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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.
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USP ANNOUNCES REVISION TO HAWTHORN
MONOGRAPHS. The Dietary Supplements—
Information Expert Committee has approved the
deletion of the cautionary statement in the Hawthorn
Leaf with Flower and the Powdered Hawthorn Leaf with
Flower monographs. These monographs were
previously printed as proposed Interim Revision
Announcements in Pharmacopeial Forum, PF 34(5)
[Sept.-Oct. 2008.] The approved Interim Revision
Announcements, which appear elsewhere in this issue of
PF and will become official on August 1, 2009, will
supersede the monographs as presented in USP 32-NF
27 until the revised versions of the monographs are
published in USP 33-NF 28, which will be released
November 1, 2009 and will become official on May 1,
2010.

The revisions to cautionary statements in Dietary Supple-
ments are further clarified in the Compendial Notices an-
nouncement “USP Revises Admission Criteria and Safety
Classification for Dietary Supplements,” which is posted
on USP’s website. The Compendial Notices announce-
ment also describes the cautionary statement revisions
that apply to the Green Tea Extract monograph.

For further information on the Hawthorn monographs,
contact Dandapantula Sarma, Ph.D., at 301-816-8354
or dns@usp.org.

USP ISSUES CALL FOR CANDIDATES FOR 2010-
2015 COUNCIL OF EXPERTS, ITS EXPERT
COMMITTEES, AND ITS EXPERT PANELS. In
accordance with the Bylaws of the USP Convention,
USP is issuing a Call for Candidates for the 2010-2015
Council of Experts (COE). The 2010-2015 COE
includes Expert Committees in the areas of
Nomenclature, Small Molecules, Biologics and
Biotechnology, Excipients, General Chapters, Reference
Standards, Compounding, Food Ingredients, and
Dietary Supplements. In the 2010-2015 cycle, USP is
expanding the number of Expert Panels that report to
Expert Committees.

These Expert Committees and Panels align with the new
USP Strategic Plan, which focuses on expanding and en-
hancing USP’s core compendial and standards-setting
activities. The ability to add Expert Panels according to
USP’s needs introduces flexibility and scalability into
USP’s activities. USP plans to continue to attract a global
base of experts and therefore encourages any qualified
individual to apply. Importantly, this approach also en-

POLICIES AND ANNOUNCEMENTS
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ables USP to closely align its documentary and reference
standards activities for a more efficient standards-setting
process.

Specific Expert Committees and Expert Panels for which
USP is seeking candidates are listed at USP’s nominations
Web site (www.usp.org/goto/nominate). The deadline
for applications for the COE (Expert Committee Chairs)
is December 31, 2009. The deadline for applications
for Expert Committee members is May 15, 2010. Re-
cruitment for Expert Panel members will begin in July
2010 and will be continuous.

For further information, please contact Nelufar Mohaijeri,
Director, Volunteer Affairs and Compendial Initiatives
(nym@usp.org or nominate@usp.org).

USP POSTS COMMENTARY TO INTERIM REVISION
ANNOUNCEMENTS ON THE USP WEB SITE. In order
to maintain transparency for revisions made to proposed
Interim Revision Announcements that become official in
the Pharmacopeial Forum, USP posts commentary for
the proposed Interim Revision Announcements on the
Revisions and Commentary web page on the date that
the official standard is released in Pharmacopeial Forum.
Note that commentary to In-Process Revisions is posted
on the Revisions and Commentary web page under the
final book or supplement where the official standard
appears.

Commentary is not part of the official text of the mono-
graph and is not intended to be enforceable by regula-
tory authorities. Rather, it explains the basis of the
Expert Committee’s response to public comments. If
there is a difference between the contents of the Com-
mentary section and the official monograph, the text of
the official monograph prevails. In case of a dispute or
question of interpretation, the language of the official
text, alone and independent of the Commentary section,
shall prevail.

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.
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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

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 USP-NF or Supplement. They may also
be published as Revision Bulletins on www.usp.org in
the “New Official Text” section. The official publication
in which an Interim Revision Announcement (IRA) is incor-

porated will depend upon publication deadlines. See the
table below. The electronic version 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 release and official dates, and the
USP-NF or Supplement that 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 [PF35(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 a monograph proposal. Re-
ceived monographs are removed from this list upon pub-
lication in Pharmacopeial Forum or when posted in the
USP Pending Monographs section of the USP website

(http://www.usp.org/standards/pending/). This list has
been updated as of April 15, 2009; monographs received
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.

@© 2009 The United States Pharmacopeial Convention Al Rights Reserved.
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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—Stimuli articles generally follow the current Chicago Manual of Style except 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

@© 2009 The United States Pharmacopeial Convention, Inc.  All Rights Reserved.
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Co-processed Excipients

Lawrence H. Block,? Richard C. Moreton,? Shireesh P. Apte, Richard H. Wendt,® Eric ]. Munson,® Joseph R. Creekmore,?
Indira V. Persaud,® Catherine Sheehan,” and Hong Wang¢

ABSTRACT This Stimuli article summarizes the thinking of the USP Excipient Monographs 2 Expert Committee and
USP staff regarding a class of excipients—collectively labeled co-processed excipients—that have been and continue to

be introduced into the National Formulary (NF). This article presents some suggested criteria for acceptance of such
monograph proposals into NF and solicits public input.

@© 2009 The United States Pharmacopeial Convention, Inc.  All Rights Reserved.
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Liquid-filled Gelatin Capsules

Margareth R.C. Marques,® Ewart Cole, Dale Kruep,®Vivian Gray,c Dennis Murachanian,’ William E. Brown,? Gabriel |. Giancaspro®

ABSTRACT This Stimuli article provides an overview of the manufacturing, characteristics, and in vitro performance
evaluation of liquid-filled gelatin capsules. The intent of the article is to initiate discussion, to solicit public comments,
and to invite participation of interested parties in the efforts of the USP Biopharmaceutics Expert Committee in either
updating USP General Chapter Dissolution (711) or creating a new General Chapter that will address the particularities
and special approaches required to develop and carry out in vitro performance evaluations of liquid-filled gelatin
capsules.

@© 2009 The United States Pharmacopeial Convention, Inc.  All Rights Reserved.
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