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REPORT OF THE ELEVENTH MEETING OF THE

ASEAN CONSULTATIVE COMMITTEE FOR STANDARDS AND QUALITY (ACCSQ)

ASEAN COSMETIC COMMITTEE (ACC)

20 – 21 November 2008, Singapore 
_________________________________________________________________________
INTRODUCTION

1. The Eleventh Meeting of the ASEAN Consultative Committee for Standards and Quality (ACCSQ) ASEAN Cosmetic Committee (ACC) was held from 20-21 November 2008 in Singapore.  The Meeting was preceded by a Workshop on “Enhancing Market Access for Cosmetics” on 18 November 2008 and the 10th Meeting of the ASEAN Cosmetic Scientific Body (ACSB) on 19 November 2008. 
2. The Meeting was chaired by Mr. Vongtavanh Chiemsisourath, Director of Narcotics, Chemical and Cosmetic Control Division, Food and Drug Department, Ministry of Health, Lao PDR and co-chaired by Ms Anis Talib, Senior Principal Assistant Director, National Pharmaceutical Control Bureau, Ministry of Health, Malaysia.
3. The Meeting was attended by representatives from Brunei Darussalam, Cambodia, Indonesia, Lao PDR, Malaysia, Philippines, Singapore, Thailand, the ASEAN Secretariat and the ASEAN Cosmetic Association. Representatives from the ASEAN cosmetic industry also attended the Meeting as observers. The list of delegates appears as ANNEX 1.
OPENING CEREMONY

4. The Chair of the ACC, Mr. Vongtavanh Chiemsisourath, Director of Narcotics, Chemical and Cosmetic Control Division, Food and Drug Department, Ministry of Health, Lao PDR delivered his welcome remarks on behalf of the ACC by expressing his sincere thanks and appreciation to the host country, Singapore for the warm hospitality and excellent arrangements made for the Meeting.  He highlighted the importance of ASEAN Member States to work together in ensuring the smooth implementation of the ASEAN Cosmetic Directive.
5. The Meeting was officially opened by Dr. John Lim, Chief Executive Officer of the Health Sciences Authority of Singapore.  Dr. Lim highlighted the signing of the landmark ASEAN Charter and the subsequent ratification over the last eleven months by all Member States, which led to the full implementation of the Charter in 2009, thus transforming ASEAN into a more efficient and cohesive rules-based organization.   He added that this will pave the way for the successful implementation of all ASEAN initiatives, including the targeted formation of ASEAN Economic Community by 2015.  Dr Lim’s opening remarks appears as ANNEX 2.
AGENDA ITEM 1
:
ADOPTION OF AGENDA

6. The Meeting adopted the agenda, which appears as ANNEX 3.
AGENDA ITEM 2
:
BUSINESS ARRANGEMENT
7. The Meeting was held in plenary.
AGENDA ITEM 3:
UPDATE ON LATEST DEVELOPMENT IN ASEAN ECONOMIC INTEGRATION
8. The ASEAN Secretariat briefed the Meeting on the latest development in economic integration and relevant decisions made at the ASEAN Economic Ministers (AEM) Meeting and the Senior Economic Officials Meetings (SEOM), which were held in 2008. 
Implementation of ASEAN Economic Community (AEC) Blueprint 

AEC Scorecard

9. The Final Comprehensive AEC Scorecard had been submitted to the SEOM 1/40 for their endorsement. The Comprehensive AEC Scorecard will be made public through the ASEAN website in January 2009.  A progress report will be prepared by the ASEAN Secretariat at the end of each quarter for monitoring the implementation of the AEC. 
AEC Communication Plan

10. The AEC Communication Plan, which aims to focus on engaging the business community in the integration initiatives, by creating an interest in and positive sentiment towards the AEC, has been endorsed by the SEOM. It also aims to create understanding on the benefits of the AEC for both businesses and consumers and various implementation measures have been initiated.  
ASEAN Trade in Goods Agreement

11. The ASEAN Trade in Goods Agreement has been legally scrubbed and submitted to the SEOM 1/40 for their approval for signing at the 14th ASEAN Summit.

ASEAN Charter

12. All ASEAN Member States have ratified the ASEAN Charter and the ASEAN Charter itself will enter into force during the 14th ASEAN Summit. Various initiatives had already been initiated in preparation for the implementation of the ASEAN Charter when it enters into force, including the preparative initiatives for the establishment of the ASEAN Coordinating Councils, ASEAN Community Councils and the Committee of Permanent Representatives.
Follow-up from the 32nd ACCSQ Meeting


Follow-up on the implementation of the ACD

13. The report of the 10th ACC Meeting was presented to the ACCSQ during its 32nd Meeting by the Chair of ACC. The ACCSQ commended the ACC for the implementation of the ACD as it entered into force on 1 January 2008 and further requested the ACC to provide an update from the Member States for feedback on the challenges faced with the implementation of the ACD.
ASEAN-China TBT MoU

14. The ACCSQ is finalising the draft ASEAN-China TBT MoU for possible signing during the sidelines of the 14th ASEAN Summit. The TBT MoU aims to facilitate cooperation between ASEAN and China on TBTs and the cooperation mechanisms include the establishment of an efficient system of information exchange and communication for common priority sectors identified by ASEAN and China. China has suggested the food safety and cosmetics as initial areas for cooperation. 

15. The Meeting agreed that the provisions of the MoU should provide for transparency of related regulations in China and that suggested cooperation with China in the cosmetic sector should be considered upon full implementation of the ACD by all Member States. 

Public-private dialogue for cosmetic sector
 
16.  The ACCSQ is collaborating with the International Trade Centre (ITC) to organise public-private dialogues as an initiative to support the AEC Communication Plan to engage the business sector in the integration process.   The public-private dialogues proposed by the ITC also aim to assist in translating the trade facilitation initiatives into business impact and will be held back-to-back with the ACC Meeting. The details of the proposal and dates will be circulated to the ACC upon confirmation by the ITC. 
17. The ASEAN Secretariat’s presentation appears as ANNEX 4.
AGENDA ITEM 4
: 
FOLLOW-UP FROM THE 10th ACC MEETING

18. The Chair of the ACC highlighted the outcome of the 10th ACC Meeting held from 25-26 June 2008 in Bali, Indonesia.   He highlighted that the pending issues will be discussed under the relevant agenda items. The Chair’s report appears as ANNEX 5. 

AGENDA ITEM 5
:
IMPLEMENTATION OF THE ASEAN HARMONIZED COSMETIC REGULATORY   SCHEME (AHCRS)

5.1. Update on status of the implementation of the ASEAN Cosmetic Directive at National Level
19. The Meeting noted the Member States’ progress in the implementation of the ASEAN Cosmetic Directive.  The Member States’ progress reports appear together as ANNEX 6.
20. The Meeting noted that all Member States except Cambodia, Myanmar and Indonesia have transposed the ACD into the national legislation. The Meeting was informed that Cambodia and Myanmar are awaiting the approval of the draft legislation by the end of 2008.  
21. Cambodia further informed the Meeting that the notification will be fully implemented by 1 January 2009. 

22. Indonesia informed the Meeting that due to the internal processes, she is unable to provide an indication on when the notification system will be implemented. Member States urged Indonesia to take the necessary steps to implement the notification system soonest possible as their respective industries have raised concerns on the stringent registration requirements posed by Indonesia despite the entry into force of the ACD. The ACA, on behalf of the ASEAN cosmetic industries, has also raised concerns on the delays caused by the registration system. 

23. The ASEAN Secretariat would look into the possibility of assisting Indonesia to expedite the transposition of the ACD into the national legislation by requesting the ASEAN Secretary-General to use his good office to meet the relevant Ministries of Indonesia during the sidelines of the 14th  ASEAN Summit. In this regard, the Meeting requested the Member States to provide the necessary information to the ASEAN Secretariat by 30 November 2008 to support the justification to expedite the full implementation of the ACD by Indonesia. 

24. In the interim, the Meeting requested the kind consideration of Indonesia to simplify and accelerate the registration procedure in the spirit of ASEAN as well as to maintain the ASEAN credibility of commitment to implement agreements.
5.2. Update from Member States on the enforcement issues of the ACD

25. The Meeting discussed the challenges faced by the regulators and enforcement authorities of the Member States with the full implementation of the ACD. The Meeting noted the problems faced by Member States and the key challenges were identified as follows:

a) Notification systems need to be further improved and should include measures to discourage the placing of unsafe products in the ASEAN market;

b) Further trainings to facilitate common interpretation of the ACD including the PIF and safety assessment for both the regulators and industries;

c) Further trainings on GMP for SMEs to enhance their capabilities;

d) The need to raise consumer awareness as well as to empower them as key partners in post-market surveillance activities;

e) Timely exchange of information among ASEAN regulators on the challenges and issues faced in the implementation of the ACD.
26.
The Meeting agreed to organise Heads of Delegation Meeting intersessionally to address the above concerns and further requested the ASEAN Secretariat to organize a meeting prior to the 12th ACC Meeting. 
AGENDA ITEM 6
: 
PROGRESS OF THE ASEAN COSMETIC SCIENTIFIC BODY 
(ACSB)
27. 
The Secretary of the ACSB reported to the Meeting the outcome of the 10th ACSB Meeting held on 19 November 2008. The Meeting noted that the representatives from the ASEAN Secretariat were also in attendance. The Report of the ACSB appears as  ANNEX 7.
28.
The Meeting agreed to the proposal from ACSB on the following: 
a) EU Annex update

· to amend Annex II and Annex III to reflect the proposed changes to transfer the banned ingredients of the hair dye.

· To delete hair dye usage of hydroquinone.   

b) AHA Labelling

· to develop guidelines for products containing AHA to clarify where mandatory sunscreen labeling is unnecessary.

· Singapore and Malaysia will develop and circulate the draft guideline to ACSB Members for comments by 11 February 2009.
c) Botanical ingredients

· the ASEAN Secretariat to liaise with the ACSB Secretary to assist in making the necessary arrangements to invite a speaker from the SFDA China to attend the 11th ACSB meeting to provide inputs on review and control of botanicals in cosmetics in China.  
· the representative from the SFDA to be invited to attend the ACSB meeting for the specific agenda item only. 
d) Alpha-arbutin

· not to regulate the use of alpha-arbutin in cosmetic products at this point of time. 
e) IFRA Guidelines
· the incorporation of the IFRA guidelines into the ASEAN Cosmetic Directive was impracticable.
f) Methanol

· Thailand to review the safety data package from the US Cosmetic Ingredient Review (CIR) and to share the view of TISI on the CIR and report at the next ACSB Meeting. 

g) Zinc Pyrithione

· the use of zinc pyrithione at 2% in rinse-off products and to be added to Annex III Part 1.

h) Tranexamic acid

· the inclusion of the tranexamic acid to be added to Annex III Part 2 up to a maximum concentration of 3% in leave-on skin products and not to be used in products intended to be placed in contact with mucous membranes, for implementation from 30 November 2009.  
· ACSB to make recommendation on the use of tranexamic acid in rinse off skin product at the next ACC Meeting.
i) Borderline products


i) Dry mouth products

· dry mouth products fall within the scope of the ASEAN Cosmetic Directive as long as their primary purpose is moisturisation of the mucous membranes of the mouth and not stimulation of the salivary glands.
ii) Perineal massage products
· perineal massage products could be considered to fall within the scope of the ASEAN Cosmetic Directive provided that the site of application is specifically the external skin and genitalia and that the product is not for internal application. 
· Clarity on instructions of use will be followed up by the Thailand at the next ACSB Meeting.

j) INCI/CI name labeling

· adopted the INCI and CI labeling for ingredients having both nomenclatures.
k) Sunscreen Guidelines


· adopted the proposed Sunscreen Labeling Guideline which appears as ANNEX 8.
l) Silver nitrate
· not to extend the current ASEAN Regulation on the use of silver nitrate as hair dye for eyebrows and eyelashes to the whole head.  
· the 36 month grace period for products registered prior to the implementation of the ACD and that the ACD does not prohibit the manufacture of products in ASEAN Member States for export outside ASEAN.
m) Period after opening (PAO)

· not to adopt the proposed EU regulations on PAO. 
n) ISO Update


· Indonesia and Thailand, as P-members of ISO/TC 217 and ISO/TC 106 to provide the relevant ISO documents that will have an impact on the ACSB/ACC activities.
· ACSB to provide inputs on relevant issues to the ISO committees endorsed by the ACC through Indonesia and Thailand.
o) Mercury limits

· the limit is 1 ppm as unavoidable traces. 
29. 
The Meeting requested the ACSB Secretary to follow-up on other matters discussed at the ACSB meeting as follows:

a) to redraft the preamble to the preservatives annex to provide more clarity on the current state of the annex and interpretation of the (+) sign;
b) to gather information available on safety and regulatory control of caffeine as a cosmetic ingredient;
c) to clarify the Annexe III entries for menthol and camphor; and

d) ACSB will make recommendation to ACC regarding the use of cosmetic product with packaging which could be construed as medicinal by presentation e.g. products intended for application around the eye which are packaged in eye-dropper bottles;  

30.
The amended Annexes of the ACD and the compilation of the ACC’s decisions made with regards to the ACD and its annexes appear as ANNEX 9 and ANNEX 10. 
AGENDA ITEM 7
:
POST MARKET SURVEILLANCE (PMS)

7.1.
Post Marketing Surveillance (PMS 1) - Testing Laboratory network

31.
Singapore, as the Lead Country for PMS 1, updated the Meeting on the progress on setting up the ASEAN Cosmetic Reference Laboratories (ACRL) Network.  Singapore’s paper appears as ANNEX 11.
32.
The Meeting noted that there has been a delay in the progress of the activities due to a change in the Key Expert for the Standards and Conformance. The ASEAN Secretariat informed the Meeting that the new Key Expert will be joining the ASEAN Secretariat in December 2008 and the existing programmes are expected to be implemented smoothly thereafter. 
33.
The Meeting further noted that the approved activities of PMS 1 include:
a) ISO Guide 43 Training on Processes and Application;

b) Workshop on measurement Uncertainty; and

c) Hands-on Laboratory Training on Heavy Metals Analysis, Microbial Limit test and Preservatives Efficacy.

7.2.
ASEAN Post Marketing Alert System
34.
Singapore presented to the Meeting the update on the alerts for unsafe products received for cosmetics, health supplements, pharmaceutical products and traditional medicines.  Singapore’s update appears as ANNEX 12.
35.
The Meeting noted from January to October 2008, the number of alerts received were 113 products with 46.9% for cosmetic products, 31% for pharmaceutical/biological products, 15% for traditional medicine and 4.4% for health supplements.  The alerts were received for products containing banned ingredients, restricted ingredients, exceeding heavy metal limits, exceeding microbial limits, exceeding preservative limits and containing non-permitted colorants.  
36.
The Meeting urged all Member States to participate actively in ASEAN PMAS which serves as an important communication tool between Member States to alert each other on regulatory issues.  In addition, the Meeting agreed that the improvements in technical areas and reporting rates are needed to ensure efficiency of the system.
AGENDA ITEM 8
:
TECHNICAL ASSISTANCE AND CAPACITY BUILDING 
PROGRAMME FOR COSMETIC SECTOR

37. 
The ASEAN Secretariat briefed the Meeting on the technical assistance accorded to the cosmetic sector to support the integration process mainly with support for the EU under the EC-ASEAN and the APRIS II pogrammes for technical assistance. Current and future work in this sector is focused on enhancing the adoption of GMP by manufacturers, increasing use and development of PIFs, and to continue working with the ASEAN Reference Laboratories. Trainings are aimed at both the producers and the regulators so that there is full understanding on all sides as to what is required. The existing projects under the Annual Work Plan II of the APRIS II progarmme will be implemented as scheduled despite some slight delay due to resources within APRIS II.

38. 
The Meeting was also informed that the Terms of Reference for national trainings for the SMEs in Indonesia and Viet Nam had been endorsed following the requests made by these Member States. The project aims to assist in strengthening the technical competency of regulators and personnel working in the cosmetics industry in Indonesia and Viet Nam on the essential requirements of the ACD, to provide guidance to Regulatory Authorities with regard to implementation and enforcement, and to increase their ability to transfer knowledge acquired to stakeholders in industry.

39. 
The EU is preparing for the next phase of technical assistance when the APRIS II programme concludes in November 2009 and has sought inputs from the ASEAN Secretariat for further technical assistance in the standards and conformance area to be considered for the following phase.  The Meeting agreed that existing areas for cooperation should be continued to ensure the realization of the goals of integration by 2010 and subsequent establishment of the AEC by 2015. The Meeting also agreed that the implementation gaps identified earlier should be addressed under the future technical assistance programmes. 

40. 
The Meeting was also informed of the technical assistance provided by other Dialogue Partners including the US under the ASEAN-US Enhanced Partnership and Australia through AUSAID. The Dialogue Partners have also indicated keen interest to cooperate among themselves to support the ASEAN integration process.
AGENDA ITEM 9
:
OTHER MATTERS

41. 
The Philippines expressed her deepest appreciation to the ACC for the condolences forwarded to the family of Dr. Sonia Aqui of the BFAD on her demise.

AGENDA ITEM 10
:
DATE AND VENUE OF THE 12th ACC MEETING

42. 
The Meeting requested Malaysia to consider hosting the 12th ACC Meeting in June 2009 as agreed at the 10th ACC Meeting. Malaysia agreed to consider the request and will inform the ACC through the ASEAN Secretariat of the final decision. 
43. 
The Meeting further thanked Thailand for the gracious offer to host the 13th ACC Meeting in December 2009. 

AGENDA ITEM 11
:
ADOPTION OF THE REPORT

44. 
The Meeting considered and adopted the report of the 11th Meeting of the ACC held from 20-21 November 2008 in Singapore. 
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The Meeting was held in the traditional spirit of ASEAN cordiality and solidarity.
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