg~~ati~~s were discussed at a public meeting on September 28, 1999. 

ering the ~~~~nts on the pre~i~~~ draft regu ations, 5;Z)A has decided to 

ake several revisi~~s to its approach to CGMP for PET drug rmlucts. In accordance with 21 

GFR 1~.4~(~(4) and ~~.~~(b)(2)~ we are making revised preliminary draft regulations available 

fcx comment. T%e prelimin draft proposed ruIe dues not include sections on the economic impact 

of the proposed ru e, federalism concerns, and Paperwork Reduction Act issues. We will include 
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these sections when we pubfish a proposed rule, but we invite ~u~ents on these matters at this 

time. 

sewhere in this issue of the FederaI Register, we are announcing the availabi 

~~rnpa~~~ draft guidance entitled “‘PET Drug Prudu~ts-~u~ent C&o anufactu~ng Practice 

e prelim~na~ draft proposed rule and the draft guidance will be discussed at 

eeting to be hel on May 2 f,2002, fro 9 a.m. to 430 p.m., at 5630 Fishers Lane, 

le, MD 20852. 

interested persons m submit to the Dockets Management Branch (address above) ~tten 

or electronic co ents on the preli~n~ draft proposed rule. Two copies of any comments are 

to be submitte , except that individuals may submit one copy. Comments are to be identified with 

the docket num er found in brackets in the heading of this document. Electronic clients may 

be submitted to ttp:~/www .fda.g~v/d~~kets/e~~~ents. The pre~~~n~ draft proposed rule an 

the clients su mitted to this docket may be seen in 5: Dockets Management Branch betwee 

9 a.m. and 4 p*m., Monday t 
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