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Chair : Direct Final and Proposed Final Rules: Current Good Manufacturing 
Vincent Anicetti 
Genenteen, Inc. Practice Regulation and Irrvestigatiaaaal New Drugs 
Chair-elect: 
John Shabushnig,PhD' Dear Sir/Madam : 
Pfizer Inc 
Secretary : 
Lisa skeens,Pno , The P'arEnteraf Drug Association (F°DA) is pleased to provide these 
Baxter HealtncareCorporation comments on the Direct Final and Proposed Final Rules Current Good 
Treasurer. 
Maik Jornitz Manufacturing Practice Regulation and lnvesrigatiartal New Drugs. PDA is 

SartoriusCorporation ' an international professional association consisting of more than 10,000 

Immediate Past enair: individual member scientists having an interest in the fields of 
Nikki Menringer pharmaceutical manufacturing and quality . These comments were 
Eli Lilly andCompany generated by a PDa Working GrOLIP that consisted of industry professionals 
President: 
Robert Myers from 10 different pharmaceutical and consulting firms, and included - 

international representation . 

Jenn;eAUeweir 
Wyeth Research Overall, we welcome the proposed change in regulatory requirements 

Stephen aeuis associated with the manufacture of Phase 1 investigationai new drugs, 
ivaxPharmaceuticals uK however, we would like to offer the following suggestions : 
Rebecca Devine,PhD 
Regulatory Consultant 1 . If the 1991 FDA Guideline for the Preparation of Investigational New 
Kathleen Greene 
Novartis Pharmaceuticals Corp Drug Products is eliminated when the draft Guidance for Industry, 
vosninito Hasnimoto, Msc iIVDs -- Approaches to Complying with cGMP during Phase l 
cniyodacorporation document is finalized, ail portions of 210 and 211 could be 
Tim Manen,opnil considered applicable to phases 2 and 3 . Th's would place undue 
AstraZeneca 
Steven Menaivu burden on the industry since ail parts of 21 Ci=R Parts 210 and 211, 

amgen ' as written, are not appropriate for phase 2 and 3 . Therefore, we 

Amy scott-ainman suggest that it be made clear that the 1991 guideline will remain in 
GiaxosmitnKiine effect for phase 2 and 3 materials until the new phase 2 and 3 
Eric Sheinin, PhD guidance document is available . 
U.S. Pharmacopeia 
Gail Sofer 
GE Healthcare ' 2. It should be rnade clear that the direct final rule applies to 
Laura Thoma, PharmD InVeStIgatlOrlal new drug products, and not to API . 
University of Tennessee 
anaersvintner,pnD 3, Section V, "Analysis of Impacts" states "Far drug manufacturers that CMC Biopharmaceuticals A1S 
General Counsel : produce Phase 1 drug products in-house and also produce approved 
Jeromescnaeter,ssq . drug prodiscts, this direct final rule is expected to reduce the amount 
O'Brien, Butler, Mcconine & of documentation they produce and maintain when they manufacture Schaefer, P .I .L.C . 
Edicor ; POAJoumalof a Phase 1 drug ." In our opinion, this statement regarding savings is 

questionable because we do not know 8t the time 0$ phase I Pharmaceutical Science 
and recnnoioyy: manufacture if a drug will move into phase 2 . For this reason, 
Lee Kirsch, PhD manufacturers may elect to take a snc~re conservative approach b;} 
University of Iowa manufacturing to Phase 2 requirements . 
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4. Suggest changing the wording of the proposed/new regulation at § ?102 (c) from:' 

"However, this exemption does not apply to an invesrigafiional drug for use in a Phase 1 
study once the investigational drag has been made available for use by or for the 
sponsor in a Phase 2 or Phase 3 study, as defined 'in 312 .21(b) and (c) of this chapter, 
or the drug has been lawfully marketed. If the investiga'tiana! drug has been made 
available in a phase 2 or phase 3 study or the drug has been lawfully marketed, the drug 
for use in the phase 1 study must comply with part 211 ." 

to : 

"However, this exemption does not apply to an investigaiiona! drug for use in a Phase 2 
or Phase 3 study, as defined in 312.21(b) anti (c) of this --l-iapter, or if the drug has been 
lawfully marketed . If the investigdtional drug has been made available in a phase 2 or 3 
study or the drug has been lawfully marketed, yet further phase 1 studies need to be 
conducted to generate data to support the registration of the clinical indication being 
developed, the drug used in the phase 1 study reed not comply with part 211 ." 

We appreciate the opportunity to comment on the Direct Final and Proposed rules . Please 
contact us if we can be of any further assistance . 
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President, PDA 


