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INTRODUCTION

The Tenth Meeting of the ASEAN Consultative Committee for Standards and Quality (ACCSQ) ASEAN Cosmetic Committee (ACC) ASEAN Cosmetic Scientific Body (ACSB) was held on the 19 November 2008 in Singapore.
ACSB Members Present

	Brunei Darussalam
	Mr Chong Chee Kiong

Ms Ellys Hj Mohammed

	Cambodia
	Mr Lok Saphy
Dr Chieng Phana

	Indonesia
	Ms Nuning Barwa (Co-Chair)
Ms Nevi Zulvia Nasrun

Dr Purwantyastuti

	Lao PDR
	Dr Vongtavanh Chiemsisourath

Ms Mayphet Phongsima

	Malaysia
	Ms Anis Talib (Chair)

Ms Hamidah Minhaj

	Myanmar
	Not present

	Philippines
	Ms Celia Ong
Ms Esperanza Moya

	Singapore
	Dr Alain Khaiat
Ms Marie Tham

	Thailand
	Mrs Narupa Wongpiyarattanakul
Dr Simon Young (Secretary)

	Vietnam
	Not present

	ACA
	Ms Khetmanee Lertkitcha
Ms Zeny Soriano 


1 Welcome, introduction & adoption of the agenda
The Chair welcomed the delegates and thanked the government of Singapore for their arrangements and their hospitality.  The agenda was adopted.
2 Business arrangements & actions from previous meeting

The secretary confirmed that all actions from the previous meeting would be covered under the agenda, that decisions would be recorded and transmitted using the new template (attached) and that updated ingredient annexes would be made available to all ACSB members by the end of the ACC meeting.

3 EU Annexe update
The secretary summarized European Commission Directive 2008/88/EC which bans the use of 40 ingredients as hair dyes (i.e. they are banned for this purpose only and could, in theory, be used for other functions) by their transfer from Annexe III, Part 2 to Annexe II.  Hair dye usage of hydroquinone is also deleted.  These changes were agreed by ACSB and amended annexes are attached.

4 AHA labeling
 ACSB Discussed the scope of mandatory sunscreen labeling for products containing AHAs.  It was agreed that guidelines will be developed to clarify where mandatory sunscreen labeling is unnecessary e.g. where AHAs are present as incidental ingredients at low levels or for purposes other than exfoliation.  These guidelines will be developed by Singapore & Malaysia and circulated to ACSB for comment by 11 February 2009.   
5 Botanical ingredients
Good progress has been made in gathering available data on botanicals banned for topical use in ASEAN and other countries.  Next steps were discussed and agreed as follow:-

a) Regulators to review lists of cosmetic ingredients notified in their own markets against the lists of Chinese Cosmetic Banned Botanical List and UK topical Traditional Chinese Medicine banned lists, and to send the results of this review to Indonesia 1 month before the next ACSB meeting

b) ACSB To request ACC to approve invitation of a speaker from SFDA China to next ACSB meeting to clarify Chinese strategy for review and control of botanicals in cosmetics

c) Secretary to contact UK Medicines Control Agency to request information on strategy for review and control of botanicals in topical Traditional Chinese Medicines.

6 Alpha-arbutin
Based on a review of the safety data, it was agreed that there is not a need to regulate alpha-arbutin, and that ASEAN should follow the EU model of regulation for this ingredient i.e. no specific regulation.  This means that the ingredient will be subjected to the normal safety assessment requirements covering all other ingredients.  The meeting took note that there is a propensity on the hydrolysation of alpha arbutin to hydroquinone but the ACSB agreed that safe use of this ingredient is dependent on the formulation and usage conditions which are most accurately assessed on a product by product basis.

7 IFRA Guidelines

Singapore proposed that incorporation of the IFRA guidelines into the ASEAN Cosmetic Directive was impracticable for the following reasons:-

a. It involves inefficient duplication of large amounts of data which are already publically available

b. Generally, cosmetic manufacturers do not have access to detailed fragrance formulations.

c. It is the responsibility of the fragrance houses to issue certificates of compliance with IFRA guidelines for specified fragrances in specified products, this forms parts of the product safety assessment.

Note that IFRA guidelines also cover flavours used in oral care and lip products.


This proposal was accepted by ACSB. 
8 Methanol
ACSB Discussed the toxicity and control of methanol in ethanol specifically for use in refreshing tissues for use around the eyes.  The Thai Industrial Standards Institute (TISI) has implemented a standard for these products which includes a limit of 0.05% methanol due to safety concerns.  A safety data package from the US Cosmetic Ingredient Review was circulated which demonstrated that the toxicity of methanol is reduced when used as a denaturant in ethanol to the point where a safe level of 5% is possible.  It was agreed that Thai FDA will share this review with TISI and report to the next ACSB meeting on the TISI view of the CIR report.

9 Zinc pyrithione
ACA Circulated a safety package and made a presentation supporting use of zinc pyrithione at 2% in rinse off products.  The ACSB agreed to accept inclusion of this function and level in Annexe III, Part 1 and the change will be proposed to ACC.

10 Tranexamic acid

This ingredient is used as a skin lightening agent and is not specifically regulated in the EU.  It is approved at 2-3% for this purpose in Taiwan and 1.5-2.0% in Japan.  It is classified as a poison in Malaysia.  Safety data to substantiate in leave-on skin products was provided to Malaysia and shared with Thailand.  Thailand has products on the market at up to 7%.  The following approach was agreed:


a) Tranexamic acid will be added to Annexe 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.
b) The implementation date proposed is 30/11/2009.  This will give Thailand an opportunity to investigate the 7% products currently on the market and assess/share any safety data that the responsible companies can provide

c) The review date proposed is 30/11/2010 by which time all available safety data can be assessed and a decision made whether specific control mechanisms are required.   

11 Borderline products

Two product types were raised by the Thai FDA and the standard 5-Stage decision process was used to determine whether they fall within the scope of the ACD (See attached)

i) Dry mouth products

It was agreed that dry mouth products could be considered to 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

It was agreed that 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 of these instructions will be followed up by the Thai FDA as they are currently confusing.

12 INCI/CI name labeling

Following an extensive discussion of the relative merits of INCI and CI labeling for ingredients which have both nomenclature available the following proposals were agreed.


a) That where an ingredient has both a CI number and an INCI name, the nomenclature used should indicate the purpose of the ingredient in that formulation i.e. if it is being used as a colourant the CI number should be used, whereas if is being used for another purpose the INCI name should be used.  This will make it easier for regulators to check ingredients specified on labels for compliance with the ACD.
b) That failure to comply with this guideline is a minor labeling issue and should not be cause for rejection of a notification or product withdrawal.  The company should be advised and asked to correct the form/label in a timely manner.
c) That Mica (CI77019) should be added to the approved colourants list (Annexe IV) with a footnote explaining that although it is not strictly a colourant it is added to change the appearance of the product by giving lustre.  This is to resolve confusion about whether mica is an approved colourant.
 
13 Sunscreen Guidelines


Singapore presented the output of a small working group which included Thailand and ACA.  The proposal (Attached) was accepted by ACSB with the following clarifications.


a) That the guideline applies only to sunscreen products i.e. those product whose primary function is UV protection as indicated by relative order, size and extent of claim material.  It does not apply to products which make secondary UV protection claims, such as moisturising and skin lightening products.
b) That warning claims additional to those already mandated by ACD can be chosen by industry from the list of examples according to suitability for the product involved.
c) That the guideline is not mandatory but strongly recommended to industry.
d) That a two year grace period is proposed.


14 Silver nitrate

ACSB Discussed extension of the use of silver nitrate as a hair dye from the current approved scope of eyebrows and eyelashes to the whole head.  Review of available safety data does not support this extension due to toxicity concerns associated with the increase in exposure involved.  These products have a long history of use in Thailand and several markets outside ASEAN.  It is proposed that the current ASEAN regulation remains in place.  The following clarifications were agreed:-


a) Whole head products currently in market in Thailand are existing products and under existing ASEAN regulation can stay in the market until either their notification date expires or 31 December 2010 (Whichever comes first).
b) The ACD covers only products placed on the market in ASEAN and does not prohibit the manufacture of products in ASEAN countries for export outside ASEAN.

15 Period after opening

The secretary gave an overview of PAO regulations in Europe (Attached).  Following a brief discussion ACSB members proposed that these regulations should not be adopted as the current ASEAN labeling requirements are adequate.  Note that although PAO labeling has not been adopted, products carrying PAO labeling in addition to ASEAN labeling requirements will be accepted.

16 ISO Update

Indonesia gave an update of progress within the ISO technical committees impacting cosmetics i.e. TC 217 (Cosmetics) and TC 106 (Dentistry).  The output of both of these committees could have a potential impact on implementation and future development of the ACD as technical guidelines. Technical regulations in WTO member countries should comply with ISO standards wherever they exist.  ASEAN is currently not a member of ISO although Indonesia and Thailand are both voting members of these working groups through their National Standard Institutes.  However, the strength of participation/influence of Thai FDA/BPOM and the cosmetic industry was unclear.  It was agreed that the following approach should be taken,

a) That Indonesia & Thailand will circulate to ACSB all ISO documents that could have an impact on ACSB/ACC activity
b) That ACSB will provide input on relevant issues via ACC to Indonesia and Thailand for communication to the ISO process. 

17 Mercury limits

The secretary pre-circulated data on mercury exposure and health implications.  Although much of the data is associated with exposure from food and the environment there are regulations in the USA specific to cosmetics that can be used as a model for ASEAN.  The proposal is that the use of mercury compounds as cosmetic ingredients is limited to eye area cosmetics at concentrations not exceeding 70 parts per million (0.0070 percent) of mercury calculated as the metal (about 100 ppm or 0.01 percent phenylmercuric acetate or nitrate) and is permitted only if no other effective and safe preservative is available for use. All other cosmetics must contain mercury at less than 1 part per million (0.0001 percent) calculated as the metal where it is unavoidable under good manufacturing practice.  Malaysia is currently using the food standard to define the maximum limit of mercury in cosmetics.  Malaysia will review the US position presented to ACSB and feed back to ACSB.

18 AOB

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

d) Malaysia informed the meeting on the status of products intended for application around the eye which are packaged in eye-dropper bottles.  Singapore suggested and ACSB agreed that such products could be considered to be medicinal by presentation in EU as per skin products packaged in straight needle syringes intended for application on the epidermis.  The ACSB also noted that companies marketing eye-area products in eye-dropper bottle should provide safety data on application of their product to the surface of the eye as cosmetic products should be safe under normal or reasonably foreseeable conditions of use.

e) Secretary to make corrections to Annexe III Part 2 review deadlines in line with those of the EU.
f) Secretary to update and issue ASEAN Ingredient Lists to all participants prior to ACC meeting close.



19 Meeting Close
The Chairman then summarised the meeting and thanked the ACSB members, ACA, and observers for their valuable inputs, comments and attention.  All present expressed their gratitude and appreciation to the host country for their arrangements and warm hospitality before the meeting was closed by the Chair.
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