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	Instructions on filling this document

 The Product Certification Body (PCB) personnel should fill it completely and send it to PNAC while submitting the application form and quality system and give cross references to its clauses in the quality manual/ procedures/ forms etc. Please note that only giving reference to a particular procedure may not be sufficient in most of the cases.

PNAC’s Assessors Verification & remarks column will be filled in by the concerned officer in PNAC.



	Name of the PCB: 


	Name of PNAC’s assessor




	ISO/IEC 17065 Clause Ref.
	ISO/IEC 17065 Requirements
	PCB’s Reference to its Quality System Documents (QSD)

	PNAC’s Assessor verification & remarks

	4
	General requirement for Certification Bodies
	
	

	4.1
	Legal and contractual matters
	 
	

	4.1.1
	Legal responsibility - The certification body shall be a legal entity, or a defined part of a legal entity, such that it can be held legally responsible for all its certification activities. 

Note: A governmental certification body is deemed to be a legal entity on
the basis of its governmental status.
	 
	

	4.1.2
	Certification agreement
	
	

	4.1.2.1
	The certification body shall have a legally enforceable agreement for the provision of certification activities to its clients. Certification agreements shall take into account the responsibilities of the certification body and its clients.
	 
	

	4.1.3
	Use of license, certificates and marks of conformity


	
	

	4.1.3 .1
	The certification body shall exercise the control as specified by the certification scheme over ownership, use and display of licenses, certificates, marks of conformity, and any other mechanisms for indicating a product is certified.


	 
	

	4.2
	Management of impartiality


	
	

	4.2.1
	Certification activities shall be undertaken impartially
	
	

	4.2.2
	The certification body shall be responsible for the impartiality of its certification activities and shall not allow commercial, financial or other pressures to compromise impartiality.
	
	

	4.2.3
	The certification body shall identify risks to its impartiality on an ongoing basis. This shall include those risks that arise from its activities, from its relationships, or from the relationships of its personnel (see 4.2.12). However, such relationships may not necessarily present a certification body with a risk to impartiality.


	
	

	4.2.5
	The certification body shall have top management commitment to impartiality.
	
	

	4.3
	Liability and financing


	
	

	4.3.1
	The certification body shall have adequate arrangements (e.g. insurance or reserves) to cover liabilities arising from its operations.
	
	

	4.3.2
	The certification body shall have the financial stability and resources required for its operations.
	
	

	4.4
	Non-discriminatory conditions


	
	

	4.4.1
	The policies and procedures under which the certification body operates, and the administration of them, shall be non-discriminatory. Procedures shall not be used to impede or inhibit access by applicants, other than as provided for in this International Standard.
	
	

	4.4.2
	The certification body shall make its services accessible to all applicants whose activities fall within the scope of its operations.
	
	

	4.5
	Confidentiality


	
	

	4.5.1
	The certification body shall be responsible, through legally enforceable commitments, for the management of all information obtained or created during the performance of certification activities. Except for information that the client makes publicly available, or when agreed between the certification body and the client (e.g. for the purpose of responding to complaints), all other information is considered proprietary information and shall be regarded as confidential. The certification body shall inform the client, in advance, of the information it intends to place in the public domain
	
	

	4.6
	Publicly available information

The certification body shall maintain (through publications, electronic media or other means), and make available upon request, the following:

a) information about (or reference to) the certification scheme(s), including evaluation procedures, rules and procedures for granting, for maintaining, for extending or reducing the scope of, for suspending, for  withdrawing or for refusing certification; 

b) a description of the means by which the certification body obtains financial support and general information on the fees charged to applicants and to clients;

c) a description of the rights and duties of applicants and clients, including requirements, restrictions or limitations on the use of the certification body's name and certification mark and on the ways of referring to the certification granted;

d) information about procedures for handling complaints and appeals.


	
	

	5
	Structural requirements


	 
	

	5.1
	Organizational structure and top management


	
	

	5.1.1
	Certification activities shall be structured and managed so as to safeguard impartiality.


	 
	

	5.1.2
	The certification body shall document its organizational structure, showing duties, responsibilities and authorities of management and other certification personnel and any committees. When the certification body is a defined part of a legal entity, the structure shall include the line of authority and the relationship to other parts within the same legal entity.
	 
	

	5.1.3
	The management of the certification body shall identify the board, group of persons, or person having overall authority and responsibility for each of the following:

a) development of policies relating to the operation of the certification body;

b) supervision of the implementation of the policies and procedures;

c)  supervision of the finances of the certification body;

d) development of certification activities;

e) development of certification requirements;

f) evaluation (see 7.4);

g) review (see 7.5);

h) decisions on certification (see 7.6);

i) delegation of authority to committees or personnel, as required, to  undertake defined activities on its behalf;

j) contractual arrangements;

k) provision of adequate resources for certification activities;

l) responsiveness to complaints and appeals;

m) personnel competence requirements;

n) management system of the certification body (see Clause 8).
	 
	

	5.2
	Mechanism for safeguarding impartiality


	 
	

	5.2.1
	The certification body shall have a mechanism for safeguarding its impartiality. The mechanism shall provide input on the following:
a) the policies and principles relating to the impartiality of its certification activities;

b) any tendency on the part of a certification body to allow commercial or other considerations to prevent the consistent impartial provision of certification activities;

c) matters affecting impartiality and confidence in certification, including openness.

.
	 
	

	6
	Resource requirements


	 
	

	6.1
	Certification body personnel


	 
	

	6.1.1
	General


	 
	

	6.1.1.1
	The certification body shall employ, or have access to, a sufficient number of personnel to cover its operations related to the certification schemes and to the applicable standards and other normative documents. 
	 
	

	6.1.1.2
	The personnel shall be competent for the functions they perform, including making required technical judgments, defining policies and implementing them.
	
	

	6.1.1.3
	Personnel, including any committee members, personnel of external bodies, or personnel acting on the certification body's behalf, shall keep confidential all information obtained or created during the performance of the certification activities, except as required by law or by the certification scheme.
	
	

	6.1.2
	Management of competence for personnel involved in the certification process


	
	

	6.1.2.1
	The certification body shall establish, implement and maintain a procedure for management of competencies of personnel involved in the certification process (see Clause 7). The procedure shall require the certification body to:

a) determine the criteria for the competence of personnel for each function in the certification process, taking into account the requirements of the schemes;

b) identify training needs and provide, as necessary, training programmes on certification processes, requirements, methodologies, activities and other relevant certification scheme requirements;

c) demonstrate that the personnel have the required competencies for the duties and responsibilities they undertake;

d) formally authorize personnel for functions in the certification process;

e) monitor the performance of the personnel.


	
	

	6.2
	Resources for evaluation 


	 
	

	6.2.1
	Internal resources

When a certification body performs evaluation activities, either with its internal resources or with other resources under its direct control, it shall meet the applicable requirements of the relevant International Standards and, as specified by the certification scheme, of other documents. For testing, it shall meet the applicable requirements of ISO/IEC 17025; for inspection, it shall meet the applicable requirements of ISO/IEC 17020; and for management system auditing, it shall meet the applicable requirements of ISO/IEC 17021. The impartiality requirements of the evaluation personnel stipulated in the relevant standard shall always be applicable. 


	 
	

	6.2.2
	External resources (outsourcing)


	 
	

	6.2.2.1
	The certification body shall outsource evaluation activities only to bodies that meet the applicable requirements of the relevant International Standards and, as specified by the certification scheme, of other documents. For testing, it shall meet the applicable requirements of ISO/IEC 17025; for inspection, it shall meet the applicable requirements of ISO/IEC 17020; and for management system auditing, it shall meet the applicable requirements of ISO/IEC 17021. The impartiality requirements of the evaluation personnel stipulated in the relevant standard shall always be applicable
	 
	

	7
	Process requirements


	 
	

	7.1
	General


	 
	

	7.1.1
	The certification body shall operate one or more certification scheme(s) covering its certification activities. 

NOTE 1
The elements of such schemes can be coupled with surveillance of production, or with the assessment and surveillance of the client's management system, or both.

NOTE 2
General guidance on the development of schemes is given in ISO/IEC 17067, in combination with ISO/IEC Guide 28 and ISO/IEC Guide 53. 


	 
	

	7.2
	Application

For application, the certification body shall obtain all the necessary information to complete the certification process in accordance with the relevant certification scheme. 
	 
	

	7.3
	Application review


	 
	

	7.3.1
	The certification body shall conduct a review of the information obtained (see 7.2) to ensure that:

a) the information about the client and the product is sufficient for the conduct of the certification process;

b) any known difference in understanding between the certification body and the client is resolved, including agreement regarding standards or other normative documents;

c) the scope of certification (see 3.10) sought is defined;

d) the means are available to perform all evaluation activities; 

e) the certification body has the competence and capability to perform the certification activity.
	 
	

	7.4
	Evaluation


	 
	

	7.4.1
	The certification body shall have a plan for the evaluation activities to allow for the necessary arrangements to be managed.


	 
	

	7.4.2
	The certification body shall assign personnel to perform each evaluation task that it undertakes with its internal resources (see 6.2.1).


	 
	

	7.5
	Review


	 
	

	7.5.1
	The certification body shall assign at least one person to review all information and results related to the evaluation. The review shall be carried out by person(s) who have not been involved in the evaluation process.


	 
	

	7.6
	Certification decision


	 
	

	7.6.1
	The certification body shall be responsible for, and shall retain authority for, its decisions relating to certification
	 
	

	7.6.2
	The certification body shall assign at least one person to make the certification decision based on all information related to the evaluation, its review, and any other relevant information. The certification decision shall be carried out by a person or group of persons [e.g. a committee (see 5.1.4)] that has not been involved in the process for evaluation (see 7.4).


	 
	

	7.7
	Certification documentation


	 
	

	7.7.1
	The certification body shall provide the client with formal certification documentation that clearly conveys, or permits identification of the following:

a) the name and address of the certification body;

b) the date certification is granted (the date shall not precede the date on which the certification decision was completed);

c) the name and address of the client;

d) the scope of certification (see 3.10);

e) the term or expiry date of certification, if certification expires after an established period;

f) any other information required by the certification scheme
	 
	

	7.8
	Directory of certified products

The certification body shall maintain information on certified products which contains at least the following:

a) identification of the product;

b) the standard(s) and other normative document(s) to which conformity has been certified;

c) identification of the client.

The parts of this information that need to be published or made available upon request in a directory (through publications, electronic media or other means) are stipulated by the relevant scheme(s). As a minimum, the certification body shall provide information, upon request, about the validity of a given certification.


	 
	

	7.9
	Surveillance


	 
	

	7.9.1
	If surveillance is required by the certification scheme, or as specified in 7.9.3 or 7.9.4, the certification body shall initiate surveillance of the product(s) covered by the certification decision in accordance with the certification scheme.

NOTE 1
ISO/IEC 17067 provides examples of surveillance activities in certification schemes.

NOTE 2
The criteria and process for surveillance activities are defined by each certification scheme
	 
	

	7.10
	Changes affecting certification


	 
	

	7.10.1
	When the certification scheme introduces new or revised requirements that affect the client, the certification body shall ensure these changes are communicated to all clients. The certification body shall verify the implementation of the changes by its clients and shall take actions required by the scheme.


	 
	

	7.11
	Termination, reduction, suspension or withdrawal of certification


	 
	

	7.11.1
	When a nonconformity with certification requirements is substantiated, either as a result of surveillance or otherwise, the certification body shall consider and decide upon the appropriate action.

NOTE
Appropriate action can include the following:

a) continuation of certification under conditions specified by the certification body (e.g. increased surveillance);

b) reduction in the scope of certification to remove nonconforming product variants;

c) suspension of the certification pending remedial action by the client;

d) withdrawal of the certification.
	 
	

	7.12
	Records


	 
	

	7.12.1
	The certification body shall retain records to demonstrate that all certification process requirements (those in this International Standard and those of the certification scheme) have been effectively fulfilled (see also 8.4).
	 
	

	7.13
	Complaints and appeals


	 
	

	7.13.1
	The certification body shall have a documented process to receive, evaluate and make decisions on complaints and appeals. The certification body shall record and track complaints and appeals, as well as actions undertaken to resolve them
	 
	

	8
	Management system requirements


	 
	

	8.1
	Options


	 
	

	8.1.1
	General

The certification body shall establish and maintain a management system that is capable of achieving the consistent fulfilment of the requirements of this International Standard in accordance with either Option A or Option B.
	 
	

	8.1.2
	Option A 

The management system of the certification body shall address the following:

· general management system documentation (e.g. manual, policies, definition of responsibilities, see 8.2);

· control of documents (see 8.3);

· control of records (see 8.4);

· management review (see 8.5);

· internal audit (see 8.6);

· corrective actions (see 8.7);

· preventive actions (see 8.8).
	 
	

	8.1.3
	Option B 

A certification body that has established and maintains a management system, in accordance with the requirements of ISO 9001, and that is capable of supporting and demonstrating the consistent fulfilment of the requirements of this International Standard, fulfils the management system clause requirements (see 8.2 to 8.8).

NOTE
Option B is included to enable a certification body which operates a management system in accordance with ISO 9001 to use that system to demonstrate fulfilment of the management system requirements in 8.2 to 8.8 of this International Standard. Option B does not require that the certification body's management system is certified to ISO 9001.
	 
	


*******************

To be filled in during pre-assessment (onsite visit) by PNAC Assessor

	Brief history of the PCB and its legal status

	

	Status of implementation of the standard w.r.t records

	

	Is the PCB having sufficient and trained human resources to carry out its activities?

	

	Recommendation on its preparation for full assessment? 

	

	Are there any major gaps that need to be addressed before initial assessment?

	

	Suggestion on no of man days/ type of team and scope to be assessed

	

	PNAC’s Assessor name & signature
	PCB’s representative

	Date
	Date
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