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1.0 BACKGROUND
In July 2006, the ‘Advanced Regional Training on Good Manufacturing Practice (GMP) in The Cosmetic Sector’ was held in Kuala Lumpur to compare the ASEAN Guideline for Cosmetic GMP with GMP requirements implemented in Australia, New Zealand, Korea, United States, European Union, ISO 9000 and others to determine the equivalency between them and to address ‘Frequently Asked Questions’ on the interpretation of the ASEAN Guideline for Cosmetic GMP.

Five GMP guidelines were concluded to be equivalent to the ASEAN Guidelines Cosmetic GMP and adopted by ASEAN Cosmetic Committee (ACC).  The guidelines are:

1. WHO GMP for Pharmaceuticals
2. PIC/S / Australia GMP for Pharmaceuticals 
3. Draft ISO/DIS 22716

4. Draft CTFA Quality Assurance & GMP Guidelines for Cosmetics Products, USA 
5. Cosmetic GMP, The European Cosmetic Toiletry & Perfumery Association (COLIPA)
On 31st October 2007, a meeting was held between the National Pharmaceutical Control Bureau of Malaysia and the delegates from the Japan Cosmetic Industry Association (JCIA) to discuss on the control and regulation of cosmetic products in Malaysia.  Among the issues that were discussed is the implementation of the ASEAN Harmonised Cosmetic Regulatory Scheme.  JCIA forwarded their concern regarding the current situation where no GMP guideline from Japan was found to be equivalent to the ASEAN Guidelines for Cosmetic GMP.

The JCIA was founded on 24th July 1959 and consists of three main associations namely the Tokyo Cosmetic Industry Association, Western Japan Cosmetic Industry Association and Chubu Cosmetic Industry Association.  Today JCIA comprises of 1011 members which majority of them are cosmetic manufacturers.  Compliance to its present GMP Guideline for cosmetic is voluntary.
The JCIA have already initiated to make changes to its present GMP Guideline and have updated the voluntary guideline on cosmetic GMP in the light of ISO standard. An unofficial Japanese translation of ISO TC217 WG6 Cosmetics-GMP (FDIS 22716) was forwarded to Malaysia. The JCIA worked closely with the Ministry of Health, Labour and Welfare (MHLW) of Japan in drafting this new guideline.  Upon acceptance of the FDIS 22716, the JCIA and MHLW will adopt the GMP guideline and MHLW will issue a notice to Tokyo, Hokkaido and all the other prefectures about the voluntary guidelines.
Since Malaysia is the Lead Country for ASEAN Cosmetic GMP, the delegates from the JCIA had requested that Malaysia propose to the ASEAN Cosmetic Committee (ACC) to recognise its GMP Guideline (FDIS 22716) to be equivalent to the ASEAN Guidelines for Cosmetic GMP.
2.0 OBJECTIVE
The objective of this proposal is for the ASEAN Cosmetic Committee (ACC) to deliberate and consider the draft of the Japan Cosmetic Industry Association (JCIA) GMP Guideline [unofficial Japanese translation of ISO TC217 WG6 Cosmetics-GMP (FDIS 22716)] as equivalent to the ASEAN Guidelines for Cosmetic GMP.
3.0 METHODOLOGY
The accepted draft ISO/DIS 22716 by ACC were compared with the Draft of JCIA GMP Guideline [unofficial Japanese translation of ISO TC217 WG6 Cosmetics-GMP (FDIS 22716)] using the similar approach as in the ‘Advanced Regional Training on Good Manufacturing Practice (GMP) in The Cosmetic Sector’ that was held on July 2006 in Kuala Lumpur.

4.0 CONCLUSION

4.1
PART I

A comparison between the Draft ISO/DIS 22716 and the Draft of 
JCIA GMP [unofficial 
Japanese translation of ISO TC217 WG6 Cosmetics-GMP (FDIS 22716)] were made and 
there were relatively
minor differences in a few chapters i.e. Terms and Definition, 
Personnel, Equipment, Finished Product and Wastes.  The differences were found to be 
insignificant as the fundamentals of the GMP requirements remain unchanged (refer Annex 
1).

4.2
PART II

Conclusions from the Advanced Regional Training on Good Manufacturing Practice (GMP) 
in the Cosmetic Sector that was conducted in July 2006; act as a reference  which indicate the 
similarities between the Draft ISO/DIS 22716 and the ASEAN Guideline for Cosmetic GMP  
(refer Annex 2).
5.0 SUMMARY
The ASEAN Cosmetic Committee (ACC) in its 7th Meeting in Bohol, Philippines had adopted and accepted the Draft of ISO/DIS 22716 to be equivalent to the ASEAN Guidelines for Cosmetic GMP.   The comparison study between the Draft 
International Standards ISO/DIS 22716 and the Draft of JCIA GMP [unofficial Japanese translation of ISO TC217 WG6 Cosmetics-GMP (FDIS 22716)] that was forwarded by the Japan Cosmetic Industry Association (JCIA) was done and both were found to be equivalent.  

Since the ACC has accepted the Draft of ISO/DIS 22716 to be equivalent to the ASEAN Guidelines for Cosmetic GMP, Malaysia as the Lead Country for ASEAN Cosmetic GMP would like to propose to the 
ASEAN Cosmetic Committee (ACC) to consider the Draft of JCIA GMP [unofficial Japanese translation of ISO TC217 WG6 Cosmetics-GMP (FDIS 22716)] to be equivalent to the ASEAN Guideline for Cosmetic GMP too.
ANNEX 1

Comparison between Draft International Standard ISO/DIS 22716 and Draft of JCIA GMP [unofficial Japanese translation of ISO TC217 WG6 Cosmetics – GMP (FDIS 22716)]
	Chapter
	Draft International Standard ISO/DIS 22716
	Draft Of JCIS GMP [unofficial Japanese translation of ISO TC217 WG6 Cosmetics – GMP (FDIS 22716)]

	Terms & Definition
	
	

	2.8  Cleaning
	All operations that ensure a level of cleanliness and appearance by means of the following factors, in variable proportions: chemical action, mechanical action, temperature, duration of application. It is the action of separating and eliminating generally visible dirt from a surface.
	Action of separating & eliminating generally visible dirt from a surface via all operations that ensure a level of cleanliness & appearance by means of the following combined factors, chemical action, mechanical action, temperature, duration of application.

	Personnel
	
	

	3.2.1.3  
	Organization chart should show independence of each quality unit, such as QA unit & QC unit.

	Organization chart show independence such as QA unit & QC unit.  QA & QC responsibilities can be undertaken by a separate QA unit & QC unit, or they can be undertaken by a single unit.

	Equipment
	
	

	5.2.2
	Product containers should be protected from environmental dust & moisture.
	Bulk product containers should be protected from air contaminants, such as dust & moisture.

	Finished products
	
	

	8.3.1
	Finished products should be stored in defined conditions under appropriate conditions for an appropriate length of time. Finished products should be monitored while stored in defined conditions. Unaccepted finished products should be stored aside.
	Finished products should be stored in defined areas under appropriate conditions for an appropriate

length of time.  If necessary, finished products should be monitored while stored.

	8.3.4
	Identification of finished product pallets & other forms of containment should indicate:
· Name/identifying code

· Batch number

· Storage condition
	Identification of finished product containment should indicate:

· Name/identifying code

· Batch number

· Storage condition

· Quantity

	Wastes
	
	

	11.5
	The destruction of wastes should be performed in an appropriate way with an adequate level of control.
	The disposal of wastes should be performed in an appropriate way with an adequate level of control.


ANNEX 2
Similarities between ASEAN Guideline for Cosmetic GMP and Draft International Standard ISO/DIS 22716.
	ASEAN Guideline for Cosmetic GMP
	Draft International Standard ISO 22716/TC217

	1. INTRODUCTION

This guide ensures that the products are consistently produced and controlled to their intended use.
	More detail, using QA concept, based on scientific judgement and risk assessment.


	2. PERSONNEL
	Similar since it describes the organizational chart, number of people and key responsibilities and training.

	3. PREMISES


	Similar

	4. EQUIPMENT
	Similar

	5. SANITATION & HYGIENE

· Personnel

· Premises

· Equipment

· 
	Similar

	6. PRODUCTION
	Similar

	7. QC
	Similar, more description and requirement 

	8. DOCUMENTATION
	Similar

	9. INTERNAL AUDIT
	Similar, more detail

	10. STORAGE
	Similar

	11. CONTRACT MANUFACTURING & ANALYSIS
	Similar, more detail



	12. COMPLAINT
	Similar

	13. PRODUCT RECALLS
	Similar


SUMMARY 

The Draft of ISO 22716 / TC 217 is equivalent to the ASEAN Guideline for Cosmetic GMP.
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