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	Case No: 
Assessor: 



Assessment Report 
on the requirements against DIN EN 45011:1998 (ISO/IEC Guide 65:1996)

This form can be used for surveillance visits and extensions of accreditations.
	and on
	


	 FORMCHECKBOX 
  Surveillance of accreditation
	 FORMCHECKBOX 
  Extension of accreditation

	Date of the assessment:
	

	Address of the certification body

	Name 
	

	
	

	Street
	

	Postal Code / Place
	

	Number of staff:
	

	Accreditation at several locations:
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No

	Name of the 
assessed locations
	

	
	

	Street
	

	Postal Code / Place
	

	Assessed area

	

	Details of the assessor

	 FORMCHECKBOX 
  Lead assessor
	 FORMCHECKBOX 
  Assessor
	 FORMCHECKBOX 
  Technical expert
	 FORMCHECKBOX 
  Observer

	Name
	

	Institution
	

	Telephone / Fax 
	

	E-Mail
	


	4
	Certification body (CB)
	Appraisal
)

	4.12)
	General provisions
	 FORMCHECKBOX 
 S3)
	1
	2
	3
	4

	LA4)

+

A

(in point form)


	Non-discriminatory policies and procedures / services accessible to all applicants in the field of operation / no undue financial or other conditions / certification not conditional upon the number of certificates already issued / evaluation of suppliers’ products in specified standards  (pursuant to ISO/IEC Guide 7) (A) / relevant and impartial committees or persons to prepare/change/explain the normative certification basis (A) / publication
	
	
	
	

	
	5)


	4.2
	Organization
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Legal entity: 
	
	
	
	

	
	Reg. no. / at:
	
	
	
	

	
	Third party liability insurance including compensation for personal injury, property 
damage & other risks

(insurance company and insurance certificate no.)
	
	
	
	

	
	Management:
	
	
	
	

	
	Deputy:
	
	
	
	

	
	Quality manager:
	
	
	
	

	
	Deputy:
	
	
	
	

	
	Impartiality / responsibility for decisions on certification / identification of the management with overall responsibility (committee/group/person) / documented evidence of the certification body as legal entity / documented structure to safeguard the impartiality / decisions on certification by person/s independent of the evaluation / rights and responsibilities relevant to the certification activities / arrangements to cover liabilities arising from operations and/or activities / sufficient financial stability and resources / sufficient number of competent personnel / appropriate quality system / distinguishing between product certification and other activities / being free from any commercial, financial and other pressures / rules and structures for the appointment and operation of independent committees involved in the certification process providing a balance of interests / ensuring that related bodies do not affect the confidentiality, objectivity and impartiality of its certifications / no supply or design of products of the type the CB certifies / no advice or consultancy services as to methods of dealing with matters of certification / no activities which could compromise the confidentiality, objectivity and/or impartiality / basic policies for the resolution of complaints, appeals and disputes
	
	
	
	

	zu 4.2


	

	
	Appraisal

	4.3
	Operations
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Evaluation of conformance with the relevant product standards according to the requirements of specific product certification system / specification of the certification basis (scope)
	
	
	
	

	
	

	4.4
	Subcontracting
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Documented agreement covering the arrangements for subcontracting work to external bodies or persons including confidentiality, and conflict of interest / full responsibility of the certification body for subcontracted work and decisions on certification / ensuring the competence and impartiality of the subcontractor / obtaining the applicant’s consent / list of approved subcontractors 
	
	
	
	

	
	

	4.5 
	Quality system 
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Definition and documentation of policy for quality, objectives for quality and commitment to quality by the responsible management / ensuring that the policy is understood, implemented and maintained at all levels of the organization / availability of a documented quality system (in the quality manual, procedures and instructions) / designation of a responsible for the quality system with direct access to the highest level and defined authorities ensuring a quality system adequate to the objectives and in compliance with the DIN EN 45011 (ISO/IEC Guide 65) / reporting to the body’s management on the performance of the quality system / minimum content of the quality manual, especially policies to evaluate products and to conduct the certification procedure
	
	
	
	

	
	

	4.6
	Conditions and procedures for granting, maintaining, extending, suspending and withdrawing certification 
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Specification of conditions and procedures – for the whole scope or parts of the certification / or other conditions such as for a follow-up visit under changed conditions and recommendations for a non-fulfilment of the certification requirements
	
	
	
	

	
	

	
	Appraisal

	4.7
	Internal audits and management reviews
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Conduct of periodic internal and systematic internal audits covering all procedures to verify that the quality system is effective / information of the responsible personnel on the outcome of the audit / taking corrective action in a timely and appropriate manner / documentation of the audit results / records of the periodical evaluation of the quality system to ensure its continuing 
suitability and effectiveness by the responsible management
	
	
	
	

	
	

	4.8
	Documentation
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Preparation, up-dating and making the documentation available on:

authority of the certification body / documented statement of the product certification system / information about the evaluation procedures and the certification process / financing of the certification body, certification fees charged to applicants / rights und duties of applicants and suppliers of certified products / rules on the use of the certificates and the certification body’s logo / procedures for handling complaints / directory of certified products and their suppliers / 
procedures to control all documents and data / listing of all appropriate documents with 
the respective issue and/or amendment status
	
	
	
	

	
	

	4.9
	Records
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Record system to suit the particular circumstances / identification, management and disposal of records ensuring confidentiality and data protection / specified retention time / provisions and procedures on keeping records and making them available
	
	
	
	

	
	

	4.10
	Confidentiality
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Arrangements to safeguard confidentiality within the certification body / procedures to notify the supplier prior to disclosing information to third-parties
	
	
	
	

	
	

	
	Appraisal

	5
	Certification body personnel
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Competence of the personnel, definition of minimum criteria / clearly documented instructions on duties and responsibilities of personnel / contracts signed to comply with the rules defined by the certification body including those relating to confidentiality and independence / details on former and/or present associations with applicants / satisfying all the requirements for personnel 
outlined in DIN EN 45011 / records on qualifications, training and experience / periodical 
performance appraisal
	
	
	
	

	
	

	6
	Changes in the certification requirements
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Giving due notice of any changes the certification body intends to make in its requirements for certification / taking account of views expressed by interested parties / verification that each supplier makes any necessary adjustments in due time
	
	
	
	

	
	

	7
	Appeals, complaints and disputes (ACD)
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Procedures to handle ACD / documentation on ACD, taking remedial and appropriate 
subsequent action and documentation of its effectiveness
	
	
	
	

	
	

	8
	Application for certification
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Provision to applicants of documents and information on the application, evaluation and certification procedure stating the rights of the applicants, the duties of the suppliers of certified products and the fees / certification requirements pursuant to DIN EN 45011 / observation of the certification requirements by the applicants / definition of the certification scope / requesting application documents and their information
	
	
	
	

	
	

	
	Appraisal

	9
	Preparation for evaluation
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Documented review of the application documents / resolving any difference in understanding between the certification body and the applicant / capability of the certification body to perform the certification service with respect to the scope of the certification sought / plan for the evaluation / assignment of independent personnel appropriately qualified for the evaluation / provision of appropriate working conditions 
	
	
	
	

	
	

	10
	Evaluation
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Evaluation of the products of the applicant against the standards covered by the scope and against the rules of the certification scheme
	
	
	
	

	
	

	11
	Evaluation report 
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Certification body report of the assigned personnel to the certification body / promptly submission of a complete report on the evaluation and non-conformities to the applicant / repetition of necessary parts of the initial procedure after remedial action to meet all the requirements by the applicant
	
	
	
	

	
	

	12
	Decision on certification
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Decision on certification based on the evaluation procedure and other relevant information / no delegation of authority to third-parties / provision of signed identifiable certification documents / evaluation procedure in response to an application for amendment to the scope of certification
	
	
	
	

	
	

	13
	Surveillance
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Documented procedure to enable surveillance / procedure for the supplier to inform the CB about changes such as modifications of the product, manufacturing process or quality system which affect the conformity of the product / periodical evaluation of the marked products
	
	
	
	

	
	

	
	Appraisal

	14
	Use of licences, certificates and marks of conformity
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Procedure to exercise control over ownership / use and display of licences, certificates and marks of conformity / suitable action in case of incorrect references
	
	
	
	

	
	

	15
	Complaints to suppliers
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Availability of records to complaints made known to the supplier relating to a product’s compliance with requirements / documentation of the actions taken
	
	
	
	

	
	


	
	Information about activities of the certification body abroad 

	LA
	Countries for which the certificates have been issued by the certification body

	
	

	LA
	Locations (“critical locations”) from which certification activities against DIN EN 45011 (ISO/IEC Guide 65) are conducted in the accredited area or area to be accredited (name and exact address):

	
	


	Fulfilment of imposed conditions and implementation of the corrective actions from the previous assessment

	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Not applicable

	Remarks:


	Recommendations for accepting further areas of certification

	 FORMCHECKBOX 
  As applied
	 FORMCHECKBOX 
  Additional (if necessary, please include attachment)

	

	Witness audits in the context of this assessment

(Submission of the results and evaluation as attachments to the report or later submission to the case manager)

	Assessor:

Certification schemes:



	Communication during the assessment

	Languages of communication:

	Name of the persons, independent of the client, having the knowledge of the local language:

	Remarks to the communication (interviews with staff, evaluation of records in the local language etc.)



	Summary, remarks and improvement potential

	
	· existing accreditations, notifications, approvals and recognitions in the area relevant for accreditation
· appropriateness of personnel and other resources
· meeting additional requirements
· overall impression with respect to the certification body’s particularities, strengths and areas requiring improvement, appraisal of  the appropriateness and effectiveness of the quality system including potential for improvement
· final evaluation

	

	Upon consultation with the assessor, the Lead assessor may make changes or include additional information to the report.


	No. of non-conformities
	Minor:
	
	To be rectified until:
	

	
	Significant:
	
	
	

	
	Major:
	
	
	


	Reductions:



	Conditions imposed:


	Date: 


	

	Focus for the following assessment based on the clauses in the standard:



	Date of the next assessment:
	


	Recommendation on accreditation by the assessor:
	 FORMCHECKBOX 
  Yes 
	 FORMCHECKBOX 
  No 

	Place / Date:
	
	
	Signature:
	
	

	
	
	
	Name in plain writing:
	
	Stamp

	


	Report reviewed by the
	 FORMCHECKBOX 
 Lead assessor
	 FORMCHECKBOX 
 Case manager

	Place / Date:
	
	
	Signature:
	
	

	
	
	
	Name in print:
	
	Stamp

	


�) Grading of the compliance with the requirements of each clause is based on the following:


1	requirements met:		no non-conformity identified


requirements partially met:	minor non-conformity identified


requirements not met:		significant non-conformity identified


requirements not met:		major non-conformity identified





2) This report follows the format of the standard text.


3) S = Focus for the subsequent assessment visit


4) The allocation of „LA“ or „A“ is a recommendation for the task distribution during joint assessments.


5) Comment and explanations to implement the particular standard requirement, where appropriate stating the objective �   evidence and reviewed documents
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