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Chair-elect:
John Shabushnig, PhD ‘
e e Dear SlrlMadam ~ |
Secretary:
Lisa Skeens,PhD The Parenterai Drug Assocnatlon (PDA) is pleased to provide these
Baxter Healthcare Corporation i comments on the Direct Final and Proposed Final Rules Current Good
Knr:ﬁfj;ﬁ:m R Manufacturing Practice Regulatfon and Investigational New Drugs. PDA is
Sartorius Corporation ; an international professnonal association consisting of more than 10,000
Immediate Past Chair: individual ‘member scientists having an interest in the fields of
gllikfﬁimae:;g%?nr an pharmaceutical manufacturmg and quality. These comments were
Presi dyem_ Pory generated by a PDA Working Group that canmsted of industry professionals
Robert Myers ' from 10 different pharmaceutlcai and censu!tmg firms, and included

DIRECTORS international representahon
LR R

Jennie Allewell

Wyeth Research Overall, we we!come the proposed change in regulatory requirements
Stephen Bellis 4 associated with 'the manufacture of Phase 1 investigational new drugs,
IVAX Pharmaceuticals UK however, we would hke to offer the followmg suggestions:

Rebecca Devine, PhD

Regulatory Constltant 1. If the 1991 EDA Guideline for the: Preparatten of Investigational New

ﬁ?,‘v';'ﬁ;“pﬁ;ﬁi';;uﬁca.s Corp. Drug Products is eliminated when the draft Guidance for Industry,
Yoshihito Hashimoto, Msc INDs  ~ Approaches to Complying - with cGMP during Phase |
Chiyoda Corporation document is finalized, all portions of 210 and 211 could be

Tim Marten, Dphil
AstraZeneca

Steven Mendivil

conS|dered apphcabfe to phases 2 and 3. This would place undue
burden on the industry since all parts of 21 CFR Parts 210 and 211,

Amgen ‘ as written, are not appropnate for phase 2 and 3. Therefore we
Amy Scott-Billman suggest that it be made clear that the 1991 gu:delme will remain in

GlaxoSmittiine effect for phase 2 and 3 materials until the new phase 2 and 3

Eric Sheinin, PhD
0.5, Pharmacopeia gu:dance document is avallab!e

g;"l-{se:flfr:care 2. 1t should be made clear that the direct final rule applies to
Laura Thoma, PharmD mvest:gatlonal new drug products and not to AP!

University of Tennessee

ok A, 3. Section V, “Analysis of Impacts” states “For drug manufacturers that
General Counsel: : produce Phase 1 drug products in-house and also produce approved
Jerome Schaefer, Esq. - drug products, this direct final rule is expected to reduce the amount
(S”cigz?érf’g‘.‘fi"‘gfc°”’“e& of documentation they produce and maintain when they manufacture
Editor PO Joutnal oF a Phase 1 drug " In our opinion, this statement regarding savings is
Pharmaceutical Science questlonable because we do not know at the time of phase 1
igg Ef::ﬁlighyo manufacture if a drug will move into phase 2. For this reason,
University of lowa ; manufacturers may elect to take a more conservative approach by

manufactunng to Phase 2 requxrements
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4. Suggest changing the wordmg of the proposed/new regulatron at § 210.2 (c) from

“However, this exemption does not apply to an mvest;gatronai dr’ug foruseina Phase 1
study once the mvestlgauonal drug 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: tawfully marketed. If the investigational 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 mvestngat!onal drug for use in a Phase 2
or Phase 3 study, as defined!in 312.21(b) and (c) of this chapter, or if the drug has been
lawfully marketed. If the. mvestrgatlonal drug has been made available in a phase 2 or 3
study or the drug has been lawfully marketed, yet further phase 1 studles need to be
conducted to generate data to support the registration of the clinical iindication being
developed, the drug used in- the phase 1 study need not comply with part 211.”

We appreciate the opportumty to comment on the Dlrect Fmal and Proposed rules. Please
contact us if we can be of any further assxstance :

Sincerely,
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Rabert B. Myers, r
President, PDA



