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The Report of the Ninth Meeting of the 

ASEAN Consultative Committee for Standards and Quality (ACCSQ) 

The ASEAN Cosmetic Committee (ACC)

The ASEAN Cosmetic Scientific Body (ACSB)

23 - 24 June 2008, 

Bali, Republic of Indonesia
INTRODUCTION

The Ninth Meeting of the ASEAN Consultative Committee for Standards and Quality (ACCSQ) ASEAN Cosmetic Committee (ACC) ASEAN Cosmetic Scientific Body (ACSB) was held on the 23 - 24 June 2008 in Bali, Republic of Indonesia

.

ACSB Members Present

	Brunei Darussalam
	Mr Chong Chee Kiong

Ms Jamilah Metusin

	Cambodia
	Mr Lok Saphy
Ms Kem Chantha

	Indonesia
	Ms Nuning Barwa (Co-Chair)
Ms Hardaningsih

	Lao PDR
	Dr Vongtavanh Chiemsisourath

Mr Sourisak Sourivoribuong

	Malaysia
	Ms Anis Talib (Chair)

Ms Hamidah Minhaj

Dr Tan Luck Pheng

	Myanmar
	Not present

	Philippines
	Ms Celia Ong

	Singapore
	Dr Alain Khaiat
Dr Celine Valeria Liew

	Thailand
	Mrs Narupa Wongpiyarattanakul

Dr Simon Young (Secretary)

	Vietnam
	Dr Nguyen Van Loi
Ms Chu Nguyen Quynh Dao

	ACA
	Mr Tonny Pranatadjaja

Ms Zeny Soriano 


1.  Welcome, introduction & adoption of the agenda
The Chair welcomed the delegates and thanked the government of Indonesia for their arrangements and their hospitality.  The agenda was adopted.
2.  Handover of Chair to Co-Chair, Election of new Co-Chair

The outgoing chair, Tonny Pranatadjaja, thanked the ACSB members for their support during his term and handed over the meeting to the new Chair, Ms Anis Talib.  The new Chair thanked the outgoing chair for his valuable contributions and for his welcome.  She then outlined the important role that the ACSB plays in providing technical support to the ACC. 

In the election for a new Co-Chair, Ms Nuning Barwa of Perkosmi was proposed and elected unanimously by the ACSB members.  Singapore then proposed a formal vote of thanks to Mr Pranatadjaja.

3.  Business arrangements & actions from previous meeting

The secretary confirmed that all actions from the previous meeting would be covered under the agenda.

4.  Regulation of menthol in cosmetics


a. Oral care and rinse-off products

A safety assessment provided by ACA was discussed and the following proposal endorsed for submission to ACC.

Proposal to ACC

That there should be no specific restrictions for menthol in oral care or rinse-off products.


b. Leave-on products

Thailand and Indonesia have current regulations in place controlling the levels of menthol in leave- on products for children as a response to local products.  The French government has implemented emergency precautionary measures to control the level of menthol in products for children as follows,

Leave on products for children under 3 years of age 
<5000ppm menthol

Leave on products for children 3-6 years of age
<5% menthol

France has also submitted a request to the EU SCC for an urgent opinion on this subject.  Due to the fact that an EU Member State has taken precautionary measures on safety grounds this request will be fast-tracked.

Proposal to ACC

That current National regulations in Indonesia and Thailand should remain in place until the EU SCC issues an opinion and the EU Cosmetic Directive is modified to reflect this.
5.  Regulation of camphor

Thailand and Indonesia have current regulations in place controlling the levels of camphor in leave on products for children as a response to local products.  The French government has implemented emergency precautionary measures to control the level of camphor in products for children as follows,

Leave on products for children under 3 years of age 
<150ppm camphor, <1000ppm eucalyptol

Leave on products for children 3-6 years of age
<0.15% camphor, <1.12% eucalyptol

France has also submitted a request to the SCC for an urgent opinion on this subject.  Due to the fact that an EU Member State has taken precautionary measures on safety grounds this request will be fast-tracked.

Proposal to ACC

That current National regulations in Indonesia and Thailand should remain in place until the EU SCC issues an opinion and the EU Cosmetic Directive is modified to reflect this.
6.  Regulation of fluoride in children’s oral care products
Two issues were discussed following consultation with National Dental Associations as requested by ACC.  
a.
Firstly a mandatory warning statement for all fluoride compounds for oral hygiene products (Annexe III, Part 1 entries 26-43 inclusive, 47 and 56) as follows  

Proposal to ACC


Add to column f (Conditions of use and warning which must be printed on the labels)

‘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   
[image: image1] 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)

Recommended grace period – 24 months  

b.
Secondly, the implementation of a total fluoride limit of 300mg per single unit container.  This wording is as per the ISO Standard 11609 and is intended to limit harmful effects to children who consume an entire tube of toothpaste.  ACSB Discussed the relative merits of industry voluntary compliance with, and regulation of, this maximum level.  Products exceeding this limit are currently on the market in ASEAN.  Two regulatory options were proposed to implement this limit and ACC are asked to identify the most practical option for enforcement.
Proposal to ACC Option 1 – Industry Voluntary Agreement

ACSB Makes a strong recommendation for industry compliance with the 300mg total limit, this is endorsed by ACC and then communicated to National industries by Industry Associations where these exist. Regulators are then responsible for monitoring this voluntary agreement. 

Proposal to ACC Option 2 - Regulation

Add to column e (Other limitations and requirements)

The amount of total fluoride in a single unit container shall not exceed 300 mg1
Footnote 1 - This requirement does not apply to containers of dentifrice to be dispensed under supervised conditions in community based caries prevention programs such as school toothbrushing programs

Note that this is not a labeling requirement – only a product content requirement.

Recommended grace period – 12 months

7.  Guidelines for use of Alpha-Hydroxy Acids (AHAs) 

A proposal based upon the US FDA regulation was discussed and it was agreed to propose regulation via three concentration bands

Proposal to ACC
a.
Consumer use products

Glycolic and Lactic Acid, their common salts and their simple esters at concentrations ≤10%, at final formulation pH ≥3.5, with mandatory labeling as explained in the guideline below. 

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. 

These products are designed for brief, discontinuous use followed by thorough rinsing from the skin, when applied by trained professionals.  The cut off level of 20% differs from that of the US FDA for two reasons.  Firstly that it is in line with existing ASEAN Member State regulations and secondly that the level of expertise and regulation of the salon business varies tremendously across ASEAN markets but is generally lower that that in the US. 

c. Dermatologist use products

Glycolic and Lactic Acid, their common salts and their simple esters at concentrations >20% for use only by qualified dermatologists.  Products between 20 and 30% should have final formulations pH ≥3.0

Recommended grace period – 12 months

8.  Professional use

Proposal to ACC

ACSB requests ACC to discuss the definition of what constitutes a “professional” (as in “professional use only”).  Also note that such mandatory labeling coming from the ingredient annexes of the ACD may also point to different professions e.g. hair beauticians, skin beauticians, nail experts etc. and as such, a single definition should address this diversity.
9.  Conflicts of Interest
In response to a discussion on conflicts of interest it was agreed that all of the industry-based ACSB members will have conflicts of interest in some discussions.  However, their level of expertise in a subject is normally a result of a commercial interest.  The Chair reiterated that ACSB is a team of scientists and that decisions are made on a team basis, not by individuals.  It was agreed by the committee that the current process of declaring potential conflicts of interest should not prevent ACSB members from contributing to discussions. 

10.  Hydrogen peroxide in oral care products

Following consultation with National Dental Associations as requested by ACC, a proposal from Thailand was discussed and broadly adopted. 


Proposal to ACC


Annexe III Part 1

Hydrogen peroxide, and other compounds or mixtures that release hydrogen peroxide, including carbamide peroxide and zinc peroxide,

a) Oral hygiene products: 
up to 0.1% of H2O2 present or released
No other limitations or requirements 
No mandatory labeling

b) Tooth whitening products for application by the consumer under the supervision of a dentist:
up to 6% of H2O2 present or released
Other limitations:  For supply only through a dentist.  Not for direct sale to the general public.
Mandatory labeling
Not for direct sale to the public.  For supply only through a dentist. 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
Only to be used by a dentist.  Not for direct sale to the general public.
Mandatory labeling
Not for direct sale to the public.  Only to be used by a dentist. 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.  
ACC Is requested to discuss whether products containing >6% H2O2 for sale and use by a dentist only should be classified as cosmetic products under the scope of the ACD. 


Recommended grace period – 12 months

11.  Progress on ASEAN Inventory of Botanical Ingredients
Progress has been made in collating lists of restricted and banned botanical ingredients from ASEAN and other countries both within Asia and outside Asia.  However, some ASEAN members do not have such lists e.g. Brunei & Cambodia.  Indonesia, Thailand and Malaysia will supply their list of ingredients banned for use in Traditional Medicines.  Singapore and Laos will supply their list of banned plants.  
Progress in gathering lists of botanical ingredients used by industry has been slow to date, partly due to concerns regarding potential usage of this information.  ACA has agreed to investigate how this process can be speeded up and Malaysia suggested that product notifications could be used as a source of this information in the future.
12.  Product classification recommendation - Vaginal douches

Using the ASEAN five step process for cosmetic product determination the ACSB propose that vaginal douche products cannot be considered to be cosmetics under the scope of the ACD as their intended target site, the mucosa of the vagina, is not one of the designated target sites for cosmetic products.

Proposal to ACC

That vaginal douche products be added to the list of product categories reviewed by ACSB and deemed to be outside the scope of the ACD by ACC. 

13.  Clarification of the use of alpha-arbutine as a cosmetic ingredient
Alpha-arbutine is used as a skin-lightening active in many markets, including Japan where it is an approved quasi-drug ingredient.  A concern has been raised regarding potential degradation of this ingredient to hydroquinone and the resulting safety impact.  ACSB reviewed the available safety data, including an expert safety assessment up to 2% provided by a supplier and a formal EU SCC assessment of a closely related compound (Beta-arbutine).  There appears to be no emergency safety issue given this substance’s history of use.  It is proposed that the subject is placed on the agenda of the November ACSB meeting by which time it is likely that the European Cosmetic Committee will have reviewed the beta-arbutine scientific opinion and provided a regulatory framework.
14.  Update on the EU Cosmetic Regulation

The secretary gave an overview of the draft EU Cosmetic Regulation which is intended to replace the EU Cosmetic Directive in 2009.  Many of the key concepts of the current directive will be unchanged i.e. definition of a cosmetic, no intermediate product classes between cosmetic and drug, ingredient annexes, market control by post market surveillance, no pre-market approval, responsibilities of person placing the product on the market etc.  Changes proposed in the draft include a centralized electronic notification process, requirement for notification of nanotechnology in products, possible creation of a hair dyes positive list, more holistic approach to safety assessment and a process for assessment of CMRs 1 & 2.

15.  Update to EU Cosmetic Directive Lists 

EU Commission Directive 2008/42/EC was discussed.  

Proposal to ACC
Amend Annexe II entry 1136 (Peru Balsam) in line with clarification provided by SCCP

Not adopt other fragrance ingredient labeling changes. This is in line with previous ACSB/ACC approach to fragrance ingredient labelling.
Recommended grace period – 12 months

16.  IFFRA Guideline Compliance

The current situation regarding maximum fragrance ingredient concentrations defined by IFFRA guidelines is that compliance is ensured during the safety assessment as indicated by the Safety Assessment Guidelines.  ACC is asked to consider whether this voluntary approach is acceptable or whether it would be more transparent and enforceable to incorporate these limits into Annexe III.

17.  Regulation of royal jelly in cosmetics

Malaysia currently has a mandatory allergen warning for this ingredient.  The key points of the discussion were that the allergenic potential of royal jelly is due to the presence of pollen, also present in all honey-based ingredients, and that different consumers may have allergies to pollen from different plant species.  No other country in ASEAN or in a scan of international regulatory regimes has allergen labeling for royal jelly.  The ACSB concluded that allergen labeling was not appropriate in this case and that consumer safety would be adequately addressed by the fact that royal jelly must be included, along with all other ingredients, in the INCI list mandated on the product label by the ACD.  This will allow consumers with known allergies to avoid purchase and use of products containing ingredients to which they are allergic.    


Proposal to ACC

No specific labeling requirements for royal jelly as a cosmetic ingredient
18.  Diethylene Glycol

Thailand proposed to extend the ban on intended use of diethylene glycol to all product groups.  

Proposal to ACC

Diethylene glycol to be added to Annexe II for all products.  


Recommended grace period – 6 months

19.  Methanol

Thai FDA raised a specific concern regarding the level of methanol in ethanol or isopropyl alcohol in refreshing tissues and products for application around the eyes.  Thailand to raise a product specific risk assessment and circulate to ACSB for discussion at next meeting.
20.  Zinc Pyrithione

Absence of a limit for rinse-off anti-dandruff use in Annexe III in the EU and ASEAN Cosmetic Directives is causing confusion.   ACA will submit a safety support assessment for 2% anti-dandruff rinse-off use to ACSB to enable a recommendation to be made to ACC at the next meeting.

21.  Annexe VI ingredients and the (+) sign

The Secretary explained the current confusing state of the EU Annexe VI.  Due to the fact that it is in transition, the (+) signs have different meanings for different ingredients depending on whether they have been through the SCC review process and non-preservative usages and restrictions have been added to Annexe III.  Some ingredients e.g. piroctone olamine and climbazole are still going through this assessment process and have not been added to Annexe III.  In these cases the previous interpretation of the (+) sign should be applied until Annexe III entries are created in the EU.

22.  Lead acetate as a hair dye  

Reinstating lead acetate as a hair dye was discussed and it was agreed not to take this approach in ASEAN.

23.  Tranexamic acid

Thailand requested the safety support data used to make the decision to add this ingredient with a maximum limit of 2% to Annexe III for internal review.  Malaysia will supply the safety data to the Thai FDA.

24.  5-Bromo-5-nitro-1,3-dioxane and Bronopol

A proposal to add further restrictions to products containing these ingredients was discussed.  It was agreed that further regulation was not necessary at this time but that additional assistance to formulators (to avoid nitrosamine formation) and safety assessors would be provided through industry associations and training programmes. 

25.  “Contains” statements 
Presence of some ingredients in the ACD triggers mandatory statements “Contains xxxxx”.  It was suggested that this could be misleading to the consumer and should be modified to either “Warning – Contains xxxxx” or “Warning – Contains xxxxx which can cause allergic reactions”.

Warning labeling strategy was discussed and it was agreed that a hierarchy of labeling control of risk is necessary to ensure that warnings are in proportion to risk.  Lowest risk is addressed by full INCI labeling, medium risk by “Contains xxxxxxxx” labeling and higher risk by specific labeling statements such as “Avoid contact with eyes” or “Keep out of reach of children”. 
26.  Sunscreen use labeling

A proposal from Thailand to add to the usage instructions agreed for sunscreen products at the last ACSB/ACC was discussed.  A team of Malaysia, Singapore, ACA will be led by Thailand to develop a list of usage instructions for sunscreens prior to the next ACSB meeting.

Proposal to ACC
ACC to provide guidance to ACSB on whether the developed guidelines should be adopted as mandatory labeling for all sunscreen products or whether this should be an industry-led consumer education issue. 
27.  Silver nitrate as a hair dye

ACSB discussed a proposal to increase the permitted level of silver nitrate as a hair dye from 4 to 5 % and to extend the scope of application from eyebrows and eyelashes to the whole head.  This extension of usage will increase exposure and a formal proposal and supporting safety assessment will be prepared jointly by the Thai FDA and TCMA to be circulated to ACSB before the next ACSB meeting.

28.  Eyelash perming agents

Proposal to ACC

Thioacids and their derivatives to be added to Annexe III Part 1 with a limitation “Not for use around the eye area”

29.  Dihydroxyacetone
Dihydroxyacetone is a skin colouring agent used in sunless tanning.  It is used in ASEAN by bodybuilders and other consumers who wish to look more tanned.  There is concern that consumers may consider that this ingredient will provide sun protection.  This is not so.

Proposal to ACC


Add Dihydroxyacetone to Annexe III Part 1 with mandatory label statement “This product does not contain a sunscreen and does not protect against sunburn”.
30.  Updating of ASEAN Ingredient Lists

Secretary to update lists following endorsement of ACSB proposals by ACC and provide to ASEAN Secretariat for distribution.

31.  Next Meeting

The next meeting of the ACSB will be held back to back prior to the next meeting of the ACC and it is proposed that it should be a one day meeting only.

32.  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.

� EMBED PBrush  ���
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