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Results 2004 - GMP

Scheduled activities Performed activities Date
Inventory/Assessment GMP Assessment August
2004
Training in EU

Due to Time constraint and
unavailability of EU
Manufacturers open for
ASEAN Study mission

GMP Regional Workshop

On site training




Results 2004 — PMS 1

Scheduled activities | Performed activities Date
Inventory/Assessment PMS1 Inventory/Assessment | July 12
Aug 11
Regional Training Regional Training in Malaysia | 13-17 Sept
Defining Harmonised
testing methods
Regional Training Regional Training in Singapore | 11-15 Oct.
Hands-on Training in Regional Training in Indonesia |22-26 Nov
Laboratory Regional Training in Thailand |29 — 1 Dec
Regional Training in Malaysia |6 — 10 Dec

Regional Training
Accreditation Scheme

Request by participating
countries




Results 2004 — PMS 2

Scheduled activities Performed activities Date
PMS 2 & 3 PMS2 & 3 June 10 —
Inventory/Assessment Inventory/Assessment Aug 10
Regional Training
Basic and in depth training
« Singapore Training in Singapore 27-30 Sept

* Philippines
* [ndonesia

Regional Training

Management of adverse
events and non conform
product

Part of this training will be
iIncluded in the Regional
Training “Basic and in
Depth”




Results 2005 Regional - GMP

Scheduled activities Performed activities Date
Finalization of 1st Draft of 14 3 days workshop in Indonesia 14-16 June
training Modules
Training in EU 1 week in Europe (France) 24-28 Oct.
Finalization of 14 training modules | 3 days workshop in Malaysia 14-16 Nov.
On-Site Audit 3 days audit for Regulatory 17-19 Nov
Authorities

18t Regional Audit Regional Workshop for GMP 30 Nov.-2 Dec.
certification trainer

Presentation to ACC 14 Training modules in Brunei | 6-8 Dec.




GMP Training in EU
List of Delegates

Brunei Rosni Jair
Cambodia Heng Huot
Indonesia Ms. Hardaningsih

Ms. Nuning Barwa
Mr. Susilo Haryanto; Mr. Harris Lukmanto

Lao
Ms. Davong Oumavong
Malaysia Ms. Stephanie Wong
Mr. Wan Othman Wan Ismail; Mr. Lukmani Ibrahim
I Ms. Pia Rose Belarmino
Philippines Ms. Ofelia Malagkit
Ms. Eusebia Regodon; Catherine Clare Rivera
Singapore Ms. Foong Mei
Mr. Lam Kok Seng
Thailand Ms. Yupa Tiengthavaj; Mr. Niphon Phaonimmonkol;
Mr. Surachai Piyayodilokchai
Vietham Mr. Nguyen Van Loi

Mr. Vu Van Duc



GMP Output

14 Training modules for GMP with;

o[-00t notes for trainers
o\Vord document for a detailed explanation
sHyperlinks for examples, formats and data



Results 2005 Regional — PMS1

Scheduled activities

Performed activities

Date

Training in EU

2 weeks training in UK and
France

16-29 May

Proficiency Testing Programme

June

Regionall Training for
Implementing| Proficiency Testing
Scheme.

Brunei

August 30— 31

Proficiency testing Proficiency testing in selected April-Dec.
laboratories (Brunei, Cambodia, Indonesia,
Lao, Malaysia, Philippines, Singapore, Thailand and
Vietnam)
Final Review of the Harmonized 3 Days workshop in Singapore | 30 Nov.-2 Dec.
Testing methods
Presentation to ACC meeting 6-8 Dec.
Training for Laboratory testing 12-16 Dec.

in Vietnam




PMSI1 Training in EU
List of Delegates

Indonesia Mrs. Anny Sulistiowati
Ati Setiawatsi
Malaysia Mrs. Siti Madziah Mohammad

Mrs. Faridah Abdul Malek

Singapore Mrs. Geok-Eng Wong Neo
Ms. Phek-Hah See

Thailand Hansa Chaivanit
Mrs. Nawaporn Anantasinkul

Philippines Ms. Eden B. Angeles
Ms Ma. Theresa Pia C. Yap

OUTPUT: Video CD for Harmonised Testing Methods will
be provided to all countries on January 2006



Results 2005 Regional — PMS 2-3

Scheduled activities

Performed activities

Date

Regional basic and in depth
training in Indonesia

One week training in Indonesia

1-4 February

Regional basic and in depth
training in Philippines

One week training in Philippines

24-27 January

On the Job Training in Asean Indonesia 13-14 April
Training in EU (PMS2) One week training in France 16-20 May
Regional training on Post 3 days training in Thailand 7-9 June
marketing Surveillance (PMS3)

On the Job Training in Asean Malaysia 6 Sept.

Training in EU (PMS3)

One week training in Germany
and Hungary

17-21 October

On the Job Training in Asean

Indonesia

29-30 November

On the Job Training in Asean

Vietnam

12-16 December




PMS2 Training in EU

List off Delegates
Brunei Chong Chee Kiong
Cambodia Chhieng Phana
Indonesia Kristiana Haryati ; Shelly Taurhesia;
Anna Ranti
Lao Mrs. Vongsavanh Insixiengmay
Malaysia Mrs. Nurhayat Omar
Mr. How Kam Chiong
Philippines Mrs. Florlita H. Gabuna; Mrs. Anna Imelda Datu
Mrs. Lourdes Sarmiento ; Mrs.Zenaida Soriano ; Mrs. Nazarita T. Lanuza
Singapore Ong Geok Eng (Mrs Suzie Quek)
Dr Chow Kian Khong
Thailand Mrs. Khunnabhorn Taungchutarchai; M.L. Varadanu
Sriratanasathavorn ; Mrs. Penchit Charoensiri; Mrs. Pleumchitt
Rojanapanthu
Vietnam Truong Thi Nguyet; Le Thuy Huong




PMS3' Training in EU
List of Delegates

Brunei Rosni Jair
Cambodia Chroeng Sokhan
Indonesia M. Hayatie Amal

Marlen Simarmata
Shelly Taurhesia

Lao
Ms. Mayphet Phonsymma
Malaysia Ms. Abida Haq
Mr. Zulhaimi Abdul Hamid
I Ms. Peregrina Malacad
Philippines Ms. Nemia Getes
Ms. Marivic Paulino ; Ms. Zenaida Soriano
Singapore Ms. Ong Geok Eng
Ms. Tan Chin Lin ; Mr. Govindarajan_ Raman
Thailand Mr. Kanit Loogruk;Ms. Supatira Boonsern
Ms. Penchit Charoensiri Mrs. Pleumchitt Rojanapanthu
Vietnam Mr. Nguyen Cong Son

Mrs. Hoang Thanh Mai



PMS 2&3 OUTPUT

Basic and in-depth Training Materials on

Product Safety and Efficacy Evaluation
(In CD form to be furnished to

all member countries on January 20006)



Results 2005 Regional — ACSB

Scheduled activities Performed Date
activities
Preparation and Collation of April-Oct.
all EU safety documents
Establishing procedures April-Oct
and guidelines
On the Job Training in EU | One week training in 4-8 April

Brussels University




ACSB Training in EU
List of Delegates

Brunei Chong Chee Kiong (Chair)
Rosni Hj Jair
Cambodia Chhieng Phana
Nam Nivanna
Indonesia Nuning Barwa
Purwantyastuti
Lao Mayphet Phonsyma
Malaysia Anis Talib
Tan Luck Pheng
Philippines Ofelia Alba
Maria Katipunan Moya
Singapore Ong Geok Eng (Mrs Suzie Quek)
Dr Celine Valeria Liew
Thailand Mrs. Narupa Wongpiyarattanakul

Vietnam Vien Nguyen Van



Results 2005 Regional

Transposition off Asean Cosmetic Directive

Scheduled activities Performed activities Date

Technical and legal Assistance for | *Technical assistance provided | July-Dec
transposing the ACD into national | to Lao and Vietnam by using
law shared fund between APRIS
and EC-ASEAN Programme
*Technical assistance in
process for Cambodia through
bilateral programme

*the results from Lao and Vietnam will be very useful for assisting the other Asean member states




Results national 2005

Scheduled activities

Performed activities

Date

Training on ISO 17025 for accreditation
of BFAD Philippines

Technical assistance from EU
Experts for 5 weeks

April to October

Training in Thailand and Indonesia
PT Provider

Training on Testing Methods for
Indigenous Materials (Indonesia,
Philippines and Thailand)

Technical Assistance for National
Technical Assistance Centre in
Philippines

*  This activity could be included in a future programme and the content will depend of the results of the PT
** This activity could be supported within in a new programme, but not seems urgent for harmonisation and implementation of the ACD
*x* This activity could be supported through the EU-Philippines bilateral programme.




Regional LLevel 2005

» GMP - Training in EU

>

20 Participants.

GMP - Regional Workshop on finalization of the 14 Training modules in
VEIENSE]
28! Participants
GMP - On site Audit Training for National Regulatory Body in Malaysia
12 Participants
GMP - Regional Training| of Trainer in Malaysia
15 participants

PMS1 - Regional Review and finalisation of harmonised testing methods in
Brunei

10 participants
PMS1 — Training in EU
10 participants
PMS 1 - Regional Training for Implementing Proficiency Testing Scheme.
15 participants
PMS1 — Final Review and Capacity Building ini Singapore
15 participants



Regional Level 2005 (2)

» PMS2 - Training in EU

>

>

21 Participants.
PMS3' — Training in EU
22 Participants
PMS2/3 — Basic and in depth training in Philippines
60 Participants
PMS2/3 — Basic and in depth trainingl in Indonesia
45 participants
PMS2/3 - Regional Training on Post Marketing Surveillance in Thailand
24 participants
PMS2/3 — On the Job Trainings in Indonesia, Philippines, Vietham
100 participants
ACSB — Training in EU - Belgium
11 participants

More than 400 Asean Delegates took part in trainings and workshops in 2005



National Level 2005

» Training on ISO 17025 for BEAD Philippines
Participants are from the Technical and Quality Management.

This activity is to assist BFAD to be accredited. Report is confidential
and only part of it could be delivered upon request.



success Story

» More than 600 Asean Delegates trained in Asean and in
EU for the whole programme

» Harmonised Tiesting Methods, including Video CD for
sustainability of the training

» 14 Modules for GMP Training Materials harmonised by
Asean member States

» Improvement of the Capacity building for implementing
Essential Reguirements ofi the, ACD, especially for Post
marketing surveillance

» [ransposition of the ACD: into national law: started for the
less industrialised countries



FOLLOW UP

» EU must maintain assistance to the
Cosmetic Sector for:

The conformance to the essential requirements of the
ACD for Post Marketing Surveillance (PMS2-3)

Transposing ACD: into national law! if required by the
Asean member states

Improving the capacity building of the Asean
L.aboratories on harmonised testing methods.



