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NEW DEFINITION FOR "SUBSTANDARD MEDICINES"

Please address comments on this proposal, by 15 July 2010 to Dr S. Kopp, Medicines
Quality Assurance Programme, World Health Organization,

1211 Geneva 27, Switzerland, fax: (+41 22) 791 4730 or e-mail: kopps@who.int
with a copy to gaspardm@who.int and to bonnyw@who.int.

During the past few years we have moved more towards an electronic system for
sending out our working documents for comment, for convenience and in order
to speed up the process. If you do not already receive our documents
electronically, please let us have your e-mail address (to bonnyw@who.int) and
we will add it to our electronic mailing list.

© World Health Organization 2010
All rights reserved.

This draft is intended for a restricted audience only, i.e. the individuals and organizations having received this draft. The draft may not be
reviewed, abstracted, quoted, reproduced, transmitted, distributed, translated or adapted, in part or in whole, in any form or by any means
outside these individuals and organizations (including the organizations' concerned staff and member organizations) without the
permission of the World Health Organization. The draft should not be displayed on any web site.

Please send any request for permission to:

Dr Sabine Kopp, Medicines Quality Assurance Programme, Quality Assurance and Safety: Medicines, Department of Essential
Medicines and Pharmaceutical Policies, World Health Organization, CH-1211 Geneva 27, Switzerland. Fax: (41-22) 791 4730;
e-mail: kopps@who.int.

The designations employed and the presentation of the material in this draft do not imply the expression of any opinion whatsoever on
the part of the World Health Organization concerning the legal status of any country, territory, city or area or of its authorities, or
concerning the delimitation of its frontiers or boundaries. Dotted lines on maps represent approximate border lines for which there may
not yet be full agreement.

The mention of specific companies or of certain manufacturers’ 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/10.344:
NEW DEFINITION FOR "SUBSTANDARD MEDICINES"

Recommendation of the 44" WHO Expert Committee on 12-16 October 2009
Specifications for Pharmaceutical Preparations to circulate new
proposal for comments for definition preparation

Deadline for comments on first mailing of proposal 10 April 2010
Summary of feedback April-May 2010
Discussion of feedback during informal consultation on Quality 4-6 May 2010

assurance systems, medicines and risk analysis, Geneva

A second discussion of feedback took place during the consultation 10-12 May 2010
on Specifications for medicines and quality control laboratory
issues, Geneva

Second proposal mailed for comments May 2010

Collation of comments July-August 2010

Presentation to 45th WHO Expert Committee on Specifications for 18-22 October 2010
Pharmaceutical Preparations

Any follow-up action, as needed
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New definition for ""Substandard medicines"

In connection with the discussions during the WHO Governing Bodies' meetings, the
terminology for "Substandard medicines™ was raised during the forty-fourth meeting of
the WHO Expert Committee on Specifications for Pharmaceutical Preparations.

Within the context of the work of this Expert Committee currently no officially adopted
definition exists for "substandard medicines". As this question was frequently raised a
"Question and Answer" section has been introduced on the WHO web site
(http://www.who.int/medicines/services/counterfeit/fags/en/index.html). On the basis of
this the above-mentioned Expert Committee proposed to circulate a slightly modified
proposal for a new definition.

During the following two WHO consultations which took place in Geneva: Quality
assurance systems, medicines and risk analysis (4-6 May 2010); and Specifications for
medicines and quality control laboratory issues (10-12 May), an extensive discussion
took place on the feedback and additional input was also received from all experts who
participated in the consultations. The following, revised definition is suggested:

What are substandard medicines?

New proposal

Each pharmaceutical product that a manufacturer produces has to comply
with quality standards and specifications at release and throughout the
product shelf-life required by the territory of use. Normally, these standards
and specifications are reviewed, assessed and approved by the applicable
National Medicines Regulatory Authority before the product is authorized
for marketing.

Substandard medicines are pharmaceutical products that do not meet their
quality standards and specifications.
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