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INTRODUCTION

1.
The 2nd Regional Meeting for Heads of Delegations of ASEAN Cosmetic Committee (ACC) was held on 3 – 4 September 2007 in Jakarta, Indonesia.

2.
The Meeting was attended by representatives from Brunei Darussalam, Cambodia, Indonesia, Lao PDR, Malaysia, Philippines, Singapore, Thailand and Viet Nam. Representatives from the APRIS 2, the ASEAN Secretariat and the ASEAN Cosmetic Association were also in attendance. The list of participants appears as ANNEX 1.

3.
The Meeting was chaired by Mr. Ruslan Aspan, Deputy of Traditional Medicine, Cosmetic and Complementary Product Control, National Agency of  Drug and Food Control of Indonesia. 
AGENDA ITEM 1:
ADOPTION OF AGENDA

4.
The Meeting adopted the Agenda, which appears as ANNEX 2.

AGENDA ITEM 2:
INPUT OF THE ASEAN COSMETIC ASSOCIATION

5.
Representative from ASEAN Cosmetic Association (ACA) shared to the Meeting concerns and expectations from ASEAN Cosmetic industries for the forthcoming implementation of the ASEAN Cosmetic Directive (ACD). The presentation appears as ANNEX 3.  
6.
The Meeting noted among others, the following recommendations from ACA: 

(i) The need to have uniform labelling regulations;

(ii) To have a consistent validity of the notification period and the notification fee;

(iii) Industry needs to have a grace period for full PIF and labelling compliance;

(iv) The need to train and having uniformity of safety assessor;

(v) The need to have a consistent interpretation of the ACD, especially during the translation into national language;

(vi) Teamwork;

7.
The Meeting discussed the recommendations and made the following decisions:


Uniform Labelling regulation

(i) The Meeting considered the revised Appendix II of the ACD on ASEAN Cosmetic Labelling Requirements and agreed to adopt the revised Appendix II which appears as ANNEX 4. 

(ii) The Meeting agreed to allow country specific requirement for Brunei Darussalam, Indonesia and Malaysia, taking into consideration their religious issue. The Meeting also agreed to allow Indonesia, Thailand and Viet Nam to require certain information to be printed in local languages. In this regard, the Meeting requested these countries to submit the detailed information on their country specific requirements to the ASEAN Secretariat by 30 September 2007 for compilation and circulation to all Member Countries. 
(iii) The Meeting also agreed that the ACSB in response to the concern of Thailand will review the international recommendations on sunscreen labelling as soon as possible and submit its recommendation to the ACC for consideration and discussion before a decision can be made;

Consistent validity of notification period and notification fee

(iv) Noting the different situation among countries in terms of infrastructure and human resource, the Meeting agreed that decision on this matter will be left for each country;

Grace period for PIF and labelling compliance

(v) The Meeting agreed that the grace period and labelling compliance is given for the existing products. Further reference can be made to the report of the 8th ACC Meeting held in June 2007 in Lao PDR. New products manufactured on or after 1 January 2008 will have to comply with the ACD requirements;

Issue on Readiness of the Industry

8.
Given consideration that the Industry especially SMEs will not be fully compliant with the ACD requirements by 1st January 2008 especially in GMP, safety assessment and PIF, the Meeting agreed that it should be a continuing learning process for both regulators and industry after 1st January 2008. Hence, regulators are encouraged to give some consideration and flexibility to industry when conducting post market surveillance if there is no critical issue on product safety and to continue to guide the industry towards compliance.  

Interpretation of the ACD requirements 

9.
The Meeting reiterated its decision at the 8th ACC Meeting that no amendment or modification should be made to the ACD requirements unless it is approved by the ACC.

AGENDA ITEM 3:
READINESS OF NATIONAL LEGISLATION TO SUPPORT THE IMPLEMENTATION OF THE ASEAN COSMETIC DIRECTIVE 

10.
Cambodia, Indonesia, Lao PDR, Malaysia, Philippines, Singapore and Viet Nam presented their draft legislation transposing the ACD requirements for consideration and discussion of the meeting.  The draft legislation of these countries appear as ANNEX 5, ANNEX 6, ANNEX 7, ANNEX 8, ANNEX 9, ANNEX 10 and ANNEX 11.

11.
The Meeting considered and gave substantial comments to the draft legislation of each country. The Meeting also made the following decisions:

(i) Member Countries to continue to study the draft legislations and submit their comments, if any, to the respective Member Country within the following specific timeframe:

· 14 September 2007 for Philippines and Singapore;
· 30 September 2007 for Cambodia, Lao PDR, Malaysia, and Viet Nam. 
(ii) Indonesia will circulate the English version of its draft legislation to Member Countries by 30 September 2007, and Member Countries are expected to submit their comments to Indonesia by 20 October 2007.  In the meantime, Brunei Darussalam, Malaysia and Singapore are encouraged to study the draft legislation in Indonesia language and submit their comments to Indonesia, if any, by  20 September 2007;

(iii) Brunei will circulate its draft legislation to Member Countries by 20 September. Member Countries will submit comments, if any, to Brunei Darussalam by   20 October 2007;

(iv) Thailand will circulate its draft legislation by 20 October 2007 and Member Countries are expected to give their comment by 10 November 2007; and

(v) Legislation of all Member Countries to be in line with the ACD requirements should be ready by 31 November 2007;

The Meeting also agreed that the draft legislation presented by member countries if not available in the public domain will be kept confidential.

12.
The Meeting further discussed and agreed on the following:

(i) Member Countries should observe 3 fundamental principles in the transposition process: (a) mandatory notification; (b) labelling requirements and (c) safety assessment; and

(ii) The ASEAN Cosmetic Handbook of Ingredients should not be transposed since it will soon be eliminated. 

AGENDA ITEM 4: 
CONSIDERATION AND ADOPTION OF UPDATED VERSION OF THE ASEAN COSMETIC DIRECTIVE 

13.
The Secretary of the ACSB reported to the Meeting the outcome of the Special Technical Discussion of the ACSB held on 2 September 2007. The report of the ACSB appears as ANNEX 12. 
14. 
The Meeting discussed the recommendations of the ACSB in particular the update on the ACD’s appendixes and annexes and the following decisions were made:

(i) keep the original Appendix 1 and Annex 1 to avoid any confusion;

(ii) agree to add the decision making process on claim in Appendix 3 with the inclusion of the acceptable secondary functions and to agree to adopt the revised Appendix 3 which appears as ANNEX 13;
(iii) agree to add Diethylene Glycol in Annex 2;

(iv) agree to continue to keep zinc pyrithione in Annex VI with “+” sign until the EU has final decision on this ingredient.  
(v) Agree to keep the “+” sign in the following reference number in Annex VI- reference number 18 (Undec-10-enoic acid and salts), 25 (Triclosan (INN); 32 (1-(4-Chlorophenoxyl)-1-(imidazol-1-yl) 3, 3-dimethylbutan-2-one); 35 (1-Hydroxy-4-methyl-6(2,4,4-trimethylpentyl)-2-pyridon and its monoethanolamine salt; 42 (Chlorhexindin (INN) and its digluconate, diacetate and dihydrochloride and 47 (1,6-Di (4-amidinophenoxy-n-hexane (Hexamidine) and its salts (including isethionate and p-hydroxy-benzoate; 
(vi) adopt 2nd edition of all annexes and appendices for reference and use by the relevant stakeholders. These documents will be posted immediately on the websites of the ASEAN Secretariat and ACA.
AGENDA ITEM 5:
OTHER MATTERS RELATED TO THE IMPLEMENTATION OF THE 


ACD

15.
The Meeting revisited the Article 4 of the ASEAN Cosmetic Directive and agreed that all modifications or amendments to appendixes and annexes of the EU Cosmetic Directive which has been issued in the EU Official Journal will be immediately accepted by Member Countries upon circulation by the Secretary of the ACSB. In case of any concern regarding any ingredient or any decision made by the EU, Member Countries should raise it immediately for the ACSB to review and come up with recommendations as quickly as possible for consideration and decision by the ACC.   
16.
On the grace period for the implementation of the amendments, the decision will be made by the ACC based on recommendations of the ACSB as well as taking into consideration the safety issue of public health. The Meeting requested ACSB to look into developing a mechanism on this matter and submitted for consideration by the ACC at the next meeting. 
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