CURRICULUM VITAE

TRIBE Robert Wayne
(July 2007)

Personal Particulars

Name Robert W Tribe
Position GMP Consultant
Company Name Bob Tribe Consulting

Business Address 8 Pearson Place, Holder, ACT, 2611, Australia
Post Office Address P.O. Box 3133, Weston Creek, ACT, 2611, Australia

Phone +61.2.62884333

Phone (mobile) +61.408614260 (within Australia: 0408614260)
Fax +61.2.62873077

Email bob.tribe@tpg.com.au

Qualifications & Professional memberships

B.Pharm Otago University, Dunedin, New Zealand 1965
Dip.Pharm  NZ School of Pharmacy, Petone, New Zealand 1962
MPS Member of the Pharmaceutical Society of the ACT, Australia (Registered Pharmacist)

Work Experience

Nov’06 - present Executive Consultant to PharmQOut Pty Ltd, Melbourne, Australia
(www.pharmout.com.au)

July’04 — present Asia-Pacific Regulatory Affairs Advisor for the International Society of
Pharmaceutical Engineering (ISPE — www.ispe.org)

July’04 - present GMP consultant (specialising in providing advice to GMP regulatory

authorities and related organisations world-wide), including:

— Expert GMP Adviser to TGA (www.tga.gov.au)

— Expert GMP Adviser to PIC/S (www.picscheme.orq)

— Expert GMP Adviser to WHO (www.who.int)

— Adviser to ISPE on regulatory affairs in Asia/Pacific

— Expert GMP Adviser to Health Authorities of Australia, Singapore,
Indonesia, Thailand, Taiwan, Japan, South Africa & Iran.

Apr’05 - present Conducted GMP audits for WHO in Switzerland, Belgium and India.

Nov’05 - present Provided GMP consultancy services to manufacturers of therapeutic goods in
Australia, South Africa, Cyprus, Taiwan and Thailand.

Nov’05-present Conducted GMP training courses for industry personnel and GMP inspectors
in South Africa, Thailand, Taiwan, Iran & Cyprus.
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Nov’04 - Mar’05

2003 - July 2004
1980 - 2003
1971 - 1980

1966 - 1971

Prior to 1966

Conducted ISPE-sponsored training courses on “Auditing for GMP” in
Sydney, Melbourne, Brisbane, Auckland, Christchurch and Singapore.

Senior GMP Adviser, Therapeutic Goods Administration, Canberra, Australia.
Chief GMP Auditor, Therapeutic Goods Administration, Canberra, Australia.

GMP Inspector, Therapeutic Goods Administration, Canberra, Australia
(known as the National Biological Standards Laboratory [NBSL] at that time).

Chief Chemist/Quality Assurance Manager, Sterling Pharmaceuticals (NZ)
Ltd, Auckland, New Zealand.

Various hospital pharmacy and retail pharmacy positions while studying
Pharmacy.

Awards

2005
2005

2004

1999

Nominated for Australian of the Year Awards 2005.

Recipient of the John Martin Memorial Award issued by the NSW Pharmaceutical
Science Group of The Royal Australian Chemical Institute (““For exceptional
leadership and service to the Pharmaceutical industry’).

Recipient of the FDA Commissioner's Special Citation Award as a member of the
ICH Q7A Expert Working Group (“for outstanding cooperation and achievement
in developing an internationally harmonised good manufacturing practice
guidance for active pharmaceutical ingredients used in human drug products").

Recipient of the 1999 Australia Day Achievement Medallion for contributing to
the successful negotiation of the MRA (Mutual Recognition Agreement) for
Medicinal Products between Australian and European Union.

International Committee Experience

2002 - 2004

2001 - present

2000 - 2001

1998 - 1999

1998 - 2000

1997 - 1999

Member of the PIC/S (Pharmaceutical Inspection Cooperation Scheme)
Executive Bureau.

Member of WHO (World Health Organisation) Expert Committee on
Specifications for Pharmaceutical Preparations. Appointed Rapporteur for this
Committee in 2001 and 2004.

Chairman of PIC (Pharmaceutical Inspection Convention) and PIC/S
(Pharmaceutical Inspection Cooperation Scheme).

Deputy Chairman of PIC (Pharmaceutical Inspection Convention) and PIC/S
(Pharmaceutical Inspection Cooperation Scheme).

Member of ICH (International Committee on Harmonisation) Expert Working
Group Q7a (GMP Guide for Active Pharmaceutical Ingredients).

Member of GHTF (Global Harmonisation Task Force) Study Group 4 -
Auditing of Medical Devices.

Page 2 of 2



