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12TH MEETING OF THE EAC QUALITY ASSURANCE AND ACCREDITATION TECHNICAL SUB-COMMITTEE (EAC QA&A TSC)
Naura Springs Hotel ,Arusha, Tanzania 
4th – 5th May, 2009
REPORT OF THE MEETING

1 OPENING OF THE MEETING
1.1 Introduction

The meeting was held in accordance with the EAC QA&A calendar of activities for the period April 2009 – March 2010. The meeting was attended by delegates from five partner states namely Kenya, Tanzania, Uganda, Rwanda and Burundi. 

The list of the delegates present is hereto attached in Annex I.

1.2 Communication from the chair 

The chairman, Mr. Deus Mubangizi (Uganda) called the meeting to order.  Subsequently, the chairman requested members to introduce themselves in person. 

1.3 Adoption of Agenda

The agenda was adopted as presented in Annex II
1.4 Adoption of the programme of work

The programme of work was adopted and is hereto attached in Annex III
2 CONSIDERATION OF MATTERS ARISING FROM THE 11TH MEETING OF THE EASC QA&A TSC HELD IN ARUSHA, 21ST– 23RDAPRIL 2008.
2.1 Survey Tool for the assessment of the status of conformity assessment activities within the EAC. 

The survey tool was reviewed and circulated to partner states for final comments before it is adopted for use. 
2.2 Accreditation and conformity assessment awareness workshop 
The meeting was informed that PTB and UNIDO funded an EAC regional accreditation awareness workshop facilitated by ILAC/IAF, that was held in Kigali, Rwanda in November 2008. KENAS an affiliate member of ILAC also informed the meeting that it is pursuing funding of similar workshops through the ILAC/IAF Joint Development Support Committee on behalf of the EAC region. 

The meeting noted that KENAS and the EAC participated in the workshop on the need for establishment of an African Regional body for Cooperation in Accreditation that was held in Mauritius in April 2009.
2.3 Review of Planned Activities for April 2008–March 2009

The meeting reviewed its work plan and noted that quite a number of activities were lagging behind. The meeting agreed that all the lagging activities be fast tracked and be completed by September 2009.

The meeting recognised the need for allocation of resources in support of these activities by Partner states and PTB.
RECOMMENDATION

The meeting therefore requests the EASC and PTB to provide resources in support of these activities.

2.4 Product certification regional pre-peer assessment 

The meeting noted that this activity was undertaken in August 2008.TBS was pre –assessed by an assessment team from Kenya and Uganda. Observers were drawn from Uganda, Rwanda and Burundi. A final report of all the actions taken will be presented to the QA TSC in June 2009.
2.5 Review of the EAC web portal

The meeting noted that the committee was not using the web portal to effectively publicize its activities and exchange information. To ensure improvement of the usage, the Committee tasked J. Wepukhulu (Kenya), D. Mwakangale (Tanzania), D. Mubangizi (Uganda),J.Nyamvumba (Rwanda) and B.Nizigiyimana        (Burundi) to manage the uploading of information onto the portal.

2.6 Mission of PTB expert on accreditation May-August 2008

2.6.1 Evaluation of KENAS


The meeting noted that this activity that had been re-scheduled for November 2008 did not take place because the EAC regional accreditation awareness workshop took place at the same time in Kigali Rwanda and the expert was involved. The activity was deferred and shall now take place on 7-8th May 2009 in Nairobi, Kenya.
2.6.2 Training of Trainers (ToT) for ISO/IEC 17025.


The meeting noted that this activity aimed at building regional capacity for training of assessors took place in August 2008 in Kampala, Uganda. A total of 15 participants were drawn from all the partner states.


The meeting agreed that the current matrix of assessors developed by KENAS be expanded to include trainers and be circulated to members for information.

2.6.3 Uncertainty of Measurements in Chemistry workshop

The meeting noted that the workshop took place in Arusha, Tanzania in March 2008 under the support of PTB. A total of 24 participants from the partner states attended the workshop. The meeting was also informed that the workshop was very useful considering that uncertainty of measurements in laboratory testing is one of the critical aspects for demonstration of competence in the accreditation process.

3.      CONSIDERATION OF REPORTS OF WORKING GROUPS

3.1 Working Group 1 (Product Certification)
Working Group 1 (WG1) on Product Certification presented its report. The following activities were carried out:-

· Development of peer evaluation procedures 

· pre-peer assessment on TBS product certification scheme in August 2008 by Kenya and Uganda with observation by Uganda, Rwanda and Burundi

· Development of draft harmonized regulations governing Product Certification. 
The meeting noted and adopted the report of WG1.

3.2 Working Group 2 (Inspections)
Working Group 2 (WG2) presented its report. The following activities were carried out:-

· Circulation of information on data base used for inspection purposes to partner states.

· Development and circulation of Draft EAC regulations for implementation of compulsory standards.

· Circulation of Draft programme for exchange of inspectors.

Uganda also circulated draft regulations on implementation on “fair value and good quality rights” for information.

3.3 Working Group 3 (Accreditation)

The meeting was informed that the activities Working Group 3 (WG3) have now been taken up by the East African Accreditation Board (EAAB). EAAB has now been formally constituted and notifications made to ILAC/IAF, ISO, IEC, IAAC, EA etc. EAAB will now develop its own rules and procedures as provided for in section 11 of the EAC SQMT Act, 2006.

EAAB will actualize the harmonization of accreditation activities in the region including the implementation of the East African Community Accreditation System (EACAS).

The following activities were carried out by WG3 during the period under review:- 
· Conducted awareness workshops on Accreditation activities to Policy makers and Stakeholders 

· Marked  the International Accreditation Day on 9th June 2008

· Undertook pre assessment of KEBS certification body against ISO/IEC 17021

· Undertook Training of Trainers (ToT) for ISO/IEC 17025

· Conducted Training of assessors for ISO 15189-Medical/clinical laboratories

The meeting noted and adopted the report of WG3. 
4 REVIEW AND CONSIDERATION OF DRAFT REGULATIONS UNDER THE EAC-SQMT ACT 2006. 

The meeting considered and adopted the following draft regulations:-

· Regulations for product certification in partner states, 2009

· East African Community Inspection regulations for the implementation of compulsory standards, 2009

The regulations are hereto attached as Annex IV & Annex V  respectively.

RECOMMENDATION

The EAC QA&A TSC requests the EASC to consider and adopt these regulations and forward them to the EAC secretariat. 

5 REVIEW OF QA&A TSC WORK PLAN (APRIL 2009-MARCH 2010)

The work plan was reviewed and is hereto attached in Annex VI.
Relating to training as contained in the work plan, the QA & A TSC recognized that Kenya has established the National Quality Institute (NQI) that may be used as a training centre in SQMT.
RECOMMENDATION:
The QA& A TSC recommends to the EASC to note and approve the QA&A Annual Work Plan for 2009-2010
6 ANNUAL QA&A TSC REPORT

The annual report for QA& A TSC activities for the period covering April 2008 to March 2009 is hereto attached in Annex VII.
7 ANY OTHER BUSINESS

7.1 Explanation on the marks of NSBs.
Uganda and Rwanda sought clarifications from Kenya on the application of the Import Standardization Mark (ISM). 

Kenya provided explanations on the basis, requirements and implementation of the ISM-Mark. The meeting noted that the ISM Mark is applied to products imported into Kenya as objective evidence to demonstrate compliance to standards locally. 

Kenya also informed the meeting that the EAC Partner States are not covered under the Pre-shipment Verification of Conformity to standards (PVoC) programme and that Kenya relies on Certification marks and test reports.

7.2  Funding of TSC activities

The meeting proposed that with dwindling support from development partners, partner states should make deliberate efforts to fund SQMT activities in the region.

    7.2.1 International Accreditation Day – 9th June 2009

The meeting was informed that 9th June 2009 is the International Accreditation Day. 
The theme for this year’s International Accreditation Day is “competence” and has been chosen to highlight the significance of competence in conformity assessment activities. 
The meeting noted and agreed that Partner States consider this year’s theme and mark the day with activities aimed at promoting the evolution of Accreditation infrastructures within the EAC region in solidarity with IAF and ILAC.

7.3 Status of cross border trade in products

The meeting discussed challenges faced by certain products traded across borders. The products discussed were:- 

· UHT milk traded across the Kenya-Uganda border

· Plastic packaging materials from Kenya to Rwanda. 

The non-recognition of the Kenya certification marks by Tanzania Food and Drug Authority (TFDA) was also discussed.

The meeting discussed the causes of the challenges and agreed that NSBs of Partner States take deliberate steps to resolve the challenges including liaising with other relevant bodies and consulting their counterparts in partner states.

7.4 Expansion of the TSC to and separation of QA & A into QA and EAAB 

7.4.1 Expansion of the TSC
The meeting discussed the expansion and noted the need to ensure participation of other key stakeholders from both the public and private sectors in the Sub-Committee activities. This will enable synergy and unity of purpose in the quality assurance and conformity assessment activities and hence trade facilitation.

RECOMMENDATION

The meeting recommended expansion of membership to include the following organizations KEPHIS (Kenya Plant Health Inspectorate Services), Tanzania Food and Drug Authority (TFDA), Kenya Dairy Board (KDB), Dairy development Authority (DDA) and that these organizations be invited to future meetings. 

7.4.2 Separation of EAC QA & A into QA & EAAB
The meeting noted that the EAAB has been constituted and is expected to discharge its mandate as provided for under the EAC SQMT, Act, 2006 while the QA TSC will continue discharging its mandate as well.
The meeting agreed that as part of the transitional arrangements the QA and EAAB develop independent work plans. Where necessary the QA& EAAB will work together to ensure smooth transition.

The meeting noted that the first meeting of EAAB is scheduled for July 2009 and hereby requests the EAC secretariat to provide for this activity in its calendar. 

8 ADOPTION OF MEETING REPORT

Signed on this 6th day of May 2009 by the heads of delegations

____________________________________
Mr. Deus Mubangizi

Uganda National Bureau of standards (UNBS)

Republic of Uganda.

____________________________________

Mr. John W. Wepukhulu

Kenya Bureau of Standards (KEBS), 

Republic of Kenya.

____________________________________

Mr. Dominic  H. Mwakangale

Tanzania Bureau of Standards (TBS),

United Republic of Tanzania.

_____________________________________

Ms. Jane Nyamvumba

Rwanda Bureau of Standards (RBS), 

Republic of Rwanda

______________________________________ 

Mr. Bernard Nzigiyamana

Burundi Bureau of Standards (BBN),

Republic of  Burundi

Annex I

[image: image2.wmf] 


12th MEETING OF THE EAC TECHINCAL SUB-COMMITTEE ON QUALITY ASSURANCE AND ACCREDITATION (EAC QA&A TSC)

Naura Springs Hotel, Arusha, Tanzania. 

4th-5th May, 2009
ATTENDANCE RECORD
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2. Mr. Sammy K. Milgo

Director
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4th-5th  May 2009
PROVISIONAL AGENDA

	1.
	Opening of meeting 

	
	1.1 Constitution of the Bureau

	
	1.2 Adoption of Agenda

	
	1.3 Adoption of programme of work

	2.
	Consideration of matter arising from the 11th meeting of the EASC Technical Subcommittee on QA&A

	3.
	Consideration of Reports of Working Groups:

	
	3.1 Working Group 1 (Product Certification)

	
	3.2 Working Group 2 (Inspection)

	
	3.3 Working Group 3 (Accreditation)

	4.
	Consideration of  draft regulations under the EAC SQMT Act.

	5.
	Review of QA& A TSC Work Plan

	6.
	Any other business

	
	6.1 Funding of activities

	
	6.2 Status of cross border trade in products

6.3 Marks of NSBs 

6.4 Expansion and separation of EAC QA & A TSC into QA and EAAB
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12th MEETING OF THE EAC TECHNICAL SUB-COMMITTEE ON QUALITY ASSURANCE AND ACCREDITATION (EAC QA&A TSC)

Naura Springs Hotel, Arusha, Tanzania 

4th-5th  May  2009
PROVISIONAL PROGRAMME OF WORK

	Monday 4th May 2009
	Time

	1.
	Registration and receipt of Documents 
	08.30 - 09.00hrs

	2.
	Opening of meeting 
	09.30 -10.00hrs

	
	Tea/Coffee Break 
	09.30 -10.00

	3.
	Consideration of matter arising from the 11th meeting of the EAC  QA& A Technical Subcommittee 
	

	4.
	Consideration of reports from the working groups
	11.00 – 11.20

	5.
	Consideration of draft regulations under the EAC SQMT, Act
	11.20 – 12.30

	
	Lunch Break 
	12.30 -14.00

	6.
	Review of QA & A TSC annual work plan 
	14.00 - 15.30

	
	Tea/Coffee Break 
	15.30 - 15.45

	7.
	Review of QA & A TSC annual work plan
	15.45 – 17.00

	Tuesday 5 th May, 2009
	Time

	8.
	Any other Business
	08.30 - 09.00hrs

	8.1
	Funding of activities 
	09.30 -10.00hrs

	
	Tea/Coffee Break 
	09.30 -10.00

	8.2
	Status of cross border trade in products
	

	8.3
	Marks of National Standards Bodies (NSB’s)
	11.00 – 11.20

	8.4.
	Expansion of TSC and separation of EAC QA& A TSC into QA & EAAB
	11.20 – 12.30

	
	Lunch Break 
	12.30 -14.00

	9.
	Report Writing 
	14.00 - 15.30

	
	Tea/Coffee Break 
	15.30 - 15.45

	10.
	Consideration and adoption of the report
	15.45 – 17.00
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(DRAFT) THE EAST AFRICAN COMMUNITY INSPECTION REGULATION FOR IMPLEMENTATION OF COMPULSORY STANDARDS

ARRANGEMENT OF CLAUSES

Clauses

1. Citation and commencement

2. Interpretation

3. Objects of the regulations

4. Declaration of a mandatory standard in Partner States

5. Implementation period

6. Conformity assessment for manufacturers

7. Import inspection

8. Sanctions

9. Offences and penalties

10. Disputes between Partner States
11. Approximation and alignment of national legislation

THE EAST AFRICAN COMMUNITY INSPECTION REGULATION FOR IMPLEMENTATION OF COMPULSORY STANDARDS, 2009

Regulations of the Community promulgated under the East African Community Standardization, Quality Assurance, Metrology and Testing Act, 2007 to make provision for the harmonization of the inspection activities related to mandatory standards in Partner States and to provide for related issues.

BE IT ENACTED by the Council of Ministers and assented to by the President of the Republic of Burundi, the President of the Republic of Kenya, the President of the Republic of Rwanda, the President of the United Republic of Tanzania, and the President of the Republic of Uganda as follows -
1.
Citation and commencement

(1)
These Regulations may be cited as the East African Community Inspection Regulation for Implementation of Compulsory , 2009.

(2)
This Regulations shall come into force on such date as the Council may by notice in the gazette appoint.

2.
Interpretation

In these Regulations unless the context otherwise requires-

“consignment” means an aggregation of product made under a common system of causes and presented for inspection;

“mandatory standard” means a national standard of a Partner State which lays down product, service or process characteristics with which compliance has been made mandatory in accordance with relevant national legislation;

“national standard” means a standard published by the national standards body of a Partner State;

“national standards body” means the organization designated as the national standards body by the Partner State in accordance with Section 7 of the EAC SQMT Act;

“regulatory authority” means the national organization or department charged with the legal responsibility of administering the implementation of a mandatory standard;

“shelf life” means the time span indicated on the product or its packaging, during which the product is endorsed to be traded or used in its designated manner;

3.
Objects of the Regulations
The objects of these Regulations are to – 
(a)
harmonize the implementation, conformity assessment and administration procedures for standards declared compulsory at the national level in the Community;
(b)
facilitate the acceptance of products that are subject to such mandatory standards, and that have been inspected, tested and accepted in one Partner State, by all the other Partner States without unnecessary additional inspection and testing;
(c)
establish information systems that would provide an early warning of non-conforming products to all the Partner States; and

(d)
ensure that legal action is taken against suppliers and products that do not conform with the mandatory standards by Partner States irrespective of where such non-conformities are uncovered.

4.
Declaration of a mandatory standard in Partner States
(1)
Mandatory standards are considered to be technical regulations and such standards shall be declared compulsory by Partner States only after fulfilment of the provisions of Section 23 of the EAC SQMT Act.
(2)
Mandatory standards referred to in paragraph (1) shall not create unnecessary obstacles to trade and shall be declared only for legitimate objectives, namely –

(a)
the prevention of deceptive practices;

(b)
the protection of human health and safety;

(c)
the protection of animal or plant life or health; and

(d)
the protection of the environment.

(3)
During the 60 day notification period envisaged in Section 23 of the EAC SQMT Act, the Partner State planning to declare a standard compulsory, shall – 
(a)
give special attention and consideration to recommendations on the draft mandatory standard submitted by other Partner States; and 
(b)
provide other Partner States with a formal response regarding the decision on their recommendations before the mandatory standard is implemented.
(4)
The declaration of a mandatory standard shall be in accordance with the relevant national legislation of the Partner State provided that it is not in conflict with the provisions of these Regulations or the EAC SQMT Act.

(5)
A Partner State that has declared a standard compulsory which may have a significant effect on trade of another Partner State shall, upon request, explain the justification for that mandatory standard in terms of the provisions of paragraphs (1) to (4).

5.
Implementation period
(1)
From the date of declaring a standard compulsory a minimum transition period of two months and a maximum transition period of six months as deemed necessary by the regulatory authority shall be allowed for its implementation.
(2)
The transition period shall be clearly defined in the final notice of declaration of the mandatory standard.
(3)
During the transition period products complying with the mandatory standard as well as products that do not comply may be placed on the market, but at the end of the transition period, only products complying with the mandatory standard may be placed on the market.

(4)
Well in advance of the implementation of a mandatory standard, the regulatory authority in the Partner State shall embark on an information campaign to reach all the stakeholders, including but not limited to the following elements:

(a)
Meetings with manufacturers, suppliers and importers to explain the technical content of the mandatory standard, conformity assessment requirements, implementation dates and any fee structures; and

(b)
Dissemination of the information in the public domain through the media in a manner most appropriate for the situation.

(5)
Notwithstanding Section 5(1), if urgent problems of safety, health or environmental protection arise or threaten to arise, Partner States may effect implementation of a mandatory standard immediately, provided that the Partner State, upon adoption of the mandatory standard – 

(a)
immediately notifies other Partner States of the particular mandatory standard and the products covered, with a brief indication of the objective and the rationale of the mandatory standard, including the nature of the urgent problems; and
(b)
without discrimination, allows other Partner States to present their comments in writing, which may be taken into account in further actions.
6.
Conformity assessment for manufacturers
(1)
Manufacturers remain responsible for the integrity of their products falling within the scope of mandatory standards even in the case of inspection, testing or certification by independent third parties including the regulatory authorities.
 (3)
Regulatory authorities shall take appropriate market surveillance measures to ensure that products placed on the market, whether a product certification mark as contemplated in paragraph (2) has been applied or not, comply with the relevant requirements of the mandatory standards.

7.
Import inspection
(1)
No Partner State is to be prevented from introducing import inspection measures in a manner which would fulfil legitimate objectives as contemplated in paragraph 4(2), provided that – 

(a)
products imported from any Partner State shall be accorded treatment no less favourable than that accorded to like products of national origin; and

(b)
such import inspection measures do not create unnecessary obstacles to trade.

 (2)
No Partner State is compelled to accept the test results of laboratories of the national quality system institutions of another Partner State for the purposes of import inspection, unless –.

(a)
such laboratories have been accredited for the relevant testing procedures; or

(b)
a Memorandum of Recognition has been signed between the relevant Partner States.

(3)
In implementing import inspection measures, Partner States shall ensure that products with a defined and marked shelf life shall have a remaining shelf life on importation of at least – 

(a)
75% in the case of food stuffs; and

(b)
50% in the case of all other products.

8.
Sanctions
(1)
After a non-conforming product is identified by Surveillance Inspectors – 

(a)
the regulatory authority shall issue a suspension notice to the manufacturer or supplier which amongst other relevant directives, has to suspend trade in the product for a period of 14 days;

(b)
the manufacturer or supplier may make formal representation to the regulatory authority during the 14 days of suspension referred to in paragraph (a) regarding the non-conformity and suspension;

(c)
the suspension notice becomes permanent after the 14 days referred to in paragraph (a) have elapsed without any formal representation being lodged, and the supplier has to dispose of the non-conforming products as directed by the regulatory authority in accordance with Section 22(3) of the EAC SQMT Act.

(2)
Should a regulatory authority find a product in its territory that does not comply with the requirements of the mandatory standard and the product bears the product certification mark as provided for in the Act - 

(a)
the regulatory authority shall immediately notify all Partner States regarding the relevant product, the non-conformity and the measures it intends to take to resolve the issue; and

(b) the national quality institution whose product certification mark has been used, shall take immediate and urgent steps regarding the manufacturer to address the non-conformities identified, and notify other Partner States accordingly.

(3)
Should the regulatory authority of one Partner State identify products that do not conform to the requirements of its mandatory standard, and if other Partner States have implemented comparable mandatory standards, the authority shall require such products to be destroyed in order to limit the possibility of re-export to another Partner State.

(4)
Upon failure on the part of the manufacturer or supplier to heed the directives and sanctions as referred to in paragraphs (1), (2) and (3), the regulatory authority shall ensure that the matter is dealt with through the relevant national court procedures.

9.
Offences and penalties
(1)
Any person who – 

(a)
contravenes or fails to comply with any provision of these Regulations;

(b)
falsely represents any product to be a product that complies with the provisions of these Regulations;

shall be guilty of an offence.

(2)
Any person who is convicted of an offence in terms of these Regulations or the national legislation shall be liable on conviction of such fine or terms of imprisonment or both as may from time to time be determined by notice in the Act.

10.
Disputes between Partner States
(1)
Any Partner State whose interests in terms of these Regulations have not been appropriately recognized by other Partner States, may appeal to the Council in writing to have the matter resolved.
(2)
Where a Partner State fails to meet its obligations under these Regulations, any of the other Partner States may appeal to the Council in writing to have the matter resolved.

(3)
Any dispute between the Partner States regarding – 

(a)
the use of mandatory standards to restrict access of products into each other’s markets, or

(b)
deliberate and wilful neglect by a Partner State to ensure compliance with a mandatory standard within its jurisdiction to the detriment of the another Partner State, 

shall be referred to the Council for determination.

(4)
Where the Council fails to resolve a matter referred to it the matter shall be referred to the East African Court of Justice.

11.
Approximation and alignment of national legislation
The Partner States shall approximate their national regulations regarding mandatory standards and align them with these Regulations within a period of six months of their commencement.
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(DRAFT) EAC DRAFT REGULATIONS FOR PRODUCT CERTIFICATION IN THE PARTNER STATES 2009

In EXERCISE of powers conferred by section 28 of the East African Community Standardization, Quality Assurance, Metrology and Testing Act, 2006 the Council of Ministers makes these Regulations this …….. day of …………………, 2009.

PART I

PRELIMINARY PROVISIONS

1. These Regulations –

(1) may be cited as the East African Community Regulations for Product Certification in the Partner States, 2009; and

(2) shall commence on a date to be appointed by the Council.

2. In these Regulations unless the context otherwise requires –

 “applicant” means a person applying for a license to apply a product certification mark;

“audit” means a systematic, independent, documented process for obtaining records, statement of facts or other relevant information and assessing them objectively to determine the extent to which specified requirements are informed;

“certification” means the issue of a written statement by a third-party, based on a decision following review, that products, processes, systems or persons have been fulfilled specified requirements;

“Certification Body” means an organization that provides certification system services;

“Certification Scheme” means a certification system related to specified products to which the same specified requirements, specific rules and procedures apply;

“Certification System” means a conformity assessment system that includes selection, determination, review, and finally certification as the attestation activity;

 “licence” or otherwise referred to as “permit” means a formal authorization granted to a person to apply the product certification mark of the certification body to a product or range of products as defined in the licence; 

“Licence holder” means a person that has been granted a licence to affix the product certification mark to the products within the scope of the licence;

“market surveillance” means the systematic review of conformity assessment activities as a basis for maintaining the validity of the statement of conformity as provided by the supplier;

“national product standard” means a national standard issued by the national standards body of a partner state or an East African standard that includes adequate provisions of the relevant product on which a product certification scheme can be provided.

“non-conformity” means the deviation of product from specified requirements, or the absence of, or failure to implement and maintain, one or more required management system elements, or a situation which would, on the basis of available objective evidence raise significant doubt as to the conformity of what the supplier is supplying;

 “product certification mark” means a distinctive mark, owned by the certification body, and appropriately protected by legislation as defined in article 24 of the Act, applied to products to indicate compliance with a specified standard;

“production surveillance” means an evaluation to determine the continued conformity of the certified product with specified requirements;

 “supplier” means the person that is responsible for ensuring that products meet and continue to meet, the requirements on which the certification is based;

“testing laboratory” means a laboratory which measures, examines, calibrates or otherwise determines the characteristics or performance of materials or products

PART II

AREA OF APPLICATION

3. These regulations shall set up the order of providing product certification schemes by certification organizations of the Partner States on the basis of national product standards and for which inter-regional recognition is sought as provided for in article 24 of the Act.

4. For the application of this Regulation, the Certification Body shall be the national standards body of a partner state or a certification body in the private industry that is registered in a partner state and whose operations in the partner state has been accredited by an internationally recognized accreditation body.

PART III

GENERAL REQUIREMENTS

5. A certification scheme shall only be provided for products for which an appropriate national or East African standard has been developed and published.  

6. A product certification scheme shall comply with the general requirements of at least the system 4 or 5 of ISO/IEC Guide 67, and shall consists as a minimum of –

(1) An assessment of the product with regard to the technical requirements of the national standard for the product to be certified;

(2) An assessment of the production controls of the supplier against the requirements of a quality management system or a detailed quality control plan as specified by the certification body, and readily available to any interested party, that would ensure the continuous compliance of the product with the relevant product standard;

(3) A certification decision based on the evidence of sub-articles (1) and (2) and the issue of a license that includes amongst others all the details of the certification scheme, the responsibilities of the certification body and the supplier and sanctions for non-compliance;

(4) An annual plan of production surveillance of the supplier’s facilities after certification;

(5) An annual plan of retesting of the products under certification, sampled by the certification body in the supplier’s facilities, or obtained by the certification body in the market place;

(6) A mechanism for suspending or withdrawing the license of the supplier following the identification of unfulfilled requirements.

(7) Legal sanctions should the supplier fail to honour any of the rules of the certification scheme.

7. The certification body shall consider all valid applications for certification in an objective and non-discriminative manner.

8. The certification body shall have registered a certification mark as provided for in Article 24 of the Act.

PART IV

CERTIFICATION PROCESS

9. The application of a supplier for a license shall as a minimum –

(1) be made on forms prescribed by the certification body;

(2) be made individually for each standard, product, production facility and brand;

(3) include appropriate information regarding the legal status of the supplier;
(4) include a full description of the production control measures or quality management systems in operation at the supplier’s facility to ensure continued compliance of the product with the standard.

(5)  Information on trademark ownership where applicable; and

10. In considering the application, the certification body, shall –

(1) Inform the supplier in writing if the application has been refused, including the full reasons for such a refusal; or

(2) Inform the supplier in writing that the application has been accepted and provide the supplier with the full details of the certification requirements and process in writing;

(3) Arrange with the supplier the sampling and testing of the products against the relevant standard for which certification is being sought; and

(4) Arrange with the supplier for auditing the production facility to determine compliance with the relevant quality control measures.

11. In determining the compliance of the product for which certification is sought with the relevant standard, the certification body shall –

(1) ensure that the sample(s) of the product to be tested is/are representative of normal production and not specifically prepared for testing purposes;

(2) have the sampled products tested at laboratories independent from the supplier, save as provided for under clause 12, that are proven to be technically competent, preferably accredited, for the range of tests required by the product standard; and

(3) ensure that all the relevant design, performance, packaging and labelling requirements are included in the test protocol, and that no requirement as listed in the relevant product standard is omitted.

12. Where the certification body does not have access to a technically competent laboratory independent from the supplier, and test results from the supplier have to be used to determine compliance of the product with the relevant product standard, the certification body shall ensure that 

(1) specified controls are in place at the supplier’s test facilities;

(2) they are managed in a manner which provides confidence in the results obtained from the tests;

(3) records are available to justify the confidence; and

(4) the testing is witnessed by certification body personnel.

13. In determining compliance of the production control or the quality management system of the supplier’s facilities, the certification body shall –

(1) Ensure that the audit team consists of persons that have the appropriate training, knowledge and experience to be able to evaluate the specific production process; and

(2) Evaluate the quality management system or the designated quality control plan as provided for in article 7(2) as they relate to the production of the product for which certification is sought.

14. The decision of the certification body to grant a license to the supplier to use the product certification mark shall be based on –

(1) A test report or a series of test reports indicating that the product meets all the requirements of the relevant standard, including relevant labelling requirements;

(2) An audit report that indicates full compliance of the supplier’s production facility with prescribed requirements and the production process with the quality management system or the quality control plan as relevant, including a report that all the non-conformities found during the initial audit have been cleared to the satisfaction of the audit team;

(3) A recommendation of a certification committee consisting of persons different from those that conducted the testing of the product and the audit of the supplier’s facility; and

(4) A final decision of the head of the certification body, having considered all the evidence.

15. The license shall be accompanied by a detailed contract or be issued under national regulations containing the responsibilities of the supplier and the certification body for ensuring continuous compliance of the certified product, including but not limited to –

(1) Identification of the supplier, addresses and contact details;

(2) Scope of the license, i.e. product description, brand names and production facilities;

(3) Validity of the license in terms of time frame;

(4) Production control requirements;

(5) Inspection and testing requirements;

(6) Record keeping;

(7) Surveillance;

(8) Access to the supplier’s facilities by certification body personnel;

(9) Rules for the application, including limitations, on the use of the certification mark;

(10) Financial arrangements for maintaining the license;

(11) Sanctions in the case of non-compliance; and

(12) Suspension or withdrawal of the license.

PART V

SURVEILLANCE

16. To ensure the continuous compliance of the certified product with the relevant standard, the certification body shall, for each product certification scheme, determine, publish and implement a surveillance plan that includes as appropriate –

(1) Surveillance testing; and

(2) Surveillance inspection; and/or

(3) Surveillance of the supplier’s quality control system;

conducted at least once a year.

17. Samples for the surveillance testing should be typical of the ongoing production and may be selected by the certification body from the supplier’s facility or factory, or from the market place as is appropriate.

18. Surveillance activities conducted for a specific supplier may be increased or relaxed depending on the supplier’s demonstrated ability to meet certification requirements, provided that such variations are guided by documented and published procedures of the certification body.

PART VI

RESPONSIBILITIES

19. The supplier shall –

(1) Only use the certification mark in the manner and on a product complying in all material aspects to the product design as described in the license;

(2) Not use the certification mark for products that are manufactured in a facility other than the facility listed in the license; and

(3) Not use the certification mark for products that are manufactured in accordance with a standard different to the standard for which certification has been granted.

20. The supplier shall allow unhindered access to the personnel of the certification body to the facilities involved in the manufacturing, storage and transportation of the certified product, including insight into all relevant documentation related to production records, testing records and quantities of certified product that has been manufactured.

21. The certification body shall maintain a publicly available and up-to-date register of certified products, including –

(1) Name, address and contact details of the licensee;

(2) Date of granting the license, suspension and withdrawal;

(3) Unique identification number of the license;

(4) Detailed description of the certified products, including their brands and where necessary trademarks; and

(5) Number and title of relevant standard to which the product has been certified.

22. The certification body shall institute a mechanism for dealing with complaints from users of certified products, and ensure that the licensee provides relief to complainants appropriate to the nature of the complaint.

PART VII

SANCTIONS

23. Once a non-conformity has been identified, the certification body shall suspend or withdraw certification depending on the severity of the non-conformity and the willingness of the supplier to rectify the non-conformity within a reasonable time.

24. The certification body may suspend a license if one or more of the following conditions apply –

(1) if it is ascertained that the licensee has used the certification mark on or in connection with products which do not comply with the requirements set forth in the relevant national or EAC Standard;
(2) if any of the fees specified in the license conditions have not been paid;
(3) the licensee has, without reasonable excuse, failed or refused to provide reasonable facilities to any inspector to facilitate the discharge of his functions in relation to the license concerned; and
(4) the licensee has, without the permission of the Certification Body and without reasonable excuse, failed to comply with any of the conditions to which the license was made subject to.

25. Where certification is suspended, the supplier shall, during the period of suspension –

(1) Make no misleading claims as to the status of certification;

(2) Cease to use the certification mark on products manufactured since the date of notification of suspension;

(3) Not place any certified product on the market; and

(4) If so directed by the certification body, institute a product recall and rectify or destroy products bearing the certification mark as directed by the certification body.

26. In the case of a major non-conformity and an unwillingness of the supplier to rectify the non-conformity, the certification body shall withdraw and cancel the license.

27. The Certification Body may withdraw a license if any one or more of the following conditions apply –

(1) the licensee is adjudged bankrupt;

(2) the licensee transfers his business to another person or premises;

(3) the national or EAC Standard on which the license was based is withdrawn;

(4) the licensee knowingly made a false statement or a statement which he did not believe to be true in his application or at any inquiry or audit prior to the grant of the license;

(5) the licensee no longer meets the conditions prerequisite to which the license was granted which the certification body regards as critical to the certification scheme or refuses to comply with any of the conditions of the license without reasonable excuse; and

(6) the licensee has been convicted of an offence under the Act or these Regulations involving the disregard of standards prescribed in connection with the product which he produces under the authority of the license.

28. A licensee who is notified that his permit has been withdrawn in accordance with the provisions of article 27, shall, on receipt of the notification of the withdrawal immediately stop applying the certification mark to any product.
29. Where a license has been withdrawn in accordance with the provisions of article 27, the certification body may require the licensee to remove the certification mark from all the products on which the certification mark has been applied.

30. Any person who contravenes, or fails or refuses to comply with the provisions of this regulation is guilty of an offence and shall be liable on conviction to be punished in accordance with national legislation.

31. Any person aggrieved by a decision of the certification body under these regulations or whose license has been suspended or withdrawn, and whose appeal to the certification body did not satisfy the person appealing, may appeal as provided for under sections 22(5) to (7) of the Act.

End.
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Annex VI 
12th MEETING OF THE EAC TECHNICAL SUB-COMMITTEE ON QUALITY ASSURANCE AND ACCREDITATION (EAC QA&A TSC)

Naura Springs Hotel, 4th-5th May  2009 Arusha, Tanzania

EAC QUALITY ASSURANCE AND ACCREDITATION (QA&A) TECHNICAL SUB-COMMITTEE 

PLAN OF OPERATIONS – APRIL 2009 to MARCH 2010

	Priority Area 1:
	Implementation of Entebbe Recommendations on Product Certification (PC)Schemes
	Current Planning Period:
	April 2009 – March 2010
	Established:
	10-May-2006

	
	
	
	
	Revised
	05-May-2009

	Objectives:
	Mutual recognition and equivalence of Product Certification schemes and acceptance of certified products
	Indicators:
	· Common and harmonized procedures on product certification adopted and applied 

· 20 personnel from EAC National Standards bodies trained on Product Certification

· 40 personnel for EAC trained and aware of Inspections to ISO 17020 and the harmonized PC and Inspection  procedures 

· Reduction in complaints related to Certified Products
· Effective execution of corrective actions 

	Activities
	Responsibility
	Timeframe
	PTB 

Contribution
	Country/Counterpart Contribution

	1. Implementation of corrective actions for gaps identified during 2nd Expert Evaluation on Product Certification Schemes
	WG1
	N/A
	-
	Facilitation

 and logistics

	1.1 Deadline for Submission of Self-Evaluation on Status of Corrective Actions
	WG1
	July

 2009
	-
	Facilitation

 and logistics

	1.2 Final Completion of Re-evaluation Corrective Actions 
	WG1
	July

2009
	-
	       -

	2. Finalization and Issuance of Peer Assessment Procedures for External Review by Expert
	WG1
	July

2009
	Review by Manfred
	      -

	3. Carry out Peer assessment of Product Certification systems
	WG1
	Oct 
2009
	Funding
	Facilitation 

and logistics

	4. Meetings to Discuss EAC Single Mark, design, ownership framework, operational and administration procedures
	WG1
	July 

2009
	Funding
	Facilitation 

and logistics

	5. Meeting to 

· Review and consider comments on draft regulations and finalize for QA&A approval;

· Consider WG1 Draft EAC Peer Assessment Procedures for adoption
	WG2
	May 2009
	Avail Consultant
	Facilitation

 and logistics 

	6. Development of harmonized inspection documents (Quality Manuals, Procedures, forms & records).
	WG2
	Sept 2009
	-
	Facilitation and logistics 

	7. Initial Evaluation of partner state’s inspection schemes by an External expert.
	WG 2
	Nov.

2009
	Avail Expert
	Facilitation and logistics 

	8. Review meeting to consider the gaps analysis report by External Expert and develop an action plan
	WG 2
	Jan.

2010
	Funding
	Facilitation and logistics 

	9. Designing appropriate database for capture of key information on products for ease of product traceability
	WG 2
	Oct. 

2009


	-
	Facilitation and logistics 

	10. Online Evaluation of  the Implementation of the corrective action for identified gaps
	WG 2
	January 2010
	-
	Funding, Facilitation and logistics 

	11. Carry out  pre-peer assessments of Inspections systems
	WG 2
	Mar.

2010
	Funding 
	Facilitation and logistics 


	Priority Area 2:
	Training in support of the EAC Conformity Assessment and Accreditation Systems
	Planning Period:
	April 2009 – March 2010
	Established:
	10-May-2006

	
	
	
	
	Revised
	05- May-2009

	Objectives:
	Adequate and competent Accreditation professionals to enable establishment of a sustainable EAC Accreditation systems
	Indicators:
	· 20 personnel from within EAC trained on Assessment for Accreditation of Certification bodies (CB Assessor)

· 8 personnel from EAC trained in leading Assessment for Accreditation of Certification bodies (CB Lead Assessor)

· 20 personnel from within EAC trained on Technical Assessments for Accreditation of Laboratories

· 10 personnel from with EAC trained in Training-of-Trainers for ISO/IEC 17025 Testing/Calibration Laboratories Accreditation (Multiplication)
· 10 personnel each trained from with EAC trained in Training-of- Trainers for ISO/IEC 17021 Certification, ISO/IEC 17020 Inspection, and ISO/IEC 15189 Medical Laboratories (Multiplication)

	Activities
	Responsibility
	Timeframe
	PTB Contribution
	Country/Counterpart Contribution

	1. Conduct training of trainers (ToT for ISO/IEC 17020) course for inspectors in the EAC.
	WG 2
	June 2009
	Funding
	Facilitation and logistics 

	2. Conduct  training of inspection management staff for partner states  on documentation and implementation based  on ISO 17020
	WG2
	Sept. 2009
	         -
	Facilitation and logistics 

	3. Development of appropriate curricula 
	WG2
	June 2009
	          -
	National Quality Institute (NQI)(Kenya), facilitation and logistics

	4. Training of inspectors
	WG 2
	Aug. 2009/ continuous
	          -
	Facilitation and logistics

	5. Short stay exchange of inspectors among partner states
	WG 2
	Oct. 2009
	         -
	Facilitation and logistics

	6. Training of Internal auditors for  ISO 17025 
	WG3/EAAB
	March 2010
	Funding and Expert support
	Facilitation and logistics

	7. Carry out special continued competence training on ISO/IEC 17025 Laboratory Observations
	WG3/EAAB
	Continuous

	Reports to be review by Manfred
	Facilitation and logistics

	8. Carry out training on ISO/IEC 17021 Certification body Lead Assessor techniques ( Batch 2 )
	WG3/EAAB
	TBA & undertaken in  2010
	Funding 
	Facilitation and logistics

	9. Undertake Study Visit on Inspections Activities
	WG 2
	Sept.2009
	Funding
	Facilitation and logistics 

	10. QA TSC meeting to review progress of activities and approve WG reports
	QA TSC
	November 2009 
	Funding 
	Facilitation and logistics


	Priority Area 3:
	Establishment of the EAC regional Conformity Assessment and Accreditation System
	Planning Period:
	April 2009 – March 2010
	Established:
	10-May-2006

	
	
	
	
	Revised
	05 - May-2009

	Objectives:
	Effective planning and coordination of  Accreditation infrastructure developments to enable establishment of a sustainable EAC Accreditation system
	Indicators:
	· Published and Agreed model and plan for 2006 – 2009 for the EAC Accreditation System

· Effective results of EAC Accreditation system and QA&A recognition 

	Activities
	Responsibility
	Timeframe
	PTB Contribution
	Country/Counterpart Contribution

	1. Evaluation of KENAS & EACAS activities
	KENAS & EAAB
	March 2010
	Expert support
	Facilitation 

and logistics

	2. Conduct awareness workshops on Accreditation activities to Policy makers and Stakeholders
	EAAB
	TBA
	Funding and Expert support
	Facilitation and logistics

	3. Commemorate the International Accreditation Day 
	EAAB
	June 2009
	Posters and Brochures
	Funding, Facilitation and logistics

	4. Undertake attachment training on Management of Accreditation Activities
	EAAB
	TBA
	Funding
	Facilitation and logistics

	5. Undertake induction training for participation in relevant International accreditation meetings (ILAC/IAF etc)
	PTB & EAAB
	October 2009
	Funding
	Facilitation and logistics

	6. Hold Inter TSC meeting to share views
	EAC secretariat 
	March 2010
	 -
	Funding, Facilitation and logistics

	7. Hold the first EAAB meeting
	EAC secretariat
	July 2009
	-
	Funding, Facilitation and logistics


Annex VII 

QA&A TSC ANNUAL REPORT APRIL 2008 – APRIL 2009 

During the period April 2008 – April 2009 the sub-committee undertook the following activities:-
	#
	Activity 
	Dates
	venue
	Objective

	1
	Meetings 
	
	
	

	1.1
	Held the 11th meeting of the EAC Quality Assurance and Accreditation Technical Sub-committee (EAC QA&A TSC)  at New Safari Hotel, Arusha, Tanzania 21st – 23rd April 2008
	April 2008
	Arusha
	To prepare and present t5o the EASC the Annual report of the QA&A Technical subcommittee 

	1.2  
	Attended the ILAC/IAF Annual Conference in Sweden, represented by KENAS
	October 2008
	Stockholm, Sweden 
	To participate in international accreditation activities especially the  developing countries workshop that addresses issues of developing countries 

	2
	Trainings
	
	
	

	2.1
	Training of Trainers (ToT) on ISO 17025 for 15 participants 
	August 2008
	Kampala, Uganda
	To build training capacity by training experts fir ISO 17025 who can multiply the knowledge by training laboratory staff  within partner states

	2.2
	Training of assessors in ISO 15189 for Clinical Laboratories 
	November 2008
	Kigali, Rwanda
	To train assessors who can assist in assessing clinical laboratories pursuing accreditation  

	2.3
	Awareness workshop on Accreditation in conjunction with UNIDO, PTB and ILAC/IAF
	November 2008
	Kigali Rwanda
	To raise awareness on accreditation issues in potentially accreditable institutions in Rwanda 

	3
	Assessments 
	
	
	

	3.1
	Pre-peer assessment of TBS Product Certification Scheme in preparation for the Peer Assessment
	August 2008
	Dar es Salaam, Tanzania 
	To prepare for peer evaluation and test the peer assessment procedures 

	3.2
	Assessment of KEBS Certification body Management system as per 17021 standard 
	May 2008
	Nairobi Kenya 
	To assess the readiness of KEBS Certification office for accreditation 

	3.3
	KENAS Pre-Peer Evaluation Assessment
	November 2008
	Nairobi
	To assessment by PTB Expert Peer-Evaluation Assessor and to facilitate establishment of the readiness of KENAS for Peer Assessment

	4
	Commemoration 
	
	
	

	4.1
	Marked the International Accreditation Day
	June 2008
	All EAC Partner states 
	First Commemoration of the International Accreditation day 


� EMBED Word.Document.8 \s ���





� EMBED Word.Document.8 \s ���





� EMBED Word.Document.8 \s ���





� EMBED Word.Document.8 \s ���





� EMBED Word.Document.8 \s ���








� Continuous means that the activity will be undertaken based on availability of opportunities for observations of Accreditation Assessment in the region. 
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