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FINAL


Report of the Seventh Meeting of the

ASEAN Consultative Committee for Standards and Quality (ACCSQ)

ASEAN Cosmetic Committee (ACC)

7 – 8 December 2006, Bohol, Philippines




INTRODUCTION

1. The Seventh Meeting of the ASEAN Consultative Committee for Standards and Quality (ACCSQ) ASEAN Cosmetic Committee (ACC) was held on 7 – 8 December 2006 in Bohol, Philippines. The Meeting was preceded by the 2nd Regional Workshop on Development of Safety Evaluation Guideline on 4 – 5 December 2006 and the 6th Meeting of the ASEAN Cosmetic Scientific Body on 6 December 2006. 

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 on behalf of Drs. Ruslan Aspan, Deputy of Traditional Medicines, Cosmetics and Complementary Products Control, National Drug and Food Control of Indonesia who was not be able to attend the Meeting due to unavoidable circumstance. 
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 ASEAN Cosmetic Industry also attended the Meeting as observers. The list of delegates appears as ANNEX 1.
OPENING CEREMONY

4. 
The Meeting was officially opened by Attorney Alexander A. Padilla, Undersecretary for Standards and Regulations, Department of Health of Philippines. In his opening speech, he highlighted ASEAN intent to have a single regulatory scheme for cosmetic sectors by 1st January 2008 to facilitate the free movement of cosmetic products in the region as well as to create equal playing field for every Member Countries. He also emphasized the need for Regulatory Authorities to continue to ensure consumer interest and protection while implementation trade facilitation measures. He expressed his confidence that with the close cooperation between Regulatory Authorities and Industry, the ASEAN Cosmetic Committee will be able to achieve its ultimate objective. 
5.
On behalf of the ASEAN Cosmetic Committee, Mr. Vongtavanh Chiemsisourath, Director of Narcotics, Chemical and Cosmetic Control Division, Food and Drug Department, Ministry of Health, Lao PDR expressed his appreciation and gratitude to the Department of Health and Bureau of Food and Drugs of the Philippines for their warm hospitality and excellent arrangements made for the Meeting.  
	Agenda Item 1:
	ADOPTION OF THE AGENDA


6.
The Meeting adopted the agenda as amended, which appears as ANNEX 2.
	Agenda Item 2:
	BUSINESS ARRANGEMENT


7.
The Meeting was held in plenary.

	Agenda Item 3:
	UPDATE AND HIGHLIGHTS OF ASEAN MEETINGS


8.
The ASEAN Secretariat briefed the Meeting on the latest development of the regional economic integration as well as the main outcome of the 28th ACCSQ Meeting held on 10-12 August 2006 in Jakarta, Indonesia. The ASEAN Secretariat’s paper appears as ANNEX 3.
9.
The Meeting noted, among others, the following:

Acceleration of establishment of ASEAN Economic Community (AEC) 

a. The 38th Meeting of ASEAN Economic Ministers (AEM) assessed the viability of accelerating the realization of AEC and agreed to recommend to the ASEAN Leaders to shorten the timeframe for regional economic integration from 2020 to 2015, with some flexibility for the new Member Countries.

b. The 38th AEM Meeting also agreed to give more emphasis on trade facilitation as a strategy that will enable ASEAN to reduce trade transaction costs and enhance its competitiveness. The trade facilitation plan should contribute toward the goal of integrating ASEAN into one seamless market for goods, service and investment and encouraging the establishment of more production network in the region.

Second Phase – Priority Sector Integration Roadmap

c. To ensure the integration of 11 Priority Sectors by 2010, the 2nd Phase of Roadmaps for Priority Sectors Integration is being developed and finalized by Senior Economic Officials during the Special SEOM Meeting on 17 – 18 October 2006. The roadmaps are expected to be signed at the 12th ASEAN Summit to be held in December 2006 in Philippines.  

28th ACCSQ Meeting

d. ACCSQ encouraged all Working Groups (WGs) and Product Working Groups (PWGs) to submit any input for cooperation with Dialogue Partners which include technical cooperation and trade facilitation issues.

e. ACCSQ is developing a “Mechanism to monitor the Implementation of ASEAN Policy Guideline” and has requested all WGs and PWGs to provide comments to WG1, if any.  The Draft Mechanism appears as ANNEX 4.
f. A “Draft Guideline on Good Regulatory Practice (GRP)” is also being developed whereby all WGs/PWGs are requested to provide comments.  The Guideline aims to assist regulatory authorities in developing technical regulations in such a way that it can protect the legitimate objectives of Member Countries and at the same time not to create unnecessary technical barrier to trade. ACCSQ requested all WGs and PWGs to submit comments to the WG1. The Draft Guideline appears as ANNEX 5.
10.
The Meeting requested Members of the ACC who have not submitted comments/ inputs on the Draft Mechanism (Annex 4) and Draft GRP Guideline (Annex 5) to do so as soon as possible. Their comments should be forwarded to the ACCSQ contact points in their respective countries. 

	Agenda Item 4:
	FOLLOW-UP FROM THE 6TH ACC MEETING


11.
The Secretary of ACC presented to the Meeting the main outcomes of the 6th ACC Meeting held on 15 – 16 June 2006 in Siem Reap, Cambodia. The report of the 6th Meeting of the ACC appears as ANNEX 6.
	Agenda Item 5:
	IMPLEMENTATION OF THE ASEAN HARMONIZED COSMETIC REGULATORY SCHEME (AHCRS)


	Agenda Item 5.1:
	Review of the Agreement on ASEAN Harmonized Cosmetic Regulatory Scheme


12.
The ASEAN Secretariat presented to the Meeting some observations regarding the different interpretations as well as issues that need to be clarified to facilitate Cosmetic Regulatory Authorities and Industry in implementing the ASEAN Cosmetic Directive. The following issues were highlighted for discussion: 
a. Different interpretation on Article 4.1

b. Grace Period in Article 12

c. Appendix II- Labelling requirements

d. Notification matter

e. Annex 1- Illustrative List by the Category of Cosmetic Products

Article 4.1

13.
The Article 4.1 of the ASEAN Cosmetic Directive states that “Member States shall adopt the Cosmetic Ingredient Listing of the EU Cosmetic Directive 76/768/EEC including amendments”. This means that any amendment made in the EU has to be adopted without further consideration by Member Countries. This has been seen as contradiction with the existing mechanism and agreement of the ACC whereby the ACC requires that all EU amendments need to be reviewed by the ASEAN Cosmetic Scientific Body and adopted by the ACC.

14.
To address the legal implication of this Article 4.1, two options were suggested for consideration by Member Countries:

a. Protocol to amend the Article 4.1 of the ASEAN Cosmetic Directive to reflect the existing mechanism which has been agreed by the ACC. However, it is noted that this process would be time consuming as Member Countries would have to go through the national legal procedures before the Protocol can be signed at regional level

OR

b. Member Countries shall be aware of this legal implication when transposing the ASEAN Cosmetic Directive into their national legislation. It is recommended that the national legislation should recognize the existence of the ASEAN Cosmetic Scientific Body and the ASEAN Cosmetic Committee which are responsible for the implementation of the ASEAN Cosmetic Directive.       
15.
In this regard, the Meeting agreed that Member Countries further consult with their legal advisers and submit inputs to the ASEAN Secretariat by 20 March 2007 so that a detailed proposal can be prepared and submitted to Member Countries for their consideration and decision. 
Grace Period

16.
The ASEAN Secretariat briefed the Meeting on different interpretations arising on grace period in the Article 12 of the ASEAN Cosmetic Directive. Two interpretations were highlighted as follows:

a) Member Countries may allow products, which do not conform to the requirements of the Directive and have already been in the market before the Directive comes into effect, to continue to be sold in the market in their territory for 36 months after the effective date of the ACD. Products produced after the effective date must conform to the ACD requirements
b) Member Countries may allow products which do not conform to the requirements of the Directive to continue to be placed in the market for another 36 months regardless the products were produced before or after the effective date of the ACD.
17.
The Meeting discussed intensively these interpretations and agreed on the following interpretation: “Member Countries may allow products, which do not conform to the requirements of the Directive and have been in the market or produced before the Directive comes into effect, to continue to be sold in their territories for 36 months after the effective date of the ACD. Products produced after the effective date must conform to the requirements of the Directive”. 
Labelling requirements- Appendix II
18.
The ASEAN Secretariat highlighted the following issues for discussion:
a. There is no provision on the order of listing of ingredients required on the label

b. There is no compulsory requirement for expiry date to be printed on the label for cosmetics products with short durability. It was suggested that the benefit of consumers should be considered in this regard.    

c. Registration number from the country of origin 

19.
The Meeting discussed and agreed on the followings:

a. Issues (a) and (b) will be further discussed upon submission of recommendations of the ACSB under the agenda item 5.5

b. Registration number from the country of origin required in the Appendix II is for purpose of the implementation of Schedule A. Since all Member Countries have notified the implementation of Schedule B, this provision is no longer appropriate and should not be required for cosmetic products.

Notification Matter

20.
The Meeting recalled its earlier decision that notification number will not be required to be printed on the label of cosmetic products. Indonesia, however, raised its concern on the implementation of this decision at national level due to concern on consumer awareness and custom clearance for imported cosmetic products since registration is no longer required.
21.
The Meeting emphasized that the implementation of the ASEAN Cosmetic Directive is to put in place a proper and effective post marketing surveillance system. Having the notification number on the label, does not guarantee consumer protection against unsafe, sub-standards, including counterfeited and adulterated cosmetic products. It is not always easy to recognize the counterfeit products unless samples are sent for testing.
22.
On the concern regarding custom clearance for imported cosmetic products, recommendation was given to Indonesia that instead of notifying Regulatory Authority prior to the placement of products in the market, the importers can notify the Regulatory Authority prior to the importation of the products. Upon receiving of the acknowledgement or notification receipt/ number within 3 days from Regulatory Authorities, the importers can submit a copy of the notification receipt/ number to Custom Agency for products clearance.

23.
In view of the above, the Meeting requested Indonesia to further consider this matter and keep Member Countries informed of the progress.    
Illustrative list - Annex 1
24.
The Meeting agreed with the suggestion of the ASEAN Secretariat that Annex 1 should be dynamic to allow the inclusion of more products if they are confirmed by the ACC as cosmetic products.

	Agenda Item 5.2:
	Progress in preparing for the implementation of the ASEAN Cosmetic Directive at National Level


25. 
Brunei Darussalam informed the Meeting that it is in the process of transposing the ASEAN Cosmetic Directive into national legislation. It also informed the Meeting that some of the testing facilities constraints are being addressed. It highlighted the difficulty of cosmetic importers in obtaining product information from manufacturers in order to fulfill requirements of Product Information File. Brunei Darussalam’s report appears as   ANNEX 7.
26.
Cambodia updated the Meeting on their latest development of the transposition of ASEAN Cosmetic Directive into National Legislation, including translation of ASEAN Cosmetic Directive (ACD) into Khmer language.  The Meeting noted that its new legislation which is in line with the ACD may be ready by mid 2007. Cambodia’s progress report appears as ANNEX 8.
27.
Indonesia informed the Meeting that in effort of preparing the ACD implementation, Indonesia has strengthened its infrastructures since 2004.  Tremendous effort is being taken to amend its current legislation and put in place a notification system as well as assist industry in GMP and PS/PE compliance.   Indonesia further informed the Meeting that there are still many challenges ahead for the SMEs.  Indonesia’s report appears as ANNEX 9.
28.
Lao PDR informed the Meeting that it is currently in the process of transposing ACD into its national legislation.  The Draft Guideline on the implementation of cosmetic product into Lao PDR’s legislation which is in line with the requirements of ACD has been finalized.    The report appears as ANNEX 10.  

29.
Malaysia informed the Meeting that it is ready to implement the ACD. It further informed the Meeting that borderline products which are currently classified as OTC drugs in Malaysia will be classified as cosmetic by 1st January 2007.  Malaysia’s report appears as ANNEX 11.
30.
Philippines informed the Meeting that the Bureau of Food and Drugs (BFAD) has made all the necessary efforts to align with the ACD by 1st January 2008, including internal coordination, implementation of Product Notification Scheme and series of training and workshops on ACD implementation and GMP compliance in year 2007.   Philippines’ report appears as ANNEX 12.
31.
Singapore informed the Meeting that the transposition process is being undertaken and it would be ready to implement the ACD by third quarter of 2007.  Singapore’s report appears as ANNEX 13.
32.
Thailand informed the Meeting that the draft revised Cosmetic Act which is in line with ACD will be soon finalized to be submitted for approval by the Parliament. Thailand also informed the Meeting that the issuance of new Cosmetic Act might not be on time by 1st January 2008 and in this case, Thai FDA will manage to issue a Ministerial Regulation/Announcement as a temporary enforcement for the implementation the ACD while waiting for the approval of a revised Cosmetic Act. Thailand progress report appears as ANNEX 14.
33.
Viet Nam informed the Meeting that transposition of ACD into its national legislation is being undertaken. It has recently issued a Ministerial Decree to enforce GMP in cosmetic industry. Viet Nam progress report appears as ANNEX 15.
	Agenda Item 5.3:
	Progress in ASEAN Cosmetic GMP


	Agenda Item 5.3.1:
	Cosmetic GMP Training Modules 


34.
Malaysia informed the Meeting of its follow up actions on the GMP training module 14, taking into consideration the comments from Indonesia and Singapore. 
35.
The Meeting discussed and agreed to adopt the final GMP Training Module 14 which appears as ANNEX 16.

	Agenda Item 5.3.2:
	Outcome of the Regional Workshop on GMP, 31 July – 3 August 2006, including GMP requirements for the imported cosmetic products from outside ASEAN


36.
The ASEAN Secretariat reported to the Meeting the outcome of the Regional Workshop on GMP held on 31 July 2006 – 3 August 2006 in Malaysia. The ASEAN Secretariat’s presentation appears as ANNEX 17.
37.
The Meeting noted that the purpose of the Workshop in Malaysia was to come up with recommendation on equivalency between the ASEAN Cosmetic GMP Guideline and GMP Guidelines/ Requirements which are published by international, regional organizations as well as by other countries outside ASEAN. The Meeting also noted that 9 GMP Guidelines/ Requirements and ISO 9001: 2000 were selected for consideration and the rationale for their selection is as follows:

a. They are internationally or regionally recognized GMP Guidelines for Pharmaceuticals 

b. They are Cosmetic GMP Guidelines developed and adopted by regional/international cosmetic associations

c. Trade flow between ASEAN and these countries is significant

d. These guidelines/ requirements are known to the ASEAN GMP Group.

38.
In view of the above, the Meeting agreed to recognize the following GMP Guidelines as equivalent to the ASEAN Cosmetic GMP Guideline:

a. WHO Guide to GMP for Pharmaceutical Products
b. PIC/S Guide to GMP for Medicinal Products/ Australian Code of  GMP for  Therapeutic Goods
c. Draft International Standard ISO/DIS 22716- Guideline on Cosmetic Good Manufacturing Practice
d. US CTFA Guideline for Cosmetic Good Manufacturing Practice (April 28, 2005)

e. COLIPA Guideline for Manufacturing of Cosmetic Products.
39.
The said 5 GMP Guidelines appear as ANNEX 18, ANNEX 19, ANNEX 20, ANNEX 21, and ANNEX 22, respectively.  In case, there are any amendments of these GMP Guidelines by respective organizations, the ACC should review such amendments before continuing to recognize them as equivalent to the ASEAN Guideline on Cosmetic GMP.
40. 
Although, the GMP Guidelines for pharmaceuticals are considered as equivalent to the ASEAN Guideline on Cosmetic GMP, the Meeting suggested that Regulatory Authorities should exercise caution when dealing with manufacturers which produced both pharmaceutical and cosmetic products within the same facility, to ensure that there is no cross contamination.

41.
The Meeting further agreed to consider GMP Guidelines from other regions or countries to determine their equivalency to the ASEAN Guideline on Cosmetic GMP upon request from industry or National Regulatory Authorities (NRAs) in other regions or countries.
42.
With regard to GMP audits of manufacturing premises located outside ASEAN which may be required during post market surveillance, the Meeting agreed with the recommendations of the GMP Group as follows: 

a) Regulatory Authorities may conduct the audit themselves, or

b) Request their counterpart where the manufacturer is located to assist in auditing, or

c) Designate a third party certification body to perform the audit 

43.
The Meeting agreed that in all cases, the person who places cosmetic products in the ASEAN market will have to be fully responsible for all costs incurred and the ASEAN Guideline for Cosmetic GMP shall be the standard to be used for such audit.

44.
The Meeting also agreed on the need to disseminate information on the ASEAN and its equivalent GMP Guidelines to relevant stakeholders within and outside of ASEAN.  All cosmetic importers within ASEAN should also be made aware of the requirements of the ACD as well as of the decisions made by the ACC so that they can inform their manufacturers in a proper and timely manner. It is also suggested that the websites of the ASEAN Cosmetic Association (ACA) as well as that of the ASEAN Secretariat be further promoted.  

45.
The Meeting also considered and agreed to adopt the final Q&A on the interpretation of the ASEAN Guidelines on Cosmetic GMP which appears as ANNEX 23.
	Agenda Item 5.3.3:
	GMP Implementation at National Level 


46. 
The ASEAN GMP Experts updated the Meeting on the outcome of National Workshops on GMP, which were held in Vietnam on 30 October – 2 November 2006, Philippines on 7 – 8 November 2006, Thailand on 13 – 14 November 2006 and Indonesia, 23 – 24 November 2006, respectively.  The reports appear together as ANNEX 24.
	Agenda Item 5.4:
	Post Marketing Surveillance (PMS) 


	Agenda Item 5.4.1:
	PMS 1 – Strengthening Cosmetic Laboratories Network


47. 
Thailand informed the Meeting on the outcome of the Regional Workshop on PMS 1 held in Kuala Lumpur, Malaysia on 10 – 12 July 2006. Thailand’s presentation appears as ANNEX 25.
48.
The Meeting noted the proposal for further training on harmonized testing methods as well as providing more proficiency testing programs for the cosmetic testing laboratories of Member Countries. 

49.
The Meeting requested the PMS 1 experts to identify short, medium and long term action plans as well as priority activities in 2007, taking into consideration limited funding resources and to submit them to the ASEAN Secretariat by 30 January 2007. It was also suggested the PMS 1 experts to look into the establishment of regional reference testing laboratory network so that facilities can be shared among Member Countries.  
	Agenda Item 5.4.2:
	PMS 2 & 3 –Safety and Efficacy Evaluation


	Agenda Item 5.4.2.1:
	Outcome of regional workshop on Safety Evaluation  Guideline 


50.
Singapore reported to the Meeting on the outcome of the Regional Workshop on Development of Safety Evaluation Guideline on 4 – 5 December 2006, Bohol, Philippines. Report of the Workshop and the Final Draft Guidelines which appear as ANNEX 26 and ANNEX 27, respectively.
51.
The Meeting considered and agreed to adopt the Final Draft on Safety Evaluation Guidelines as a reference document, as well as the recommendations for follow-up actions as follows:
a) Identification of the gaps and training need analysis,

b) More training and workshops at Regional and National levels to be provided to narrow the gap among  and within ASEAN Member Countries,

c) Training and workshops to be customized according to the needs of the regulatory authorities and industry focusing on:

· PIF auditing (including safety assessment) for the regulators,

· PIF development (including product safety assessment) for industry,

· Pilot program to provide hands-on training to regulators and industry: submission of notification forms by selected companies (MNC, SME manufacturers and importers), development/compilation of PIF, audit of PIF and product audit in the market by regulators

d) Development of a training booklet on “how to develop a PIF”, including a PIF mock-up and FAQ.

	Agenda Item 5.4.2.2:
	Outcome of the Semi regional training on PMS under the ITC project 


52. 
The ITC Expert reported to the meeting the outcome of the second series of training activities on PMS 2 and 3 under ITC and PTB Projects in July and August 2006, as well as recommendation for follow up actions. The ITC Expert report appears as ANNEX 28.
	Agenda Item 5.5:
	Progress of the ASEAN Cosmetic Scientific Body (ACSB) 


53.
The Chair of ACSB reported to the Meeting on the outcome of the 6th ACSB Meeting held on 6 December 2006 in Bohol, Philippines.  The report appears as ANNEX 29.
54.
The Meeting considered the recommendations made by the ACSB and agreed on the following:

Product Labeling- Appendix II
a. With regard to point C 1 c) full ingredient listing, the Meeting agreed to the ACSB proposal. 

b. Regarding point C 1 h) manufacturing date or expiry date: The Meeting agreed that the expiry date is required for cosmetic products with period of durability less than 30 months.   Philippines suggested that alternative words for expiry date on labeling such as “Best Before” be put forward to the ACSB for consideration.
c. Referring to Annex A - List of standard reference, it was agreed to eliminate two Japanese references which no longer exist.

Borderline products
a. It was decided that Personal lubricant products and Intranasal cleansing products should not be considered as cosmetic under the ACD, while body contouring products should be considered cosmetic products. For leave on antimicrobial products they should be classified as cosmetics under the ACD provided they do not contain ingredients banned and restricted at the level used.  They should not be used on broken skin e.g. for wound- cleansing.
b. The Meeting agreed to delete “products containing ingredients from Annex II (banned list) and products containing ingredient from Annex III (restricted list), beyond the limits and outside the conditions laid down” to avoid confusion since these products are not considered cosmetic products under the Article 4.2 of the ACD. 

55.
The Meeting reiterated its decision at the 6th ACC Meeting to task the ACSB to look into the eleven identified borderline products that might be classified as cosmetics and submit its recommendation for ACC consideration. The products are:

(i) Mouth wash

(ii) Anti-caries toothpaste

(iii) Anti-dandruff

(iv) Skin wash

(v) Anti-bacterial including rinse off

(vi) Sunscreen

(vii) Skin Whitening

(viii) Anti- Acne

(ix) Anti-Hair loss

(x) Anti- Cellulite

(xi) Bust Contouring Cream

56.
In this regard, the Meeting requested ACSB to come up with recommendations to be submitted to the ACC at its next Meeting.

Claim Guideline 

57.
The Meeting noted that the Claim Guideline is being drafted and the final draft will be submitted to the ACC at its next Meeting.

Hydrogen Peroxide for Tooth-Whitening 

58.
The Meeting noted that the issue on Hydrogen Peroxide for Tooth-Whitening was not resolved by the ACSB and that a recommendation will be submitted for consideration by the ACC at the next Meeting. 
ASEAN Handbook Entries

59.
The Meeting agreed with the recommendation of the ACSB to delete 5 ingredients from the ASEAN Handbook of Cosmetic Ingredients.
Fluoride levels in Oral Care

60.
Based on the scientific data, the Meeting agreed to allow Thailand to use the Article 11 of the ACD to enforce the fluoride level in oral care products to a maximum level of 1100 ppm due to public health concern. 

61.
The Meeting tasked the ACSB to look into the level of fluoride in children tooth paste and submit recommendations to the ACC for its consideration at the next Meeting.
Trace impurities of ingredients 
62.
The Meeting further tasked the ACSB to work on maximum limit of trace impurities of ingredients unintentionally added to cosmetic products e.g heavy metals and submit recommendations for the ACC consideration as soon as possible.
	Agenda Item 5.6:
	Technical Assistance for 2007                                       


63.
The ASEAN Secretariat presented to the Meeting the new technical assistance for year 2007- 2008 for the cosmetic sector.  

64.
The Meeting discussed and agreed to endorse the proposed activities to be undertaken for year 2007- 2008. The endorsed programme appears as ANNEX 30.
65. 
Cambodia and Indonesia suggested selecting EU and ASEAN experts knowledgeable and familiar with the ASEAN harmonization scheme in order to provide expertise for the technical programmes especially during the assessment phase.   

	Agenda Item 6:
	Revised work program of the ACC                                       


66.
The Meeting adopted the revised Action/Work Programme, which appears as     ANNEX 31.

	Agenda Item 7:
	Other Matters


67. 
No other matters were discussed.
	Agenda Item 8:
	Date and Venue of the Next Meeting


68.
The Meeting agreed that the 8th ACC Meeting will be held tentatively in June 2007 in Lao PDR. Date and venue will be communicated in due course. The Meeting also agreed that the 9th ACC Meeting will be held in November- December 2007 in Viet Nam.
	Agenda Item 10:
	Adoption of the Minutes of the Meeting


69.
The Meeting considered and adopted the Report of the Seventh Meeting of the ACC held on 7 – 8 December 2006 in Bohol, Philippines.
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