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The newsletter of the PQG’s ‘Pharmaceutical industry and Pharmaceutical suppliers Partners Team’ bringing news on development and quality
issues related to manufacture, use and supply of pharmaceutical starting and packaging materials

200 years after the birth of Charles Darwin and theories about natural selection, the approaches to
pharmaceutical regulation and quality management are taking an evolutionary leap into new territory. Although
not new, ICH Q9 has introduced a framework for applying Risk Management within the pharmaceutical industry.
This has been incorporated within EU GMP marking the importance regulators place on Risk Management.

In response to membership feedback and
the emerging regulatory approach, PQG
assembled a team of interested volunteers
on the 31st of October 2007 at a project
launch event organised in London. The
team, led by Jill Jenkins, has researched
and developed a Guide to Supply Chain Risk
Management.

The core team shown on the right, consists
of:
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Sharon Shutler (Protherics) & Jill Jenkins
Back L to R Richard Smalley (UCB Ltd),
David Cock (Pfizer), Justin Ahern (DDD Ltd)

Through 2008, significant progress has been

made to generate a user friendly “how to”

guide on applying quality risk management

throughout the supply chain. This guide will

offer users clear guidance on how to apply the principles of ICH Q9 within their respective organisations. Though
primarily designed as a guide for suppliers to the pharmaceutical industry, much effort has been made to deliver
a product that can find application in allied industries such as medical devices. The output of this project will
consist of a core guidance text supported by tools and illustrative examples. It is intended that the final output
will be in electronic form to offer flexibility and interactivity in terms of use, search functions and ready access to
information.

This project is now reaching a critical stage with the first complete draft and wide consultation is to take place.
Anyone who is interested in contributing to the consultation process can do so by sending an e-mail with contact
details marking the subject line as “Interest in Consultation SCRM Guide” to ahernjv@btinternet.com.

Common questionnaires for efficient supplier assessment

This project is to develop and publish a common questionnaire to be available on the PQG website, which can
be used as part of supplier assessment/ assurance. The product will be a core questionnaire appropriate to all
supplier types, with annexes to cover specific supplier type requirements.

For further details contact Linda Nield: lindanield@pharmapacuk.com

How can | contact the PQG?

If you have any questions at all about the PQG, the Monographs or the Supplier Certification scheme you can
contact us at: partners@pgg.org We respond quite quickly - as well as doing our day jobs!




An opportunity to help with the development of
PS 9000 pharmaceutical packaging materials

The Partners team are planning to replace the
existing PQG PS 9000 pharmaceutical packaging
materials GMP guide with an up to date international
standard and guide.

We have scheduled an initial planning meeting on
11th May, at PAGB in central London, and now call
for volunteers to attend this meeting to initiate the
project and help start develop the new PS 9000.
This meeting is free of charge, includes lunch, and is
open to a limited number of volunteers. Further
details on location and agenda will sent with the
confirmation.

There will be potential for participation at different
levels of activity during the project. We are
particularly interested to hear from volunteers with
specialist knowledge and experience of the
pharmaceutical packaging industry, but this is also
an opportunity to offer general skills and gain an
insight into the latest in pharmaceutical packaging
standards from the experts involved.

Initially please contact stephen.x.moss@gsk.com
indicating your willingness to contribute and whether
you would be able to attend the meeting on 11th
May.

ISO 15378 News

ISO 15378, an International Standard incorporating
GMPs for primary packaging materials, is essentially
an updated version of PS 9000 based on risk
management. However much of its content is
equally applicable to secondary packaging
materials. The first PS 9000 companies to also be
certified to ISO 15378 are Nolato Cerbo, based in
Trollhattan, Sweden who manufacture primary
packaging containers and closures and Firstan
Packaging, based in Cambridge, who manufacture
printed cartons. Increasingly, in Europe, packaging
material suppliers are being asked about
compliance with, and some are being audited to,
ISO 15378.

There is an ISO project to further develop I1SO
15378 for secondary packaging materials. If you are
interested, please contact TonyHarper@aol.com

PQG collaborate on excipients certification

PQG are now working closely with IPEC Europe,
IPEC Americas, the European Fine Chemicals
Group of CEFIC (EFCG) and the European
Association of chemical Distributors (FECC). An
international project has been established and is
working to develop the key elements that will make
up a successful scheme:
- Excipient Classification

An auditable GMP Standard with three “levels” #

An auditable GDP Standard

A definition of 3rd party auditor competency and

training requirements *

Certification scheme rules and agreements for

3rd party auditors and participants
# led by PQG's Steve Moss; * led by PQG’s Ashley McCraight

Some excipients due to their nature or use will
demand a higher degree of assurance with regard to
their purity and quality. Thus work is in progress to
develop a system that will allow suppliers and users
to classify excipients, either in isolation or as a joint
exercise. With excipients classified, a re-definition of
the GMP required is necessary. The existing IPEC-
PQG GMP Guide will be used as the foundation.
Enhanced requirements involving greater
application of the basic GMP principles in the GMP
guide will be applied to the higher classification of
excipients. For further information contact
stephen.x.moss@qgsk.com.

Details of the project will also be discussed at
EFCG's conference 13th-14th May in Brussels, see
http://www.efcg-conference.org/.




