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This updated directory reflects assignment changes based on 2005-2010 Expert Committees. The general USP
telephone number, (301) 881-0666, may still be used for general inquiries or when a particular Expert Committee is
not identified. The fax number is (301) 816-8373.

STAFF

E-MAIL

PHONE

CONTACT FOR

Darrell Abernethy, M.D., Ph.D.,
Chief Science Officer

Clydewyn M. Anthony, Ph.D.,
Senior Scientist

Fouad Atouf, Ph.D.,
Senior Scientific Associate

Shawn C. Becker, M.S., B.S.N., R.N.,
Director, Patient Safety Initiatives

Kristie Bowman,
Senior Scientific Associate

Colleen Brennan, R.Ph.
Manager

William E. Brown,
Senior Scientist

Damian A. Cairatti,
Senior Scientist

Todd L. Cecil, Ph.D.,
Vice President, Compendial Sciences

Behnam Davani, Ph.D.,
Senior Scientist

Natalia Davydova, Ph.D.
Scientist

Anthony DeStefano, Ph.D.,
Vice President, General Chapters

Gabriel 1. Giancaspro, Ph.D.,
Director, Dietary
Supplements

Brian D. Gilbert, Ph.D.,
Scientist

Elena Gonikberg, Ph.D.,
Senior Scientist

James Griffiths, Ph.D.,
Vice President, Food and Dietary
Supplement Standards

Linda Guard,
Vice President, Publications

Antonio Hernandez-Cardoso,
Scientist, Latin American
Specialist

Desmond G. Hunt, Ph.D.,
Scientist

dra@usp.org

cma@usp.org

fa@usp.org

scb@usp.org
kxb@usp.org
cyb@usp.org

web@usp.org

dac@usp.org
tlc@usp.org

bd@usp.org

nd@usp.org
ajd@usp.org

gig@usp.org

bg@usp.org

eg@usp.org

jg@usp.org

Img@usp.org

ahc@usp.org

dgh®@usp.org

(301) 816-8184

(301) 816-8139

(301) 816-8365
(301) 816-8216
(301) 816-8462
(301) 816-8548

(301) 816-8380

(301) 816-8307
(301) 816-8234

(301) 816-8394

(301) 816-8328
(301) 230-6303

(301) 816-8343

(301) 816-8223

(301) 816-8251

(301) 998-6811

(301) 816-8309

(301) 816-8308

(301) 816-8341

Monograph Development—
Cough, Cold, and Analgesics
(MD-CCA)

B&B Cell, Gene, and Tissue
Therapies (BB CGT)

Sterile Compounding
Food Ingredients (FI)
Safe Medication Use (SMU)

Biopharmaceutics (BPC);
Pharmaceutical Dosage
Forms (PDF)

USP-NF Spanish Edition

Monograph Development—
Antivirals and Antimicrobials
(MD-AA)

Dietary Supplements
Performance Standards

Document Disclosure

Monograph Development—
Gastrointestinal, Renal, and
Endocrine (MD-GRE)
Radiopharmaceuticals and
Medical Imaging Agents
Veterinary Drugs (VET)

USP Spanish Edition;
General Chapters (GC),
Pharmaceutical Waters

Packaging and Storage
(P&S);

Parenteral Products— Industrial
(PPI)
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STAFF E-MAIL PHONE CONTACT FOR
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Senior Scientific Associate

Randy Kiser,
Program Manager
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Scientist

Steven P. Lane,
Vice President, RSO

Markus Lipp, Ph.D.
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Angela G. Long,
Vice President, Volunteer and
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Feiwen Mao,
Scientist

Margareth R. Marques, Ph.D.,
Senior Scientist and Latin
American Liaison

Kate Meringolo,
Manager, Publications Support

Jeff Moore, Ph.D.,
Senior Scientific Associate

Kevin Moore, Ph.D.,
Senior Scientist

Tina S. Morris, Ph.D.,
Vice President, Biologics and
Biotechnology

Horacio Pappa, Ph.D.,
Senior Scientist and Latin
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Curtis S. Phinney, MSPH,
Scientist
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Scientific Associate

Sujatha Ramakrishna, Ph.D.,
Scientist

Hariram Ramanathan,
Senior Scientific Associate

Ravi Ravichandran, Ph.D.,
Senior Scientist

Karen A. Russo, Ph.D.,
Vice President, Small Molecules

Leonel Santos, Ph.D.,
Senior Scientist

Dandapantula Sarma, Ph.D.
Senior Scientist

Rick Schnatz, Pharm.D.
Manager, Pharmacy
Compounding EC

Stefan P. Schuber, Ph.D.,
Director, Scientific Reports
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mxl@usp.org

agl@usp.org
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csp@usp.org
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kar@usp.org
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dns@usp.org

rxs@usp.org
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(301) 816-8324
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(301) 816-8337
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(BB PP)

USP Reference Standards Acquisi-
tion

Excipient Monographs 1 (EM1); Ex-
cipient General Chapters (EGC)

Reference Standards Operations

Food Ingredients

Monograph Development—
Ophthalmology, Oncology,
and Dermatology (MD-OOD)

Biopharmaceutics (BPC);
Pharmaceutical Dosage
Forms (PDF); Reagents

Food Ingredients (FI)

Harmonization;
Monograph Improvement

General Chapters (GC);
Statistics (STAT)

Dietary Supplements
Non-Botanicals (DSN)
Small Molecules Monographs
Monograph Development—
Cardiovascular (MD-CV)
Small Molecules Monographs
Monograph Development—

Psychiatrics and
Psychoactives (MD-PP)

International Health (IH)
Dietary Supplements—

Information (DSI)
Compounding Pharmacy (CRX)



Pharmacopeial Forum
Vol. 35(3) [May—june 2009]

HOW TO USE PF

STAFF DIRECTORY (continued)

515

STAFF

E-MAIL

PHONE

CONTACT FOR

Maged H. M. Sharaf, Ph.D.,
Senior Scientist

Catherine M. Sheehan,
Director, Excipients

Tom Sigambris, M.S.,
Scientist

Anita Y. Szajek, Ph.D.,
Senior Scientist

Radhakrishna S. Tirumalai, Ph.D.,

Senior Scientist

Yoshiyuki Tokiwa, Ph.D.,
Senior Scientist

Domenick Vicchio,
Senior Scientist

Mary ‘‘Jeanie’’ Waddell
Scientist

Hong Wang, Ph.D.,
Scientist

Lili Wang,
Technical Services Scientist

Andrzej Wilk, Ph.D.,
Senior Scientist

Ahalya Wise,
Scientist

Kahkashan Zaidi, Ph.D.,
Senior Scientist
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rst@usp.org
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(301) 816-8318
(301) 816-8262

(301) 998-6789

(301) 816-8325

(301) 816-8339

(301) 816-8321
(301) 998-6828
(301) 816-8124

(301) 816-8351

(301) 816-8129
(301) 816-8305
(301) 816-8161

(301) 816-8269

Dietary Supplements—
Botanicals (DSB)

Excipients

B&B Vaccines and Virology (BB-
W), Proteins and Polysaccharides
(BB PP) (small peptides)

B&B Blood and Blood Products
(BB BBP)

General Toxicity and Medical
Device Biocompatibility
(GTMDB); Microbiology and
Sterility Assurance (MSA)

Dietary Supplements—
General Chapters (DS-GC)

Monograph Development—Pul-
monary and Steriods (MD-PS)

Monograph Development—Pul-
monary and Steriods (MD-PS)

Excipient Monographs 2
(EM2); Excipient General
Chapters (EGC)

USP Reference Standards Evalua-
tion

Nomenclature (NOM)

Monograph Development—
Antibiotics (MD-ANT)

Aerosols (AER); General
Chapters (GC)
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USP ANNOUNCES REVISION TO AMANTADINE
HYDROCHLORIDE CAPSULES MONOGRAPH. The
Biopharmaceutics Expert Committee (BPC) has
approved the addition of Dissolution Test 2 to the
Amantadine Hydrochloride Capsules Interim Revision
Announcement monograph. This monograph was
previously printed as an In-Process Revision in
Pharmacopeial Forum volume 35(1). The approved
Interim Revision Announcement supersedes the
monograph printed in USP 32-NF 27 until the
monograph is printed in the USP 32-NF 27, Second
Supplement, which will be released June 1, 2009 and
will become official December 1, 2009. The
chromatographic procedure in this test was validated
using the RTX-1 or DB-1 brand of G1 phase. The
retention times for naphthalene and amantadine
hydrochloride are approximately 6 and 7 minutes,
respectively.

Should you have any questions on the Amantadine
Hydrochloride Capsules Monograph, please contact
Margareth Marques, Ph.D. at 301-816-8106 or
mrm@usp.org.

USP ANNOUNCES REVISION TO BUPROPION
HYDROCHLORIDE EXTENDED-RELEASE TABLETS
MONOGRAPH. The Biopharmaceutics Expert
Committee (BPC) has approved the addition of
Dissolution Test 8 to the Bupropion Hydrochloride
Extended-Release Tablets Interim Revision Announcement
monograph. This monograph was previously printed as
an In-Process Revision in Pharmacoeial Forum volume
35(1). The approved Interim Revision Announcement
supersedes the monograph printed in USP 32-NF 27,
First Supplement (released February 1, 2009 and official
August 1, 2009) until it is printed in the USP 32-NF 27,
Second Supplement, which will be released June 1, 2009
and will become official December 1, 2009.

Should you have any questions on the Bupropion Hydro-
chloride Extended-Release Tablets Monograph, please
contact Margareth Marques, Ph.D. at 301-816-8106 or
mrm@usp.org.

POLICIES AND ANNOUNCEMENTS

Pharmacopeial Forum
Vol. 35(3) [May-June 2009]

STAGE 4 AND STAGE 6 HARMONIZED STANDARDS
ARE NOW FEATURED IN TWO SEPARATE PF
SECTIONS. USP publishes monographs and general
chapters that are undergoing international
harmonization by the Pharmacopeial Discussion Group
(PDQG) at Stage 4 and Stage 6. The Stage 4 documents
are published for public comment. The Stage 6
documents have received PDG approval. These
documents are being published to inform readers of
their PDG sign-off status.

To make clear the distinction between Stages 4 and 6,
USP has revised the Harmonization section of Pharmaco-
peial Forum (PF) by separating the two types of docu-
ments.

Stage 4 documents are published in PFin draft form and
are available for public comment. The Japanese and the
European Pharmacopoeias and the USP analyze com-
ments and revise the general chapters and monographs
accordingly. The documents are revised based on the
comments received and then forwarded to the next
stage.

The Stage 6 documents are provided in PF as an informa-
tional resource, and these documents will be published in
the next available official publication. The Stage 6 docu-
ments published in PF 35(3) will be official in USP 33-NF
28.

PHARMACOPEIAL FORUM PUBLIC REVIEW AND
COMMENT PERIOD DEADLINES. The USP welcomes
and encourages interested parties to submit comments
and data regarding potential, proposed, or adopted
(official) standards. In accordance with the Rules and
Procedures of the 2005-2010 Council of Experts, USP
has implemented a 90-day comment period by
providing a deadline for each issue of PF unless
otherwise stated in the individual briefing. The listing of
comment period deadlines and the targeted official
publications appears below.

Targeted Official
Pharmacopeial Forum | Comment Deadline Publication Release Date Official Date
PF35(2) June 15, 2009 USP 33-NF 28 February 2010 August 1, 2010
PF 35(3) August 15, 2009 Ist Supplement
PF35(4) October 15, 2009 USP 33-NF 28 June 2010 December 1, 2010
PF 35(5) December 15, 2009 2nd Supplement
PF 35(6) February 15, 2010 USP 34-NF 29 November 2010 May 1, 2011
PF36(1) March 31, 2010

@© 2009 The United States Pharmacopeial Convention Al Rights Reserved.
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All official revisions are published in the annual edition or
Supplements to USP-NF (twice yearly). Between these
publications, official revisions are published in PFin the
Interim Revision Announcement section and incorporated
in the upcoming Supplement or book. They may also be
published as Revision Bulletins on www.usp.org in the
“New Official Text” section. The official publication in
which an IRA is incorporated will depend upon publica-
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tion deadlines. See the table below. The electronic ver-
sion of USP-NF is updated as each Supplement becomes
available and, therefore, contains all official text up to
and including the contents of the latest Supplement.
The table below outlines the publications and their re-
lease and official dates, and the book or supplement
which supersedes them.

Publication Schedules

Publication Release Date

Official Date Superseded by

USP 32-NF 27

November 1, 2008

May 1, 2009

1st Supplement to USP 32-NF 27

IRA [PF 35(1)]

January 1, 2009

February 1, 2009

2nd Supplement to USP 32-NF 27

1st Supplement to USP 32-NF 27

February 1, 2009

August 1, 2009

2nd Supplement to USP 32-NF 27

IRA [PF 35(2)] March 1, 2009 April 1, 2009 2nd Supplement to USP 32-NF 27
IRA [PF 35(3)] May 1, 2009 June 1, 2009 USP 33-NF 28
2nd Supplement to USP 32-NF 27 June 1, 2009 December 1, 2009 USP 33-NF 28
IRA [PF 35(4)] July 1, 2009 August 1, 2009 1st Supplement to USP 33—-NF 28

IRA [PF 35(5)]

September 1, 2009

October 1, 2009

1st Supplement to USP 33—-NF 28

IRA [PF 35(6)]

November 1, 2009

December 1, 2009

2nd Supplement to USP 33-NF 28

USP 33-NF 28

November 1, 2009

May 1, 2010

1st Supplement to USP 33-NF 28

PRIORITY NEW MONOGRAPH ITEMS. USP is seeking
monographs for the following drug substances and drug
products that are or soon will be off patent and thus are
of the highest priority. USP also is seeking monographs
for the excipients listed below. Monographs are marked
“‘Received”’ upon receipt of monograph proposal. Re-
ceived monographs are removed from this list upon pub-
lication in Pharmacopeial Forum or when posted in the
Pending Monographs section of the USP website

(http://www.usp.org/standards/pending/). This list has
been updated as of February 20, 2009; monographs re-
ceived since the last update to the list are noted in bold.

Monograph sponsors should consult USP’s Guideline
for Submitting Requests for Revision to the USP-NF
at http://www.usp.org/USPNF/submitMonograph/
subGuide.html.

For additional information, contact Karen A. Russo,
Ph.D., kar@usp.org.
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Pharmacopelal Forum Stimuli articles do not necessarily reflect the policies
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INSTRUCTIONS TO AUTHORS

Contributions in the form of original research reports, evaluations of new and existing compendial methods, and other
commentaries and articles relevant to drug standards or to USP-NF revision will be considered for publication in Phar-
macopeial Forum under the section Stimuli to the Revision Process. Manuscripts are received with the explicit understand-
ing that they have not been published previously in any language or medium and that they are not simultaneously
under consideration by any other publication.

All manuscripts are subject to review by USP headquarters staff, Committee members, or qualified outside referees, and
if accepted for publication they will be subject to editing by USP staff. Accepted manuscripts become the property of
the USP Convention (USPC) and may not be subsequently published elsewhere without written permission from the
USPC. Authors are also responsible for obtaining permission for reprinting any illustrations that have been published
elsewhere.

Abstract—Include an abstract of not more than 250 words stating the purpose and the results or conclusions of the
article.

Style and Usage—Stimuliarticles generally follow the current Chicago Manual of Styleexcept in scientific usage
(numbers, abbreviations, etc.). For the latter, authors should use the current AMA Manual of Style or the current
ACS Style Guide. Authors may usefully consult a current copy of Pharmacopeial Forum.

References—Consult the current AMA Manual of Style, which is generally consistent with the National Library of
Medicine’s Recommended Formats for Bibliographic Citation. A current copy of Pharmacopeial Forum will offer
examples of reference formats.

Copyright—Copyright transfer documents will be sent to authors after manuscripts have been accepted for
publication.

Contact Person—USP will designate a Scientific Liaison in the Documentary Standards Division as the corresponding
author. This ensures that USP receives all comments generated by the Stimuli article. Authors should contact the
Scientific Liaison if they would like to receive copies of comments generated by their Stimuli articles.

Submission Instructions—Manuscripts must be submitted both as an electronic file and as a printed copy of the
electronic file. Submit the text in Microsoft® Word or another current word-processing application. The preferred
format for graphics submitted electronically is tagged image file format (TIFF). Photocopies are not acceptable.
Manuscripts submitted for publication should be addressed to:

Pharmacopeial Forum
Executive Secretariat, USP
12601 Twinbrook Pkwy.
Rockville, MD 20852
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Drug Product Performance and Interchangeability of Multisource Drug
Substances and Drug Products

Leon Shargel, PhD, Applied Biopharmaceutics®

ABSTRACT Multisource drug products may contain drug substances and drug products that meet USP-NF mono-
graph standards of strength, quality, purity, and identity. Pharmaceutical equivalence per se does not ensure equivalent
drug }oroduct performance as demonstrated by bioequivalence, nor does it ensure therapeutic equivalence. This
Stimuli article examines pharmaceutical equivalence and suggests that multisource drug products that meet USP

monograph requirements may not be pharmaceutical equivalents and/or may not have the same drug product
performance.
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Topical and Transdermal Drug Products

The Topical/Transdermal Ad Hoc Advisory Panel for the USP Performance Tests of Topical and Transdermal Dosage Forms:
Clarence T. Ueda (Chair), Vinod P. Shah (USP Scientific Liaison), Kris Derdzinski, Gary Ewing, Gordon Flynn, Howard Maibach,
Margareth Marques (USP Scientific Liaison),> Howard Rytting, Steve Shaw, Kailas Thakker, and Avi Yacobi.

ABSTRACT This Stimuli article provides general information about the test methods that should be employed to
ensure the quality and performance of topical and transdermal drug products. The term topical drug products refers to

all formulations applied to the skin except transdermal delivery systems (TDS) or transdermal patches that will be
addressed separately.
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Performance-based Monographs

Small Molecules Collaborative Group, R.L. Williams, D.R. Abernethy, W.F. Koch, W.W. Hauck, and T.L. Cecil®

ABSTRACT This Stimuli article describes a performance-based monograph (PBM) that specifies tests and acceptance
criteria for articles in the US Pharmacopeia (USP) and National Formulary (NF). For selected tests of the monograph, a
certified reference material (CRM) from USP would be provided to assist analysts in developing sound procedures.
Availability of a default procedure in association with the PBM is considered, pros and cons of the approach are
presented, and comments are solicited.
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Acceptable, Equivalent, or Better: Approaches for Alternatives to Official
Compendial Procedures

W.W. Hauck, PhD,* A.]. DeStefano, PhD, T.L. Cecil, PhD, D.R. Abernethy, MD, PhD, W.F. Koch, PhD, R.L. Williams, MD

ABSTRACT The General Notices in the US Pharmacopeia (USP) permit analysts to use acceptable (suitable) alternatives
to an official procedure. In a revision that will be effective May 1, 2009, the General Notices will require that the
alternative procedure be demonstrated to give results that are equivalent to or better than those obtained by the
official procedure. This Stimuli article discusses approaches for determining equivalent or better procedures. The
concepts and tests discussed in this paper may become one or more USP General Chapters. The preceding Stimuli
article speaks to approaches that determine an acceptable procedure without requiring a study to document
equivalent or better.
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