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REPORT OF THE TENTH MEETING OF THE

ASEAN CONSULTATIVE COMMITTEE FOR STANDARDS AND QUALITY (ACCSQ)

ASEAN COSMETIC COMMITTEE (ACC)

25 – 26 June 2008, Bali, Indonesia
_________________________________________________________________________
INTRODUCTION

1. The Tenth Meeting of the ASEAN Consultative Committee for Standards and Quality (ACCSQ) ASEAN Cosmetic Committee (ACC) was held from 25 – 26 June 2008 in Bali, Indonesia.  The Meeting was preceded by the 9th Meeting of the ASEAN Cosmetic Scientific Body (ACSB) which was held from 23 – 24 June 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 the representatives from Brunei Darussalam, Cambodia, Indonesia, Lao PDR, Malaysia, Philippines, Singapore, Thailand, Viet Nam, 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 expressed his sincere thanks and appreciation to the host country, Indonesia for the warm hospitality and excellent arrangements made for the Meeting.  He highlighted the importance of ASEAN Member States to work together in making sure the smooth implementation of ACD.
5. The Meeting was officially opened by Dr. Husniah Rubiana Thamrin Akib, MS, M.Kes, Sp.Fk, Head of National Food and Drug Control (NADFC) of Indonesia.  She highlighted the significant progress of ACD which has been achieved so far although the 1st January 2008 was left behind along with its constrain in implementing the ACD.  She underlined the fact that no country can be force to fulfil regional and international agreements when domestic technical constrain were still in upfront.  Nevertheless, she believes that by understanding the situation of each country and by being more focus on the problem, the implementation of ACD can be achieved.  She also expressed her optimism that the situation will be heading to a successful harmonisation in the near future.
AGENDA ITEM 1
:
ADOPTION OF AGENDA

6. The Meeting adopted the revised agenda, which appears as ANNEX 2.
AGENDA ITEM 2
:
BUSINESS ARRANGEMENT
7. The Meeting was held in plenary.
AGENDA ITEM 3
:
UPDATES ON THE LATEST DEVELOPMENT ON ECONOMIC INTEGRATION

8. The ASEAN Secretariat briefed the Meeting on the latest developments in economic integration and relevant decisions made at the ASEAN Economic Ministers (AEM) Meeting, the SEOM Meeting and the 31st ACCSQ Meeting, which were held in 2008. 
9. The Meeting noted that H.E. Dr Surin Pitsuwan formally took over the five-year post as Secretary-General of the Association of Southeast Asian Nations (ASEAN) from 2008-2012.  The Meeting also noted the current issues on ASEAN Economic Integration as follows:
ASEAN Economic Community (AEC) Blueprint 

10. The Leaders’ Declaration on the ASEAN Economic Community (AEC) Blueprint has been signed by the ASEAN Leaders on 20 November 2007 at the 13th ASEAN Summit held in Singapore.  The AEC Blueprint and its Strategic Schedule are attached to the Declaration.  With the signing of the Declaration, the ASEAN Member States will have a binding commitment to implement the measures and actions listed in the AEC Blueprint by 2015.
AEC Scorecard

11. The AEC Scorecard is being developed to be used as a mechanism to track non-compliance and non-implementation of initiatives to indicate what ASEAN has achieved in terms of implementation and to indicate the problems of non-compliance for reporting to the SEOM/AEM. The sectoral bodies would also be expected to come up with key performance indicators in their respective areas to be included in the AEC Scorecard.  
ASEAN Charter
12. The ASEAN Charter, a landmark constitutional document embodying fundamental principles, goals, objectives and structures of ASEAN cooperation, will serve as a legal and institutional framework of ASEAN to support the realisation of its goals and objectives. The ASEAN Charter was signed by the ASEAN Leaders at their 13th Summit held in Singapore from 20-22 November 2007. The Meeting noted that the ASEAN Charter will take effect 30 days after the 10th Member State ratifies the ASEAN Charter. The Meeting also noted the importance of the ASEAN Charter and the new rules-based approach in the ASEAN integration initiatives which may have implications on the standards and conformance activities in ASEAN. 

ASEAN Trade Facilitation Work Programme

13. The draft of the ASEAN Trade Facilitation Work Programme (ATFWP) is developed to give more emphasis on trade facilitation and as a strategy that will enable ASEAN to reduce trade transaction costs and enhance its competitiveness.  The ATFWP is expected to be finalised at the 22nd AFTA Council and subsequently submitted to the 40th AEM Meeting to be held in August 2008 for endorsement.  
ASEAN Trade in Goods Agreement (ATIGA) 

14. The ASEAN Trade in Goods Agreement (ATIGA) was proposed to be developed as a follow-up from the decision from the 21st ASEAN Free Trade Area (AFTA) Council to enhance the Common Effective Preferential Tariff (CEPT) Agreement into a more comprehensive agreement which is on par with the ASEAN Free Trade Agreements.  The final ATIGA will be submitted to the 40th AEM Meeting to be held in August 2008 for consideration and possible signing.
15. The ASEAN Secretariat’s information paper and presentation appear as ANNEX 3.
AGENDA ITEM 4
: 
FOLLOW-UP FROM THE 9th ACC MEETING

16. The Co-chair of the ACC highlighted the outcome of the 9th ACC Meeting held from 12 – 13 December 2007, Ho chi Minh City, Vietnam as well as the outcome of ACC head of Delegation Meeting held from 5 – 6 March 2008 in Jakarta, Indonesia.  The highlights appears as ANNEX 4. 

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
17. The Meeting noted Member Countries’ progress in the implementation of the ASEAN Cosmetic Directive.  Member Countries’ progress report appears as ANNEX 4.

Brunei Darussalam

18. Brunei Darussalam has implemented the ACD starting 3 June 2008.  Since then 146 notifications have been received and 99 notifications have been acknowledged.  Grace period for notification of existing products has also being revised as follows:

(i) High risk: 1 June 2008 – 30 November 2008;
· Cosmetic products for application in the region around the eyes and on the lips.

· Oral dental hygiene products.

· Hair dyes.

(ii) Medium risk: 1 December 2008 – 31 May 2009;
· Leave-on cosmetic products.

(iii) Low risk: 1 June 2009 – 30 November 2009. 
· Rinse-off cosmetic products.
Cambodia

19. Ministry of Health has completed the transposition and translation of ACD into Sub-Decree on Cosmetic Management.  The Sub-Decree has been submitted to the Council of Minister Meeting and expected to be approved on 27 June 2008 and subsequently be submitted to the Prime Minister for approval and can gazetted by end of July 2008.  Cambodia is expected to implement the ACD on 1 August 2008.

Indonesia

20. Indonesia is yet to transpose the ACD into her national legislation due to some considerations of several internal issues by the relevant regulatory authorities. Internal assessment has concluded that the small and medium enterprises (SMEs) are not ready to implement the ACD as they may not be able to fulfill the Good Manufacturing Practice (GMP) requirements of the ACD.   Nevertheless, Indonesia has taken some action to make progress in supporting ACD implementation, which include, among others, the following:
· Issuance of new regulation on Cosmetic Ingredients in February 2008, which is in line with the Annexes on ACD;

· Mapping the industry capacity in implementing GMP;

· Capacity Building for regulators in the field of GMP;
· Training for safety assessor;
· Strengthening the technical infrastructure.


Lao PDR

21. The Food and Drug Department, Ministry of Health of Lao PDR has transposed the ACD under the Ministerial Regulation called the Cosmetic Quality Control Management. The new cosmetic regulation has been translated into Lao language and submitted to the Ministry for approval. The new regulation is expected to be published in August 2008.  

Malaysia

22. Malaysia has implemented the ACD starting on 1 January 2008.  Up to May 2008, about 12,000 notifications have been received.  The notification process is done via an electronic system.  Other activities which have been conducted include (i) the conduct of PIF auditing, (ii) market sampled product testing and (iii) training and seminars.

Philippines

23. Philippines has implemented the ACD since January 2008.  Notification procedure has been put in place including the new requirements and the mechanism on the acceptance of existing products with expired registration.  Several activities on capacity building have also been conducted for both regulators and the cosmetic industries, in particular the SMEs.   An online acceptance of application for cosmetic notification will start to be implemented within 2008.

Singapore

24. The Health Science Authority (HSA) of Singapore has transposed the requirements of the ACD under the Health Product Act (HPA).  In this regard, all new cosmetic products will have to comply with ACD requirements and be notified to HSA prior to sale with effect from 1 January 2008.  However notification of existing products will take place over 4 phases in 2008 and be given time to comply with ACD within the allocated grace period. A total of 30,000 notifications consisting of 8,700 existing and 21,300 new products have been received.  The existing electronic notification system (PRISM) for product notification under the ACD has been upgraded to cope with the increasing load of notified products.

Thailand

25. Thailand has started the implementation of the notification procedure on 1 March 2008.  The Thai FDA has received approximately 40,000 notifications.   The transposition of ACD into national legislation is being done in phases.  In year 2008, the Thai FDA has organized several training programs and seminar on notification procedures, GMP audit and PIF for regulators and industries throughout the country.  

Viet Nam

26. Vietnam has fully adopted the ACD by having a new National Cosmetic regulation which came into effect on 10 March 2008.   Within the first 3 months after the implementation, 5000 notifications have been received.  DAV has been overloaded with the number of notifications due to lack of manpower.   In addition, to support the smooth implementation of ACD, the DAV will provide more training to the regulators which include, among others, PMS for both factory audit and market audit.  
27. The Meeting also noted that there was no progress report from Myanmar.
5.2
Progress of the ASEAN Cosmetic Scientific Body (ACSB)
28. The Secretary of the ACSB reported to the Meeting the outcome of the 9th ACSB Meeting held from 23 -24 June 2008, Bali, Indonesia.  The Meeting noted that the representatives from the ASEAN Secretariat were also in attendance. The Report of the ACSB appears as   ANNEX 6.
29. The Meeting made the following decisions with regard to the recommendations made by the ACSB:

i)
Menthol

 
The Meeting agreed to the following proposal from ACSB:
a) There should be no specific restrictions for menthol in oral care or rinse-off products.

b) The current national regulations in Indonesia and Thailand for leave-on products should remain in place until EU SCC issues an opinion and the EU Cosmetic Directive is modified to reflect this.
ii)
Camphor
The Meeting agreed that the current National regulations in Indonesia and Thailand should remain in place until EU SCC issues an opinion and the EU Cosmetic Directive is modified to reflect this.
iii)
Fluoride in Children’s oral care products
a. 
The Meeting agreed to add the following mandatory warning statement to column (f)  for all fluoride compounds of oral hygiene products in Annex III, Part 1 entries 26-43 inclusive, 47 and 56) as follows:  


‘For any toothpaste containing 0,1 to 0,15 % fluoride unless it is already labeled as contra-indicated for children (e.g. “for adult use only”) the following labeling is obligatory: 


“Children of 6 years and younger: Use a pea sized   
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 amount for supervised brushing to minimize swallowing. In case of intake of fluoride from other sources consult a dentist or doctor.”


(Note that the circle is 6mm in diameter)


The Meeting also agreed on the grace period for 24 months.
b.
The Meeting agreed that the implementation of a total fluoride limit of 300 mg per single tube,  should be a voluntary agreement, which is based on ISO Standard 11609.  ACA will communicate to the National Industries Associations where these exist.  

iv)
Alpha – Hydroxy Acids ( AHAs)

The Meeting agreed to the following proposal from ACSB:
a.
Consumer use products

Glycolic and Lactic Acid, their common salts and their simple esters at concentrations ≤10% calculated as acid, at final formulation pH ≥3.5, with mandatory labeling as follows: 

Sunburn Alert: This product contains an alpha hydroxy acid (AHA) that may increase your skin's sensitivity to the sun and particularly the possibility of sunburn. Use a sunscreen, wear protective clothing, and limit sun exposure while using this product and for a week afterwards* 

* Not required for products that are intended for application to non-sun exposed areas of the body, for products that are labeled to contain a sunscreen or for products containing AHAs as incidental ingredients. 
b. 
Professional use products

Glycolic and Lactic Acid, their common salts and their simple esters at concentrations ≤20%, at final formulation pH ≥3.0, with the following mandatory labeling: 

Sunburn Alert: This product contains an alpha hydroxy acid (AHA) that may increase your skin's sensitivity to the sun and particularly the possibility of sunburn. Use a sunscreen, wear protective clothing, and limit sun exposure while using this product and for a week afterwards. 

c. 
Products for use by Qualified Medical Practitioners


Glycolic and Lactic Acid, their common salts and their simple esters at concentrations >20% is for use only by qualified medical practitioners.  Products between 20 and 30% should have final formulations pH ≥3.0.
The Meeting further request ACSB to make further recommendation on the use of AHAs for other purpose than exfoliation.   The Meeting agreed on the grace period of 12 months.
v) Professional use

The Meeting agreed that the definition on what constitute a “professional” will be left to the discretion of National Authorities. 

vi)
Hydrogen peroxide (H2O2)
The Meeting agreed to the proposal from ACSB that products containing H2O2 and other compounds or mixtures that release hydrogen peroxide, including carbamide peroxide and zinc peroxide in Annex III part 1, should be regulated as follows:
a) Oral hygiene products: 
Up to 0.1% of H2O2 present or released.  No other limitations or requirements as well as no mandatory labeling.


b) Tooth whitening products for application by the consumer under the supervision of a qualified dental practitioner: 
Up to 6% of H2O2 present or released.  Limitation is that supply can only through a qualified dental practitioner and not for direct sale to the general public.



The Meeting agreed on the following mandatory labeling for b): 
“Not for direct sale to the public.  For supply only through a qualified dental practitioner.  Read & follow the instructions and use the product accordingly.  Do not use the product within two weeks prior to, or immediately after dental restoration.  Not for use by pregnant women or habitual tobacco and/or alcohol users.  Stop using immediately if you experience any tooth sensitivity, gum irritation, toothache, defective restorations, gingivitis, nausea etc. Store out of reach of children”.

c) Tooth whitening products for application by dentists only:
More than 6% up to 35% of H2O2 present or released.  Limitation is that the product will only to be used by a qualify dental practitioner and not for direct sale to the general public.


The Meeting agreed on the following mandatory labeling for c):

“Not for direct sale to the public.  Only to be used by a qualified dental practitioner.  Do not use the product within two weeks prior to, or immediately after dental restoration.  Not for use by pregnant women or habitual tobacco and/or alcohol users.  Stop using immediately in case of  tooth sensitivity, gum irritation, toothache, defective restorations, gingivitis, nausea etc”.  


The Meeting also agreed that the products containing  > 6% H2O2 for sale and use by a qualified dental practitioner only should be classified as cosmetic products under the scope of the ACD. 


The Meeting further agreed on the grace period for 12 months.  

vii)
ASEAN Inventory of botanical ingredients
The Meeting noted that progress has been made in collating lists of restricted and banned botanical ingredients from ASEAN and outside ASEAN.  However, some ASEAN countries do not have such list, e.g. Brunei Darussalam and Cambodia.  However, it was further noted that Indonesia, Thailand and Malaysia will supply the list of banned ingredients for use in Traditional Medicines, whilst  Singapore and Laos will supply their list of banned plant.  ACA will further  investigate how this process can be speeded up. 

viii)
Product classification
The Meeting agreed to the proposals from the ACSB that Vaginal Douche Products falls outside the scope of the ACD.
ix)
Alpha-arbutin
ACSB reviewed the available safety data provided as well as a formal EU SCC Assessment of a closely related compound (Beta-arbutine).  The Meeting proposed that the subject be placed on the agenda of the next ACSB meeting.
x)  
Update to EU Cosmetic Ingredient list

The Meeting agreed to the proposal from ACSB as follows:
a)
To amend Annex II entry 1136 (Peru Balsam) to be in line with clarification provided by SCCP;
b)
Not to adopt other fragrance ingredient labeling changes, to be in line with ACSB/ACC approach on fragrance labeling.  
xi)
IFRA Guideline
The Meeting requested ACSB to review the maximum ingredient concentration as defined by IFRA Guideline and to make recommendation at the next ACC meeting.

xii)
Royal Jelly
The Meeting agreed that there will be no specific labeling requirements for royal jelly as a cosmetic ingredient. 

xiii)
Diethylene glycol
The Meeting agreed to ACSB proposal to add diethylene glycol to Annex II of ACD for all products.  The meeting further agreed on grace period of 6 months.
xiv)
Methanol
The Meeting noted the concern regarding the level of methanol in ethanol or isopropyl alcohol in refreshing tissues and products for application around the eyes.  The Meeting further noted that a product specific risk assessment will be conducted by Thailand for discussion at the next ACSB Meeting.

xv)
Zinc Pyrithione

The Meeting noted that ACA will submit a safety assessment report for 2 % anti dandruff rinse-off to ACSB to enable a recommendation to be made at the next ACC Meeting.

xvi) Annex VI ingredients with plus ( + ) sign

The Meeting noted the current confusing state of EU Annex VI; in this regard, the Meeting agreed on ACSB recommendation to continue follow the previous interpretation of the (+) sign for some ingredients e.g. piroctone olamine and climbazole, until Annex III entries are created in the EU.

xvii)
Lead acetate 

The Meeting agreed on ACSB recommendation not to adopted lead acetate as hair dye in ASEAN.

xviii )
Tranexamic acid

The Meeting noted that Malaysia will provide safety data to support the inclusion of  Tranexamic acid with a maximum limit of 2% in leave-on product in Annex III.  The Meeting also requested ACSB to make a safety assessment of tranexamic acid for a rinse-off product.  

xix) 5-Bromo-5nitro-1,3-dioxane and Bronopol

The Meeting agreed to ACSB proposal not to further regulate 5-bromo-5nitro-1,3-dioxane and bronopol.  
xx)
Sunscreen use labeling
The Meeting noted that a Taskforce which consist of Malaysia, Singapore, and ACA and led by Thailand will develop a list of usage instruction for sunscreen and will be presented to ACC at the next meeting.

xxi )
Silver nitrate
The Meeting noted that a safety assessment to support the use of silver nitrate as hair dye will be developed by Thailand and be discussed at the next ACSB Meeting.
 xxii )
Eyelash perming agent
The Meeting recognized that eyeleash perming products are cosmetic but based on safety considerations, agreed to ACSB proposal to add Thioacids and their derivatives to Annex III part 1, with mandatory labeling statement as follows: “Not for use around the eye area”.  
xxiii )
Dihydroxyacetone
The Meeting agreed to ACSB  proposal to add Dihydroxyacetone as a skin colouring agent used in sunless tanning in Annex III part 1 with mandatory label statement “this product does not contain a sunscreen and does not protect against sunburn “ 

30. The Meeting commended significant progress that has been made by the ACSB.  The Meeting further requested ACSB to make scientific recommendation to ACC on the following issues:

(i)
Limit of Mercury as heavy metal;
(ii)
The use of “period after opening” for product labeling.
31. The Meeting further requested the ACSB Secretary to update the Annexes of ACD and submit to the ASEAN Secretariat for uploading in the ASEAN Secretariat website for public reference.  
5.3  
Post Marketing Surveillance (PMS 1) - Testing Laboratory network

32. 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’ paper appears as ANNEX 7.
33.  The Meeting noted the establishment of the ACRL in order to give technical support to ASEAN regulatory authorities in conducting PMS activities.  For this purpose, periodical assessment of ACRL will be conducted to monitor the performance of ACRL.

34. The Meeting further noted that the APRIS II Programme has been supporting the activities on PMS 1, which include funding support and availability of EU Expert.  Several training programmes will be conducted in year 2008 and further planned for year 2009.  The activities are expected to benefit all ASEAN Cosmetic Reference Laboratory as well as to have better understanding on Proficiency Testing Programme and its processes.  All activities will be discussed and confirmed in the coming ASEAN Cosmetic Testing Laboratory Network Meeting scheduled to be held in Singapore from 21 – 22 August 2008.
5.4
APRIS II Programme for the Cosmetic Sector

35. The APRIS II Expert on PMS 2-3 updated the Meeting on the implementation of the APRIS II Project for the Cosmetic Sector.  The presentation appears as ANNEX  8.
36. The Meeting noted that activity of PMS 2 and 3 under APRIS II Programme will be completed within this year.  Nevertheless, Member States are encouraged to submit their input for possible further technical assistance, to the APRIS II Expert, preferably by 05 July 2008.
5.5.
ASEAN Cosmetic GMP
37. Malaysia presented to the Meeting the proposal for Regional Workshop of GMP Experts.  Malaysia’s paper appears as ANNEX 9.
38. The Meeting noted that the objective of the Workshop is to capture learning points from the implementation of ACD in relation to GMP as well as to formulate strategies and intervention for any technical assistant/trainings for ASEAN Member States.  The Meeting further noted that the APRIS II Programme has indicated its willingness to give financial support for the conduct of the Workshop.

39. In relation to the above, the Meeting agreed to endorse the proposal and request Malaysia and the ASEAN Secretariat to coordinate with the APRIS II Programme and further finalize the date and venue of the Workshop.  

40. Malaysia also shared to the Meeting a new GMP licensing scheme in her country which has been put in place after the implementation of ACD on 1 January 2008.   In this regard, to increase the awareness and competence of the local cosmetic industry, ongoing trainings/seminars will be conducted, by using the ASEAN GMP Training Modules.  

5.6
ASEAN Post Marketing Alert System
41. Singapore presented the report of the progress on the implementation of the Post Marketing Alert System (PMAS) from January-December 2007.  Singapore’s report appears as ANNEX 10.
42. The Meeting agreed that the PMAS was an important communication tool for sharing of information on defective and unsafe health products in the market and urged all Member States to participate actively in the PMAS.  
AGENDA ITEM 6
:
OTHER MATTERS

6.1 ISO/TC 217 - Cosmetic
43. Meeting noted the request from Singapore to have an update on the activities of the ISO/TC 217 – Cosmetic.  In this regard, the ASEAN Secretariat will request ACCSQ-WG1 Members to update the ASCB on any ongoing standard development related to cosmetic.   It was noted that the ASEAN Cosmetic Scientific Body (ACSB) is considered to be a good forum to discuss any technical input and possible ASEAN common position on the development of any draft ISO standard within the ISO/TC 217.  It was also noted that Indonesia and Thailand are the P-members in the ISO/TC 217.
AGENDA ITEM 7
:
DATE AND VENUE OF THE NEXT MEETING

44. The Meeting agreed that the 11th ACC Meeting will be held on 18 – 21 November 2008 in Singapore.  The logistic arrangement for the Meeting will be circulated in due course.

45. The Meeting requested Malaysia to consider hosting the 12th ACC Meeting tentatively in June 2009. Malaysia will revert back on the exact date and venue in due course subject to approval. The Meeting also noted the gracious offer from Thailand to host the 13th ACC Meeting to be held in December 2009. 
AGENDA ITEM 8
:
ADOPTION OF REPORT 

46. The Meeting considered and adopted the report of the Tenth Meeting of the ACC held from 25 – 26 June 2008 in Bali, Indonesia. 
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