HIGHLIGHT OF  9TH ACC MEETING, December 2007  & THE HEAD OF DELEGATIONS MEETING, March 2008
The Ninth Meeting of the ASEAN Consultative Committee for Standards and Quality (ACCSQ) ASEAN Cosmetic Committee (ACC) was held on 12 -13 December 2007, Ho Chi Minh City, Viet Nam.  And the Third Meeting of the ASEAN Cosmetic Committee (ACC) Head of Delegations Meeting was held on 4-5 March 2008, Jakarta, Indonesia.

The Meetings were chaired by Dr Vongtavanh Chiemsisourath, Director of Narcotics, Chemical and Cosmetic Control Division, Food and Drug Department, Ministry of Health, Lao PDR.  All ASEAN Member Countries except Myanmar attended the meeting. The representatives from ASEAN Cosmetic Association (ACA) and ASEAN Secretariat were also attending the meeting
1. UPDATE ON STATUS OF ACD IMPLEMENTATION AT NATIONAL LEVEL
1.1   Brunei Darussalam

The legislation for regulating cosmetic products modelled after ASEAN Cosmetic Directive (ACD) has already been implemented since 1 January 2008.  Notification will commence on 1 April 2008.
1.2   Cambodia

1.2.1   The transposition of the ACD into the existing Sub-Decree on Cosmetic Management has been finalized and translated into Khmer language. The draft is expected to be approved by the Prime Minister and will then come into force and gazettes by the end of first quarter of 2008.  Nevertheless, the products notification system has been put in place from 1 January 2008.

1.2.2   The Meeting raised its concern on the requirements for the notification to be approved at the Ministerial level which may lead to a delay in the notification procedure.   Normal protocol of acknowledgement of Notification should be given by the Food and Drug Authority.
1.3   Indonesia

1.3.1   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 fulfil the Good Manufacturing Practice (GMP) requirements of the ACD.

1.3.2 Indonesia also raised her concern with regard to consumer awareness in identifying products that meet the quality and safety requirements in the absence of notification numbers on these products and proposed to print notification numbers for cosmetic products marketed in Indonesia during the grace period to assist in the post marketing surveillance of these products. 

The Meeting noted the industries’ concern that printing of Notification Number will further delay in placing product in the market as the printing notification numbers on labels will add to the cost of the products and the cost incurred will be added to the products. 
1.4   Lao PDR

Lao PDR will implementation the ACD and start product notification on 1 April 2008 upon approval of the Cosmetic Legislation by the Ministry. Lao PDR has also made an inventory of all cosmetic products that have been placed in the market. 

1.5   Malaysia

The notification system has been put in place with effect from 1 January 2008. The National Pharmaceutical Control Board must be notified of new cosmetic products before placing the products in the market complying with ACD requirements. Existing cosmetic products, i.e. products already registered with MAL No. will require notification upon the expiry of the existing registration validity period.

1.6   Philippines

1.6.1    The ACD is already implemented in the Philippines and efforts are being taken to reduce the lead time for acknowledgement of notification from seven to three days especially after March 2008 when all the existing products have been notified.

1.6.2 Philippines inform the Meeting that requirement for License to Operate(LTO) will
be streamlined to meet the requirement of ACD Philippines.
1.7   Singapore

 ACD has been implemented in Singapore from 1 January 2008.  Several initiatives at the national level were carried out in 2007 in preparation for the implementation of the ACD such as media briefing, industry consultation and outreach.
1.8   Thailand

1.8.1 The new Cosmetic Act which is aligned with the ACD is still under the drafting 
stage.  In the interim, the current Cosmetic Act will still be used for enforcement and the adaptation of Ministerial Announcements related to the List of Cosmetic Ingredients and the amendment of the Ministerial Regulation on the cosmetic notification template will be used. The Thai FDA authorities have requested for the submission of application forms together with the Notification Template with effect from 1 March 2008.
Thailand will take the matter back to the Cosmetic Committee for further consideration on different requirements for labelling declaration and ingredient listing to ensure compliance with ACD. 
1.9   Viet Nam

1.9.1 Vietnam has completed the transposition of the ACD into the Vietnamese

Cosmetic Regulation which was signed by the Vice Minister of the Ministry of Health on 30 December 2007.  The regulation will come into effect on 10 March 2008.   
1.9.2   The Meeting noted the following issues from Vietnam’s and other members Countries with regard to the implementation of the ACD:

1)  To enhance the capability of the regulatory staff across the countries, especially those of provincial Departments of Health;

2)  The lack of official safety assessment centers for cosmetic products.

3)  The cosmetic industry in is not ready to comply with GMP requirements of the ACD.  

2.0   POST MARKETING SURVEILLANCE ( PMS 1 )

2.1 The Meeting endorsed the recommendations by the PMS-1 on the appointments of 
the ASEAN Cosmetics Reference Laboratories (ACRL) which aims to provide technical support to regulators for PMS activities in ASEAN and assist other ASEAN laboratories in proficiency testing in the related field of testing and develop new methods to deal with future testing needs.  

2.2  Further training under the frame work of APRIS II

ASEAN Secretariat will look into the possibility of organizing the following trainings:
i) 
Training on ISO Guide 43

ii)
Workshop on Measurement of Uncertainties 

iii)
Workshop on method Validation

iv)
Further training on Microbiological Techniques (MLT & PET) and Heavy Metals Analysis

v)
Training on screening test kit on ammoniated mercury and hydroquinone

Singapore will provide technical assistance for reference materials and will propose a mechanism to the other Member Countries.

The Meeting noted the following requests from Member States for further training:

a) Lao PDR requested training on increasing the awareness of the ACD for the Regulators, Customs and Economic Police Personnel.
b) Indonesia requested training on the GMP for the SMEs.
c) Philippines requested training on the conduct and evaluation of clinical studies to substantiate claims in relation with PIF.
d) Vietnam requested more training for regulators especially in PIF, Safety assessment, support for the Drug Quality Control in establishing the safety assessment center and GMP audit and trainings for cosmetic companies 
3.  ASEAN COSMETIC SCIENTIFIC BODY (ACSB)
The Meeting adopt the following recommendations made by ACSB

i) Add transexamic acid to Annex III part 1 of the ASEAN Cosmetic Documents.

ii) The wording of Annex III, Part 1 entries 26-43 inclusive, 47 and 56 on Fluoride in children’s oral care product will be modified as follows:
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 labelled as contra-indicated for children (e.g. “for adult use only”) the following labelling 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”
iii) Mandatory warning statement will be added to all Sunscreen products
“ Do not stay too long in the sun, even while using a sunscreen products”
iv) Product containing Hydrogen peroxide will be regulated under the following categories:
a) Maximum concentration of  0.1% H2O2 for Oral hygiene products      
b)Tooth whitening products for application by the consumer under the 

supervision of a dentist at 0.1% - 6% H2O2

c) Proposal of level more than 6 % for tooth whitening will be decided at the

 next ACC Meeting after national consultation by members Countries.
v) 
The Meeting agreed the proposals from the ACSB on the following product 
categories:

	· Bust creams
	Cosmetic

	· False eyelashes
	Not cosmetic.  

	· Automatic fingernail painting machines
	Paints applied to fingernails are cosmetic products

	· Face paints:
	Cosmetic

	· Temporary tattoos:
	Cosmetic

	· Permanent tattoos:
	Not cosmetic 

	· Denture cleansers:
	Products applied to dentures outside the mouth are not cosmetic.  Dentifrices intended for use in the mouth by denture wearers are cosmetics

	· Moist wipes:
	The liquid component of wipes making cosmetic claims (e.g. skin cleansing, refreshing, perfuming etc.) is cosmetic.

	· False eyelash glue:
	Cosmetic


vi)
The following limits for heavy metals will be used by Regulators for post-market  

           surveillance:
a)
Mercury: 1 ppm when tested by the ASEAN Cosmetic Method (ACMTHA05)
b)
Lead: 20 ppm when tested by the ACMTHA05

c)
Arsenic:  5 ppm when tested by the ACMTHA05
vii) 
ASEAN Handbook Outstanding Issues
a) 
Henna has already been reviewed and added to Annex IV (CI 75480).
b) 
Azelaic acid is banned by addition to Annex II.
c) 
Thiolactic acid is added to Annex III.
d) 
Ethyl-4-bis hydroxypropyl aminobenzoate as a sunscreen: This ingredient   

          is removed from Annex VII.

e) 
Bimatoprost is added to Annex II.
3.1 Other Matters

The Meeting tasks ACSB to look into the followings for the next ACC Meeting

· Eye lash perming product

· Period after opening
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