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	DAC-70-02/F32

Quality Document Review & Assessment 
Checklist

"General Requirements for Bodies Operating Product Certifications System"


ISO/IEC GUIDE 65: 1996



Dubai Accreditation Center- Dubai Municipality

This document is used by Dubai Accreditation Center (DAC)- Dubai Municipality and applicants for certification body accreditation to conduct an ISO/IEC GUIDE 65:1996 quality document review, and as an assessment checklist during the assessment process.

Instructions

Applicant Certification Body:

The applicant shall complete the column "Your Document" by referencing its document that shows they are compliant with the specific requirement.  This reference should indicate the document name, page and/or clause(s) in which the compliance can be confirmed.  The form and all documentation referenced on the checklist should then be forwarded to the Head of Accreditation Decisions Section- Dubai Accreditation Center.  

The clauses of ISO/IEC GUIDE 65: 1996 are paraphrased in this document, and do not necessarily reflect the complete requirements.  The certification body shall refer to the standard for the exact and complete wordings and prove compliance with the full requirements as stated in the ISO/IEC GUIDE 65:1996 in their entirety.  

Wherever it is mentioned in the standard that a procedure is required, that procedure shall be in the format of a separate document having the following headings as a minimum:

(1) Purpose, (2) Scope, (3) References, (4) Definitions, (5) Responsibilities, (6) Procedure, and (7) Records

DAC Assessor Document Review:

The DAC assessor is responsible for doing a document review using the checklist and references given by the certification body.  The lead assessor shall confirm the documentation’s compliance with the requirements of ISO/IEC GUIDE 65:1996, and indicate the certification body’s compliance in the "Document Compliance" Yes and No columns of the form.  The assessor can use the Notes column to define any non-compliance, observations, need for further investigations at time of assessment, and positive comments.

DAC Assessor Assessment Visit:

The DAC assessor is responsible for completing the checklist by indicating the certification body’s compliance in practice to its own policies and procedures, and the requirements of ISO/IEC GUIDE 65:1996.  The certification body’s compliance shall be indicated in the Assessment Compliance Yes and No columns, and comments on compliance, nonconformance, and observations shall be documented in the Notes column.

Applicant Information

	Certification body Name
	

	Address
	

	Phone


	

	FAX


	

	Contact Person


	

	Date Form Completed


	

	Form Completed by


	

	Signature


	

	Date filled form received by DAC*:
	


DAC Review of Document Compliance

	Name of Assessor


	

	Starting Date*:
	

	Completion Date*: 


	

	Signature


	


DAC Review of Assessment Compliance

	Name of Assessor


	

	Date Form Completed


	

	Signature


	


* To be filled by Accreditation Decisions Section

* To be filled by the assessor

	no
	Requirement
	Your Document

(Doc. Ref./Clause No.)
	Document COMPLIANCE
	assessment COMPLIANCE

	
	
	
	Y
	N
	NOTES
	Y
	N
	REMARKS/OBJECTIVE EVIDENCE

	4
	Certification Body
	
	
	
	
	
	
	

	4.1 
	General Provisions
	
	
	
	
	
	
	

	4.1.1
	The certification body shall ensure:
	
	
	
	
	
	
	

	a)
	Using of the principal policies and procedures in a non-discriminatory manner
	
	
	
	
	
	
	

	b)
	Making the services of the certification body available to all applicants
	
	
	
	
	
	
	

	c)
	No undue financial and other conditions for applicants 
	
	
	
	
	
	
	

	d)
	Having evaluation of the applicant’s products against criteria outlined in specified standards
	
	
	
	
	
	
	

	4.2
	Organization
	
	
	
	
	
	
	

	4.2.1
	The certification body shall:
	
	
	
	
	
	
	

	a)
	Be impartial
	
	
	
	
	
	
	

	b)
	Be responsible for decisions relating to granting, maintaining, extending, suspending and withdrawing of certification
	
	
	
	
	
	
	

	c)
	Have management with identified overall responsibility
	
	
	
	
	
	
	

	d)
	Have documents demonstrating it as a legal entity
	
	
	
	
	
	
	

	e)
	Have documented structure (management committee) of the certification body including provisions to ensure impartiality of the operations
	
	
	
	
	
	
	

	f)
	Ensure that decision on certification taken by persons different from those who carried out the evaluation
	
	
	
	
	
	
	

	g)
	Have rights and responsibilities relevant to certification activities
	
	
	
	
	
	
	

	h)
	Have adequate arrangements to cover of liabilities arising from operations and activities
	
	
	
	
	
	
	

	i)
	Have financial stability and resources
	
	
	
	
	
	
	

	j)
	Employ a sufficient number of personnel having the necessary education, training, technical knowledge and experience
	
	
	
	
	
	
	

	k)
	Ensure availability of a quality system
	
	
	
	
	
	
	

	l)
	Have policies and procedures that distinguish between product certification and any other activities of the certification body
	
	
	
	
	
	
	

	m)
	Be free from any commercial, financial and other pressures
	
	
	
	
	
	
	

	n)
	Have formal rules and structures for the appointment and operation of any committees which are involved in the certification process, which shall be free of any commercial, financial and other pressures and provide a balance of interests 
	
	
	
	
	
	
	

	o)
	Ensure that activities of related bodies do not affect the confidentiality, objectivity and impartiality of the certification body
	
	
	
	
	
	
	

	p)
	Not supply or design products of the type it certifies
	
	
	
	
	
	
	

	q)
	Not give advice or provide consultancy services to the applicant as to methods of dealing with matters which are barriers to the certification requested 
	
	
	
	
	
	
	

	r)
	Not provide any other products or services which could compromise the confidentiality, objectivity or impartiality of its certification process and decisions
	
	
	
	
	
	
	

	s)
	Have policies and procedures for the resolution of complaints, appeals and disputes received about the handling of certification
	
	
	
	
	
	
	

	4.3
	Operations
	
	
	
	
	
	
	

	4.3.1
	· The certification body shall evaluate conformance with the relevant product standards according to the requirements of the specific product certification system


	
	
	
	
	
	
	

	4.3.2
	The certification body shall specify the relevant standards and requirements which form the basis for the applicable certification system
	
	
	
	
	
	
	

	4.4
	Subcontracting
	
	
	
	
	
	
	

	4.4.1
	The certification body shall provide proper documented agreement covering the arrangements including confidentiality and conflict of interest.
	
	
	
	
	
	
	

	4.4.2
	Responsibility of the certification body for such subcontracted work maintaining its responsibility for granting, maintaining, extending, suspending or withdrawing certification
	
	
	
	
	
	
	

	4.4.3
	The certification body shall: 
	
	
	
	
	
	
	

	a)
	Ensure the competence of the subcontracted body or person
	
	
	
	
	
	
	

	b)
	Ensure impartiality of the subcontracted body or person
	
	
	
	
	
	
	

	c)
	Obtain the applicant’s consent for subcontracting
	
	
	
	
	
	
	

	4.5
	Quality System
	
	
	
	
	
	
	

	4.5.1
	The policy for quality and the objectives for and commitment, to quality is defined and documented by management
	
	
	
	
	
	
	

	4.5.2
	Maintenance of the quality policy at all levels of the organization is presented 
	
	
	
	
	
	
	

	4.5.3
	Operation of a quality system pursuant to DIN EN 45011 and corresponding with the contents and appropriate for the type, range and volume of the work performed, available for use by the certification body staff
	
	
	
	
	
	
	

	4.5.4
	The certification body shall ensure effective implementation of the procedures documented in the quality system
	
	
	
	
	
	
	

	4.5.5
	Have a quality manager (however named) who is responsible for:

- Ensuring that a quality system is established, implemented and maintained 

- Reporting to the certification body’s management
	
	
	
	
	
	
	

	4.5.6
	The Certification Body’s quality system policies and objectives shall be defined in a quality manual (however named).
	
	
	
	
	
	
	

	4.5.7
	The quality manual shall include at least the following:
	
	
	
	
	
	
	

	a)
	A quality policy statement
	
	
	
	
	
	
	

	b)
	The names, qualifications, experience and terms of reference of the senior executive and other certification personnel
	
	
	
	
	
	
	

	c)
	An organization chart showing lines of authority


	
	
	
	
	
	
	

	e)
	Description of the organization of the certification body, including details of the management
	
	
	
	
	
	
	

	f)
	The policy and procedures for conducting management reviews
	
	
	
	
	
	
	

	g)
	Administrative procedures including document control
	
	
	
	
	
	
	

	h)
	The operational and functional duties and services pertaining to quality
	
	
	
	
	
	
	

	i)
	The rules and procedures for the recruitment, selection and training of certification body personnel and monitoring their performance
	
	
	
	
	
	
	

	j)
	A list of its approved subcontractors and the procedures for assessing, recording and monitoring their competence
	
	
	
	
	
	
	

	k)
	Procedures for handling non-conformities and for assuring the effectiveness of any corrective and preventive actions taken
	
	
	
	
	
	
	

	l)
	Procedures for evaluating products and implementing the certification process, including:

 – Conditions for issue, retention and withdrawal
 of certification documents
– controls over the use and application of
 documents employed in the certification of products
	
	
	
	
	
	
	

	m)
	Policy and procedure for dealing with appeals, complaints and disputes
	
	
	
	
	
	
	

	n)
	Procedures for conducting internal audits, based on the provisions of ISO 10011-1


	
	
	
	
	
	
	

	4.6
	Conditions and procedures for granting, maintaining, extending, suspending and withdrawing certification
	
	
	
	
	
	
	

	4.6.1
	The certification body shall specify the conditions for granting, maintaining and extending certification and the conditions for reducing, suspending or withdrawing certification partially or in total 
	
	
	
	
	
	
	

	4.6.2
	The certification body shall have procedures to re-evaluate in the event of changes, if the product no longer complies with the requirements of the certification system 
	
	
	
	
	
	
	

	4.7
	Internal audits and management reviews
	
	
	
	
	
	
	

	4.7.1
	Conducting periodic internal audits covering all procedures in a planned and systematic manner, to verify that the quality system is implemented and is effective
	
	
	
	
	
	
	

	4.7.2
	Personnel responsible for the area audited are informed of the outcome of the audit
	
	
	
	
	
	
	

	4.7.3
	Corrective action is taken in a timely and appropriate manner
	
	
	
	
	
	
	

	4.7.4
	The results of the audit are documented
	
	
	
	
	
	
	

	4.7.5
	The body’s management shall review of the quality system periodically to ensure continuing suitability and effectiveness in satisfying the requirements of the DIN EN 45011 standard relating to the stated quality policy and objectives and records of such review shall be maintained
	
	
	
	
	
	
	

	4.8
	Documentation
	
	
	
	
	
	
	

	4.8.1
	The following documents shall be updated and available:
	
	
	
	
	
	
	

	a)
	Authorization of the certification body
	
	
	
	
	
	
	

	b)
	Statement of its product certification system, including the rules and procedures according to Section 4.6
	
	
	
	
	
	
	

	c)
	Information about the evaluations procedures and certification process related to each product certification system
	
	
	
	
	
	
	

	d)
	Details on the means by which the organization obtains financial support and general information on the fees charged to the applicants and to suppliers of certified products
	
	
	
	
	
	
	

	e)
	Rights and duties of applicants and suppliers of certified products, including requirements, restrictions or limitations on the use of the certification body’s logo and the ways of referring to the certification granted
	
	
	
	
	
	
	

	f)
	Procedures for handling complaints, appeals and disputes
	
	
	
	
	
	
	

	g)
	A directory of certified products and their suppliers
	
	
	
	
	
	
	

	4.8.2
	The certification body shall control all documents and data related to its certification function
	
	
	
	
	
	
	

	4.8.3
	The new / updated documents shall be reviewed and approved by authorized person
	
	
	
	
	
	
	

	4.8.4
	A listing of all appropriate documents with the respective issue and/or amendment status identified shall be maintained
	
	
	
	
	
	
	

	4.8.5
	The distribution of all such documents shall be controlled to ensure that appropriate documentation is available 
	
	
	
	
	
	
	

	4.9
	Records
	
	
	
	
	
	
	

	4.9.1
	A record system to suit the particular circumstances and comply with existing regulations shall be maintained 
	
	
	
	
	
	
	

	4.9.2
	· The records shall demonstrate that certification procedures have been effectively fulfilled, documents have been identified, managed and disposed of to ensure the integrity of the process and the confidentiality of the information 
	
	
	
	
	
	
	

	4.9.3
	The certification body shall have a policy and procedures for determining a retention periods of the records. 
	
	
	
	
	
	
	

	4.9.4
	The certification body shall have principal policy and procedures concerning access to these records consistent with Section 4.10.1
	
	
	
	
	
	
	

	4.10
	Confidentiality 
	
	
	
	
	
	
	

	4.10.1
	Adequate arrangements consistent with applicable laws and regulations to safeguard confidentiality at all levels of its organization, including committees, external bodies and individuals shall be available
	
	
	
	
	
	
	

	4.10.2
	· Information about a product or supplier shall not be disclosed to a third party without the written consent of the supplier
	
	
	
	
	
	
	

	4.10.3
	The supplier shall be informed if the law requires information to be disclosed to a third party about a product or supplier
	
	
	
	
	
	
	

	5
	Certification body personnel 
	
	
	
	
	
	
	

	5.1
	General
	
	
	
	
	
	
	

	5.1.1
	The personnel of the certification body shall be competence for the functions they perform
	
	
	
	
	
	
	

	5.1.2
	Clearly documented and updated instructions shall be available to the personnel describing their duties and responsibilities
	
	
	
	
	
	
	

	5.2
	Qualification Criteria
	
	
	
	
	
	
	

	5.2.1
	Definition of the minimum relevant criteria for the competence of the personnel
	
	
	
	
	
	
	

	5.2.2
	Contracts signed by the personnel involved in the certification process committing them to:
	
	
	
	
	
	
	

	a)
	Comply with all rules defined
	
	
	
	
	
	
	

	b)
	Declare any prior and / or present association with a supplier or a designer of products to the evaluation or certification of which they are to be assigned
	
	
	
	
	
	
	

	5.2.3
	Ensuring and documenting the fulfilment of all requirements of DIN EN 45011 by the contracted personnel or their employer
	
	
	
	
	
	
	

	5.2.4
	Up-to-date records of the qualifications, training and experience of each member of the personnel involved in the certification process shall be kept, in particular the following:
	
	
	
	
	
	
	

	a)
	Name and address
	
	
	
	
	
	
	

	b)
	Organization affiliation and position held


	
	
	
	
	
	
	

	c)
	Educational qualification and professional status
	
	
	
	
	
	
	

	d)
	Experience and training in the professional field
	
	
	
	
	
	
	

	e)
	Date of the most recent updating of these records
	
	
	
	
	
	
	

	f)
	Performance appraisal
	
	
	
	
	
	
	

	6
	Change in the certification requirements
	
	
	
	
	
	
	

	6.1
	The certification body shall:
	
	
	
	
	
	
	

	a)
	Notice of any changes in the requirements for certification intended
	
	
	
	
	
	
	

	b)
	Take into account views expressed by interested parties upon deciding on changes
	
	
	
	
	
	
	

	c)
	Verify of each supplier having made any necessary adjustments within a defined period of time
	
	
	
	
	
	
	

	7
	Appeals, complaints and disputes
	
	
	
	
	
	
	

	7.1
	Procedures for handling appeals, complaints and disputes shall be available (see also Points 4.2 and 4.8)
	
	
	
	
	
	
	

	7.2
	Each certification body shall keep a record of all appeals, complaints and disputes and remedial actions
	
	
	
	
	
	
	

	7.3
	Taking appropriate subsequent actions and their effectiveness
	
	
	
	
	
	
	

	8
	Application for certification
	
	
	
	
	
	
	

	8.1
	Information on the procedure
	
	
	
	
	
	
	

	8.1.1
	Providing applicants with an up-to-date detailed description of the evaluation and certification procedures, appropriate to each certification scheme
	
	
	
	
	
	
	

	8.1.2
	Providing the documents containing the requirements for certification, the applicant’s rights and duties of suppliers which have certified products as well as fees (by applicants and suppliers)
	
	
	
	
	
	
	

	8.1.3
	The certification body shall require the following criteria from the supplier:
	
	
	
	
	
	
	

	a)
	Compliance with the relevant provisions of the certification programme
	
	
	
	
	
	
	

	b)
	Making all necessary arrangements for the conduct of the evaluation, including provisions for examining documentation and access to all areas, records and personnel
	
	
	
	
	
	
	

	c)
	Making claims regarding Certification only in respect of the scope for which certification has been granted
	
	
	
	
	
	
	

	d)
	Ensuring that no unauthorized or misleading use of product certification
	
	
	
	
	
	
	

	e)
	Discontinuing the use of all advertising matter that contains any reference to certification and return certification documents upon suspension or cancellation of certification
	
	
	
	
	
	
	

	f)
	Use of certification only to indicate that products are certified as being in conformity with specified standards
	
	
	
	
	
	
	

	g)
	No misleading use of certificates or reports (nor any parts thereof)
	
	
	
	
	
	
	

	h)
	Compliance with the requirements of the certification body in making reference to its product certification in communication media (advertising materials, brochures etc)
	
	
	
	
	
	
	

	8.1.4
	Providing explanation to the applicant when the desired scope of certification is related to a specific system or type of system
	
	
	
	
	
	
	

	8.1.5
	Providing additional application information to the applicant (if requested))
	
	
	
	
	
	
	

	8.2
	Application
	
	
	
	
	
	
	

	8.2.1
	The certification body shall require the completion of an official application form, signed by a duly authorized representative of the applicant with:
	
	
	
	
	
	
	

	a)
	The scope of the desired certification
	
	
	
	
	
	
	

	b)
	A statement that the applicant agrees to comply with the requirements for certification and to supply any information needed to evaluate products to be certified
	
	
	
	
	
	
	

	8.2.2
	The applicant, as a minimum, shall provide the following information:
	
	
	
	
	
	
	

	a)
	Corporate entity, name, address and legal status
	
	
	
	
	
	
	

	b)
	A definition of the products to be certified, the certification system and the standards against which each product is to be certified, if known to the applicant
	
	
	
	
	
	
	

	9
	Preparation for evaluation
	
	
	
	
	
	
	

	9.1
	Conducting and maintaining a record of a review of the application for certification by the certification body to ensure the following:
	
	
	
	
	
	
	

	a)
	Clear definition, documentation and understanding of the requirements of certification
	
	
	
	
	
	
	

	b)
	Resolving any difference in understanding between the certification body and the applicant
	
	
	
	
	
	
	

	c)
	Capability of the certification body to perform the certification service with respect to the scope of the certification sought, the location of the applicant’s operations and any special requirements such as the language used by the applicant
	
	
	
	
	
	
	

	9.2
	The certification body shall prepare a plan for its evaluation activities
	
	
	
	
	
	
	

	9.3
	The certification body shall assign qualified and impartial personnel
	
	
	
	
	
	
	

	9.4
	Providing the personnel with the appropriate working documents (for the evaluation)
	
	
	
	
	
	
	

	10
	Evaluation
	
	
	
	
	
	
	

	
	The certification body shall evaluate the products against the standards covered by the scope defined in its application against all certification criteria (according to the rules of the certification programme)
	
	
	
	
	
	
	

	11
	Evaluation Report
	
	
	
	
	
	
	

	11.1
	Reporting procedures that suit the needs of the certification body and ensure the following:
	
	
	
	
	
	
	

	a)
	Personnel appointed provide a report of findings as to the conformity with all the certification requirements
	
	
	
	
	
	
	

	b)
	Prompt handing over of the report to the applicant (with all non-conformities)
	
	
	
	
	
	
	

	11.2
	Repeat of the necessary parts of the evaluation procedure upon verification of remedial action having been taken within a specified time limit
	
	
	
	
	
	
	

	12
	Decision on certification
	
	
	
	
	
	
	

	12.1
	The decision shall be taken by the certification body on the basis of the information gathered during the evaluation process
	
	
	
	
	
	
	

	12.2
	No delegation of authority for granting, maintaining, extending, suspending or withdrawing certification to an outside person or body
	
	
	
	
	
	
	

	12.3
	Provision to supplier of certification documents, signed by an officer assigned such responsibility, with details of the following identification:
	
	
	
	
	
	
	

	a)
	Name and address of the supplier whose products are the subject of certification
	
	
	
	
	
	
	

	b)
	The scope of the certification granted, including, as appropriate, the products certified, appropriate product standards and the applicable certification system
	
	
	
	
	
	
	

	c)
	The effective date of certification and the term of certification, if applicable
	
	
	
	
	
	
	

	12.4
	Decision by the certification body to determine the sufficient evaluation procedure appropriate following an application for amendment of the scope of certification
	
	
	
	
	
	
	

	12.5
	The certification body shall ensure conducting the evaluation procedure according to the decision taken
	
	
	
	
	
	
	

	13
	Surveillance
	
	
	
	
	
	
	

	13.1
	Existence of documented procedures to enable surveillance to be carried out in accordance with the criteria applicable to the relevant certification system
	
	
	
	
	
	
	

	13.2
	The certification body shall require the supplier to inform it about changes (according to Section 4.6.2 c of the EN 45011 standard) e.g. on planned modifications of the product, the manufacturing process and its quality system with an effect on the conformity of the product
	
	
	
	
	
	
	

	13.3
	Determination by the certification body of required further investigations due to the announced changes, ensuring that the supplier does not release certified products after their change without the approval of the certification body
	
	
	
	
	
	
	

	13.4
	The certification body shall document the surveillance activities
	
	
	
	
	
	
	

	13.5
	Periodic evaluation of the marked products, bearing the mark of the certification body to confirm that they continue to conform to the standards
	
	
	
	
	
	
	

	14
	Use of licenses, certificates and marks of conformity
	
	
	
	
	
	
	

	14.1
	Control of ownership, use and display of licenses, certificates and marks of conformity; (ISO/IEC Guide 23 may be used for guidance)
	
	
	
	
	
	
	

	14.2
	Monitoring adherence to these regulations
	
	
	
	
	
	
	

	14.3
	Dealing with incorrect references to the certification system or misleading use of licenses, certificates or marks found in advertisements, catalogues etc  (action possible according to ISO Guide 27: corrective action, withdrawal of certification, publication of the breach, legal action where relevant)
	
	
	
	
	
	
	

	15
	Complaints to suppliers
	
	
	
	
	
	
	

	15.1
	The certification body shall require the supplier of certified products to:
	
	
	
	
	
	
	

	a)
	Keep a record of all complaints made known to him relating to the product’s compliance with requirements of the relevant standard and to make these records available to the certification body when requested
	
	
	
	
	
	
	

	b)
	Take appropriate action with respect to such complaints and any deficiencies found in products or services that affect compliance with the requirements for certification
	
	
	
	
	
	
	


DM Additional Requirements for Accredited Certification Bodies 

	no
	Requirement
	Your Document

(Doc. Ref./Clause No.)
	Document COMPLIANCE
	assessment COMPLIANCE

	
	
	
	Y
	N
	NOTES
	Y
	N
	NOTES

	1
	The conformity assessment body shall have procedures for maintaining safe working conditions and reporting work-related accidents
	
	
	
	
	
	
	

	2
	The conformity assessment body shall have procedures for handling of toxic wastes in accordance with relevant DM regulations.
	
	
	
	
	
	
	


Other Remarks (To be filled by DAC)
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