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GE@@@E Summat

1,, of the Pharmampoeias

Global Summit of the Phawmawpoe&as (GsP)
‘Friday, September 20, 2013

Eﬁeeting #3 Program
{Updated Seplember 12, 2073)

Public Meeting: 8:00 a.m. — 12:00 Noon

8:00 a.m. 1. Welcome and Introductions

2. Welcome from the Chinese Pharmacopoeia Cammission Mr. Zhang Wei -
b. Welcome from the United States Pharmacopeial Convention Dr. Roger Willlams
¢. Introductions

8:15 aim. 2. General Session | , oderator: Angela Long

a. Good Pharmacopoeial Practices Dr. Sabine Kopp, WHO (video)

b. ChP Updates (2015 Edition, Indes) Mr. Wang Ping, ChP

¢. Pharmacopelal Discussion Group Update Dr. Kevin MoorefUSP

d. Euwropean Pharmacopoeia Update Ms. Cathie Vielle, EDOM

e. Japanese Pharmacopoeia Update Dr. Hiroshi Tokunaga, JP
Brief Q&A

10:00 a.m. Coffeec/Tea Break

10:30 a.m. 3. General Session I Moderator: TBD
.a. APlProduct Monographs ~ Indusiry Approaches iir. Mark Wiggins, Merck
b. Prospeclive Harmonization: EPR, BP, USP Ms. Vielle/Ms. Vallender/Dr. Cecll
e. The USP Reference Procedurs _ Br. Srinivasan/USP
d. Can Pharmacopoeial Paradigms Change? Dr. Williams/USP

8. ASEAN Harmonization of Pharmaceutical Reference Standards Ms. Distor
11:46 = 12:16: 4. Panel Discussion/Audience @ & A |
12:15 p.m. Group Photograph
12:18-4:30 p.m. Lunch

~ Pharmacopoeias Meeting: 1:30 - 3:00 p.m.
1:30 pm ~ 2:48 pan. 5. Gemeral Seeslom il Moderator: Roger Williarns
a. Review of Prior MeetingsfAstions
b. Round the Table: Strategies for Collaboration
e. Next Global Surmmit of the Pharmacopoelas

3:00 p.m. Adjourn
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Organization be liable for damages arising from its use.
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SCHEDULE FOR THE PROPOSED ADOPTION PROCESS OF DOCUMENT QAS/13.518:

GOOD PHARMACOPOEIAL PRACTICES CONCEPT PAPER ON PURPOSE AND

BENEFITS

Need for good pharmacopoeial practices (GPhP) stated
during first international meeting of world
pharmacopoeias, Geneva, and other related events with
stakeholders

28 Pebruary-1 March 2012
7-8 Qctober 2012

9-12 October 2012+
21-22 October 2012 .

First draft of good pharmacopoeial practices (GPhP) sent
out for comment (QAS/12.516)

17 0ctober,201‘2‘";_, K

Compilation of feedback and comments received

November-December 2012

Circulation of GPhP to drafting group on good

Concept paper on scope and background (QAS/13. 518)

- | 18 January 2013
pharmacopoeial practices with comments, as well as- |

Formation of initial drafting group (IDG), 1ncludmg

representatives from each pharmacopoeia, as per self—
nomination, to review draft concept papcr a o
teleconference call :

February 2013

Preparation of new skeleton and ﬁrst draft with more
detailed structure :

February 2013

Mailing to world phannacopoexas for additional
feedback, preparatlon of draft chapters by drafting group

February-March 2013

Compﬂation*ﬁbﬁsflef,edback

April 2013

Dlscussmn of draft working document on good
pharmacopoelal practices at second international meeting
of world pharmacopoeias, New Delhi, India

18-19 April 2013

Revised version of GPhP concept paper prepared and
mailed out for comments

May 2013

Discussion of any feedback during informal consultation
to discuss new medicines, quality control and laboratory
standards

12-14 June 2013
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Compilation of feedback August-September 2013
Presentation to forty-eighth meeting of the WHO Expert | October 2013
Committee on Specifications for Pharmaceutical
Preparations
Sharing of feedback with world pharmacopoeias in next | ... (dates tbd)

face-to-face meeting, i.e. Third international meeting of
world pharmacopoeias
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GOOD PHARMACOPOEIAL PRA
CONCEPT PAPER ON PT

CTICES
RPOSE AND BENEFITS

L. BACKGROUND

Harmonization efforts in the area of pharmacopoeias started more than a century ago

WHO was mandated with its Secretariat in 1948. This led to the creatmn of The

International Pharmacopoeia.

Pharmacopoeias are embedded in their respective national or reéi‘o;nal regulatory
environment. Retrospective harmonization has provendifﬁ(:u}t to achieve. Prospective

harmonization may be easier but presents certam chal]enges after the initial work

has been done, as the maintenance process over tlme of the pharmacopoeial standards

(pharmacopoeial texts and reference stan ards) needs to be viewed within a long-term

perspective.

Complete phannacopoeial hérmooiZation is only possible once regulatory systems have
also been harmonized. Developments in science and medical practice, globalization

and the presence ¢ of aduﬁterated products require pharmacopoeias to constantly

revise. Convergence and reinforced collaboration among pharmacopoeial committees
and regulators, supported by adequate interaction with industry, will assist in facing new

chaﬂenges and resource constraints.

A first "i‘hitiative to reopen the discussion on international harmonization of quality
control specifications on a global scale was taken in a side meeting of the 10th
International Conference of Drug Regulatory Authorities (ICDRA) entitled:
"Pharmacopoeial Specifications — Need for a Worldwide Approach?” in Hong Kong on
24 June 2002. This further led to discussions among regulators during the 11th ICDRA
meeting held in Madrid in 2004.
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Other international events during the following years enabled discussions with and

among pharmacopoeias on this topic.

In 2012 a series of meetings and events focused on and reopened this debate worldwide

among the pharmacopoeias and their stakeholders. These events included:

- 28 February-2 March 2012: the first international meetmg of woﬂd

pharmacopoeias held at WHO, Geneva, Switzerland,;

- 7-8 October 2012: joint FIP-WHO Conference durmg the FIP Centennial

Congress, Amsterdam, Netherlands;

- 9-12 October 2012: 47th meetmg of the WHO Expert Committee on

Specifications for Pharmaceutlcal Preparatlons Amsterdam, Netherlands;

- 21-22 October 2012; pre-ICDRA meeting on Quality of medicines in a
globalized world: foéﬁs : on active pharmaceutical ingredients, Tallinn,

Estonia;

- 23&26’~«‘f:Ctoﬁ1§r 2012: 15th International Conference of Drug Regulatory
_ Authorities (ICDRA), Tallinn, Estonia.

Thie,,,,zgeﬁﬂéfgmerging suggestion from all these events was the development of good
ph&fmécopoeiai practices to favour prospective harmonization facilitated by WHO.

A number of pharmacopoeias agreed to participate in an initial drafting group.

It was agreed to develop the harmonized good pharmacopoeial practices under the
auspices of the WHO Expert Committee on Specifications for Pharmaceutical
Preparations, benefiting from its well-established international standard-setting processes

and procedures. These processes include an international wide consultation process,
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which enables participation of all stakeholders and users in the development process. The
final guidance would then be presented, in line with the procedure, to WHO’s 194

Member States and pharmacopoeial authorities.
2. PURPOSE OF GOOD PHARMACOPOEIAL PRACTICES

The primary objective of the WHO Good Pharmacopoeial Practices (GPhP) guldance is
to harmonize approaches and policies in establishing pharmacopoeial standards, ‘which
will support regulatory authorities in controlling the quality of pharmaceutica} mgredlems
and their finished products, and other materials provide a tool by ”,{whlch the user or
procurer can make an independent judgement regarding quahty, ihgsiyvéafeguarding the
health of the public.

GPhP describes a set of principles that pmvidé‘s?”iﬂiguidanée for national (NPAs) and
regional pharmacopoeial authorities (RPAS) whlch facilitates the appropriate design,
development, maintenance, pubhshmg and dlstnbutlon of pharmacopoeial standards.

3.  BENEFITS OF GG{OREHARMAC@P@EBAL PRACTICES

GPhP is designed tbi}*faéiﬁt‘aié collaboration among pharmacopoeias leading to

possibilities for work shaﬂng,ﬂ prospective harmonization of standards and the recognition
of pubhshed standards between NPAs and RPAs, i increasing access to and availability of

quality medlcmesa,«
In éiddition to the above, the establishment of GPhP may result in the following:
— strengthening of global pharmacopoeial cooperation;

— providing stakeholders with a better understanding of how pharmacopoeial

standards are developed and maintained in a iransparent manner;
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— improving cooperation between NPAs/RPAs and stakeholders (e.g. regulators,
industry) with a view to facilitating the global harmonization of pharmacopoeial

standards, to reduce duplication of work.

Pharmacopoeial standards that are developed following GPhP can be relied upon for
adequately validated analytical procedures and suitable reference standards in support of
compliance determination. Adherence to GPhP can foster exchanges, works‘hg;fiﬁggnd

acceptance of monographs among pharmacopoeias.

GPhP should ultimately enable harmonization of pharmacopoeial sﬁ:andaxds

4. IMPLEMENTATION

While the implementation of GPhP by NPAs gnd RPAS is Voluntary, it is recommended
and encouraged, as a high level of part;igipaﬁpﬁ“wiﬂ result in greater benefit to the

stakeholders and ultimately to patients. :

[Note from the Secremﬁa;-: quénclature may change with different pharmacopoeias

and use of legal t‘,fg”??f‘;;};;

seslesie
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DRAFT FOR COMMENT

Please address any comments on this proposal by 15 March 2014 to Dr S. Kopp, Group Lead, Medicines
Quality Assurance, World Health Organization, 1211 Geneva 27, Switzerland, fax: (+41 22) 791 4730 or
email: konps@whe.int with a copy to gaspardm@who.int The document will then be prepared for the 3rd
international meeting of world pharmacopoeias, London, 10—11 April 2014.

© World Health Organization 2014
All rights reserved.

This draft is intended for a resiricied aud only, i.e. the individuals and organizations having received this drafl.
The draft may not be reviewed, abs; ted, reproduced, transmitted, distributed, translated or adapted, in part or
in whole, in any form or by any.m utside these individuals and organizations (including the organizations'
concerned staff end member organi ;txon without the permission of the World Health Organization. The draft should
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Please send any request {

Dr Sabine Kopp, Gt ; p L edicines Quality Assurance, Technologies, Standards and Norims, Regulation of
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whats .the part of the World Health Organization concerning the legal status of any country, territory, city or
ared } *‘authormes or concermng the delimitation of its frontiers or boundaries. Dotted lines on maps represent

The mention of specific companies or of certain manufactorers’ products does not imply that they are endorsed or
recommended by the World Health Organization in preference to others of a similar nature that are not mentioned.
Errors and omissions excepted, the names of proprietary products are distinguished by initial capital letters.

All reasonable precautions have been taken by the World Health Organization to verify the information contained in
this draft. However, the printed material is being distributed without warranty of any kind, either expressed or implied.
The responsibility for the interpretation and use of the material lies with the reader. In no event shall the World Health
Organization be liable for damages arising from its use.

This draft does not necessarily represent the decisions or the stated policy of the World Health Organization.
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SCHEDULE FOR THE PROPOSED ADOPTION PROCESS OF DOCUMENT QAS/13.526:

GOOD PHARMACOPQOEIAL PRACTICES

Need for good pharmacopoeial practices (GPhP) stated
during first international meeting of world
pharmacopoeias, Geneva, and other related events with
stakeholders

28 February—1 March 2012
7-8 October 2012
9-12 October 2012

21-22 October 20

First draft of good pharmacopoeial practices (GPhP) sent
out for comment (QAS/12.516)

Compilation of feedback and comments received

Circulation of GPhP to drafting group on good
pharmacopoeial practices with comments, as well as
Concept paper on scope and background (QAS/13.5

Formation of initial drafting group (IDG), inclu

representatives from each pharmacopoeia, as pe;
nomination, to review draft concept paper vi
teleconference call

February 2013

Preparation of new skeleton and fi
detailed structure

February 2013

February—March 2013

April 2013

pharm '\ poeial practices at second international meeting
rld pharmacopoeias, New Delhi, India

18-19 April 2013

Revised version of GPhP prepared and mailed out for
comments to all pharmacopoeias, for feedback to be
provided to lead pharmacopoeias for each chapter

28 May 2013

Discussion of feedback during informal consultation to
discuss new medicines, quality control and laboratory
standards

12-14 June 2013
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Revision of each chapter by each GPhP lead 28 June 2013
pharmacopoeia

Mailing of each chapter to WHO for compilation intoa | July 2013-December 2013
revised working document

Presentation to forty-eighth meeting of the WHO Expert | October 2013
Committee on Specifications for Pharmaceutical
Preparations

Compilation of all various chapters received from the January 2014
Lead Pharmacopoeias and mailing out to all world
pharmacopoeias

Compilation of all comments received

Discussion during the 3rd international meeting of world )11 April 2014

pharmacopoeias in London, United Kingdom

Continuation of consultation process with world
pharmacopoeias and worldwide

[Note from the Secretariat:

Terminology — please use the follow g terms:

~- active ingredient, or
- excipient, or

— pharmaceutical substance;

ering of chaplers, as necessary, will be done in next version of guidelines.

_ifagr&ph numbering will be done in next version of guidelines. |
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CONTENTS
2. PURPOSE AND SCOPE OF GOOD PHARMACOPOEIAL PRACTICES ........
3. MONOGRAPH DEVELOPMENT .......coiiiii it e e e e e
3.1  General considerations ..
3.2  Technical guidance .. ..
3.2.1 Monographs for sta,rtmg matenals mcludmg actlve
pharmaceutical ingredients and exmplents
3.2.2 Monographs for finished products .. e
[3.2.3 Monographs on biologicals] Aczmn on hold
3.2.4 Monographs on herbals ...
[3.2.5 Monographs on other products] Actzon to be discussed
later]
4. REFERENCE SUBSTANCES ...............
5. ANALYTICAL TEST PROCEDURES [ETHODOLOGIES ..............
(ANALYTICAL METHOD)
[6. PRINCIPLES OF COLLABOT ION AND EXCHANGES AMONG ..
PHARMACOPOEIAS
including discussion on coo mg versus leading pharmacopoeias, etc.
Action: on hold, to be : ater]
7. H STAKEHOLDERS

iscussed later]
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GOOD PHARMACOPOEIAL PI

ACTICES

1. BACKGROUND

[WHO Secretariat — replaced as discussed and included in Concept Paper)

Harmonization efforts in the area of pharmacopoeias started more than a centu
The World Health Organization (WHO) was mandated with its Secretariat

led to the creation of The International Pharmacopoeia.

Pharmacopoeias are embedded in their respective national or reg
environment. Retrospective harmonization has proven dlfﬁ(; chieve. Prospective
harmonization may be easier but presents certain challeng er the initial work
has been done, as the maintenance process over i the pharmacopoeial standards
(pharmacopoeial texts and reference standard: to be viewed within a long-term
perspective.
Complete pharmacopoeial harmonization is only possible once regulatory systems have
also been harmonized. Deyvelopments in science and medical practice, globalization

and the presence of adulterated i)mducts require pharmacopoeias to constantly

revise. Converg id reinforced collaboration among pharmacopoeial committees
orted by adequate interaction with industry, will assist in facing new

‘resource constraints.

tiative to reopen the discussion on international harmonization of quality
control specifications on a global scale was taken in a side meeting of the 10th
International Conference of Drug Regulatory Authorities ICDRA) entitled:
"Pharmacopoeial Specifications — Need for a Worldwide Approach?" in Hong Kong on
24 June 2002. This further led to discussions among regulators during the 11th ICDRA
meeting held in Madrid in 2004,

— 294 —



114
115
116
117
118
119
120
121
122
123
124
125
126
127
128
129
130
131
132
133
134
135
136
137
138
139
140
141
142
143
144

Working document QAS/13.526/Rev.2 draft
page 6

Other intemational events during the following years enabled discussions with and

among pharmacopoeias on this topic.

In 2012 a series of meetings and events focused on and reopened this debate worldwide

among the pharmacopoeias and their stakeholders. These events included:

- 28 February—2 March 2012: the first international meetin orld
pharmacopoeias held at WHO, Geneva, Switzerland;

- 7-8 October 2012: joint FIP-WHO Conference durit FIP Centennial
Congress, Amsterdam, Netherlands;

HO Expert Committee on
tions, Amsterdam, Netherlands;

- 9-12 October 2012: 47th meeting

Specifications for PharmaceuticalﬁPré

- 21-22 October 2012: p

globalized world: focus on active pharmaceutical ingredients, Tallinn,

A meeting on Quality of medicines in a
Estonia;

- 23-26 Octdb@WZOIZ: 15th International Conference of Drug Regulatory
ties (ICDRA), Tallinn, Estonia.

The main emerging suggestion from all these events was the development of good
phannaé&pﬁ@ialkpractices to favour prospective harmonization facilitated by WHO.

f pharmacopoeias agreed to participate in an initial drafting group.

It was agreed to develop the harmonized good pharmacopoeial practibes under the
auspices of the WHO Expert Committee on Specifications for Pharmaceutical
Preparations, benefiting from its well-established international standard-setting processes
and procedures. These processes include an international wide consultation process,

which enables participation of all stakeholders and users in the development process. The
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145  final guidance would then be presented, in line with the procedure, to WHO’s 194
146  Member States and pharmacopoeial authorities.

147
148  Following meetings held in 2012, a draft table of content was composed by the WHO

149  Secretariat to initiate the process. A number of pharmacopoeias agreed to participate in
150  an initial drafting group. The feedback received upon circulation to all pharmacopoeias,
151  resulted in a Drafi Concept paper on the Scope and Purpose of the ”’;’\Good
152 Pharmacopoeial Practices (GPhP) and a timeframe for the development of the PhP.

153  The drafting group of interested pharmacopoeias agreed to cont
154  contribution in the drafting process as leads in coordinating with harmacopoeias.
155  The members of the Drafting Group agreed to work on various ] prior to the 2nd
156  meeting of world pharmacopoeias in India.

158  WHO subsequently collated all inputs received i rking document for discussion
159  among the world pharmacopoeias.
160

161  During the 2nd international meetin, orld pharmacopoeias co-hosted by the Indian
162  Pharmacopoeia Commission (IPC); the concept paper and the initial comprehensive draft
163  GPhP in collated form, inc

164  discussions and the feedb:

he various inputs, were discussed. Based on the
received, the lead pharmacopoeias commitied to revise
165  again each of the chapters
166  be discussed dug gthe :

O again collated the feedback into a new draft which will

international meeting of world pharmacopoeias.

167

168 )

169 2. PURPOSE OF GOOD PHARMACOPOEIAL PRACTICES

170 JHO Secretariat, changed in line with the concept paper, 2nd meeting]
171

172 The primary objective of the WHO Good Pharmacopoeial Practices (GPhP) guidance is
173 to harmonize approaches and policies in establishing pharmacopoeial standards, which
174 will support regulatory authorities in controlling the quality of pharmaceutical ingredients

175  and their finished products, and other materials provide a tool by which the user or
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procurer can make an independent judgement regarding quality, thus safeguarding the
health of the public.

GPhP describes a set of principles that provides guidance for NPAs and RPAs which
facilitates the appropriate design, development, maintainance, publishing, and

distribution of pharmacopoeial standards.

3. BENEFITS OF GOOD PHARMACOPOEIAL PRACTICES
[WHQO Secretariat, changed in line with the concept paper, 2nd m

GPhP is designed to facilitate collaboration among pha poeias leading to
possibilities for work sharing, prospective  harmonization, of standards, and the
tional’ (NPAs) and regional

“to and availability of quality

recognition - of published standards between
pharmacopoeial authorities (RPAs), increasin ac

medicines.

In addition to the above, the establishnent of GPhP may result in the following:

- strengthening of global pha 1 ial cooperation;

- providing stakeholders.3 better understanding of how pharmacopoeial

ypoeial standards that are developed following GPhP can be relied upon for
adequately validated analytical procedures and suitable reference standards in support of
compliance determination. Adherence to GPhPs can foster exchanges, work sharing, and

acceptance of monographs among pharmacopoeias.

GPhP should ultimately enable harmonization of pharmacopoeial standards.
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4. IMPLEMENTATION
[WHO Secretariat, changed in line with the concept paper, 2nd meeting

While the implementation of the GPhP by NPAs and RPAs is voluntary, it is
recommended and encouraged, as a high level of participation will result in greater

benefit to the stakeholders and ultimately to patients.

5. MONOGRAPH DEVELOPMENT
[introduction paragraph revised as discussed, taking into considerai
received from IPC]

rimation and candidate

(@)  Development of a monograph requires consideration
materials. This information may come from donors, li e,fﬁ:%ﬁf . various publicly available

material, from other pharmacopoeias, or may be ge 'within other available

e;:aéed by a pharmacopoeial body

resources of a pharmacopoeia. Analytical data’

should be available for scrutiny by its standards-setting expert body. The draft text should

be displayed for public comments.

(b)  Pharmacopoeial mon s conform where possible to regulatory decision-

making reflected in the work f harmonizing bodies, such as those (e.g. WHO,

International Conference on Harmonisation (ICH), and Pharmacopoeial Discussion

3.1  General considerations [JP, as received from USP]

These General considerations provide principles for the standards-setting practices

associated with the development of pharmacopoeial standards.

— 298 —



