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- . 1200 Nincteenth Stree, NW.
Washingdton, D.C. 20036-2412
Main 202.861.3900 fax 202.223,2085
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ANTHONY L. YO G"*)“"

anthony. young@piperrudnick.com
direct WLRG1 IRR2 fux 202.GB9.7642

April 8, 2002

FACSIMILE AND U.S. MAIL

Mr. Lee Korb

Food and Drug Administration (1IFD-007)
5600 Fishers Lane

Rockville, MD 20857

Re:  Docket Nos. 92N-0927 and 88N0258
Final Rule Concerning Policies, Requirements, and Administrative
Procedures; Prescription Drug Marketing Act of 1987; Prescription Drug
Amendments of 1992; Petition for Stay of Action by the Pharmaceutical
Distributors Association dated March 29, 2000

Dear Mr. Korb:

As we discussed Friday, April 5, the petition of the Pharmaceutical Distributors
Association dated March 29, 2000, is hereby withdrawn. Most of the rclicf requested in the
petition was granted by the Administration in stays to certain provisions of 21 C.F.R. § 203.50,
and this March 29, 2000 petition is no longer relevant.
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Read, David T

From: Young, Anthony L. - DC [anthony.young@piperrudnick.com]
Sent: Wednesday, April 10, 2002 1:50 PM

To: 'Read, David T’ ‘

Subject: RE: Docket Nos. 92N-0297 and 88N-0258

David,

We did not intend to withdraw the two 2001 petitions with our letter of
April 8 to Lee Korb. However, we are prepared to do so and do hereby
withdraw those petitions dated July 12, 2001.

Tony Young
Counsel for the Pharmaceutical Distributors Association

Anthony L. Young

PIPER RUDNICK LLP

1200 19th Street, NW
Washington, DC 20036
202/861-3882

202/223-2085 FAX
anthony.young@piperrudnick.com
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~~~~~ Original Message-----

From: Read, David T [SMTP:READD@cder.fda.gov]
Sent: Monday, Bpril 08, 2002 5:08 PM

To: 'anthony.young@piperrudnick.com’

Cc: Korb, Lee D

Subject: Docket Nos. 92N-0297 and 88N-0258

Dear Mr. Young:

Vv VV V VYV V VYV YV

I've received a copy of your letter dated today, April 8, 2002,
written on

> behalf of the Pharmaceutical Distributors Association, to Lee Korb of
this

> office. 1In that letter you withdraw two petitions for stay of action,
> both

> dated March 28, 2000 (92N-0297/PSAl and 88N-0258/PSAl). Did you also
wish

> to withdraw your two later petitions for stay of action, both dated
July

12,

2001 ((92N-0297/PSR2 and 88N-0258/PSA2)? This can be accomplished by

reply to this e-mail. Thanks for helping us resolve these matters.

Dave Read

Director, Division of Regulatory Policy I (HFD-7)
Center for Drug Evaluation and Research

Food and Drug Administration
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MEMORANDUM DEPARTMENT OF HEALTH & HUMAN SERVICES
=4 Public Health Service
Food and Drug Administration
Center for Drug Evaluation and Research

DATE: April 10, 2002

FROM:  Dave Read (HFD-7) W

SUBJECT:  Docket Nos. 88N-0258 and 92N-0297

TO: Dockets Management Branch (HFA-305)

In the dockets indicated above, please file the attached letter and e-mail from the counsel for the
Pharmaceutical Distributors Association (PDA) dated April 8 and 10, 2002, respectively. The
PDA is withdrawing its four petitions for stay of actions, that is, 88N-0258/PSA1&2 and 92N-
0297/PSA1&2.

Attachments

CCl

HFD-7/1.Korb
HFD-7/TBrice
HFD-7/Docket Nos. 88N-0258 and 92N-0297



