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	Case-No:

Assessor:
	



Assessment Report
on the requirements of DIN EN ISO/IEC 17025:2005

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 testing laboratory

	Name 
	

	Street
	

	Code / Place
	

	Accreditation at several locations:
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No

	Name of the 
assessed locations
	

	
	

	Street
	

	Code / Place
	

	Assessed area

	

	Details of the assessor

	 FORMCHECKBOX 
  Lead assessor
	 FORMCHECKBOX 
  Assessor
	 FORMCHECKBOX 
  Technical expert
	 FORMCHECKBOX 
  Observer

	Name
	

	Institution
	

	Telephone / Fax
	

	E-Mail
	


	
	Compliance with the management requirements
	 FORMCHECKBOX 
 S2)
	Appraisal3)

	4.11)
	Organisation
	1
	2
	3
	4

	LA
	Legally responsible entity: 
	
	
	
	

	
	Reg. No. / at:
	
	
	
	

	
	Liability insurance including financial losses and damages

(Insurance company and no. of insurance certificate):
	
	
	
	

	
	Activities outside the permanent facilities
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	
	
	
	

	
	Technical management:
	
	
	
	

	
	Deputy: 
	
	
	
	

	
	Quality manager:
	
	
	
	

	
	Deputy:
	
	
	
	

	
	Avoiding conflicts of interests / freedom from any undue internal and external commercial, financial and other pressures / protection of the customers’ confidential information and proprietary rights / provisions for the organization and management structure of the laboratory / responsibility, authority and interrelationships of all personnel / adequate supervision of the personnel / establishment of appropriate communication processes
	
	
	
	

	
	4)


	4.2
	Management system / management system related to quality
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Appropriateness of the management system / quality manual / quality policy and objectives of the management system / commitment to good professional practice, to the quality and to the continual improvement / statement of the laboratory’s standard of service / existence of supporting and technical procedures / roles and responsibilities of technical management and the quality manager / significance of customers’ requirements / integrity with changes to the management system
	
	
	
	

	
	

	
	Appraisal

	4.3
	Document control
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Procedure to control all documents
	
	
	
	

	
	

	4.4
	Review of requests, tenders and contracts
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Procedures for the review of requests, tenders and contracts / selection of the appropriate test methods, if applicable considering subcontracting / making records / communication with the customer in case of deviations from the contract
	
	
	
	

	
	

	4.5
	Subcontracting of tests and calibrations
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Reasons for subcontracting / competence of the subcontractor / advising the customer of the arrangement in writing and, when appropriate, gain the approval of the customer / responsibility to the customer for the subcontractor’s work / register of all subcontractors
	
	
	
	

	
	

	4.6
	Purchasing services and supplies
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Policy and procedure(s) for the selection, purchasing and use of services, reagents and consumables / inspection before use / evaluation of suppliers / list of approved suppliers / policy and procedure for the release of purchased services and supplies
	
	
	
	

	
	

	4.7
	Service to the customer
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Cooperation / clarification of the request / providing reasonable access to the customer / feedback from the customers / policy and procedure for the preparation, packaging and dispatch of samples/test items
	
	
	
	

	
	

	
	Appraisal

	4.8
	Complaints
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Policy and procedure for the resolutions of complaints / records of complaints, investigations and corrective actions
	
	
	
	

	
	

	4.9
	Controlling of nonconforming testing and/or calibration work
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Responsibilities and authorities for the management of nonconforming work / evaluation, correction taken and decisions about the acceptability of nonconforming work / notification to the 
customer, recall of work / authorization for the resumption of work
	
	
	
	

	
	

	4.10
	Improvement
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Use and appraisal of: quality policy, quality objectives, audit results, analysis of data, 
corrective and preventive actions and management review
	
	
	
	

	
	

	4.11
	Corrective action
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Policy, procedure(s) and authorities for the implementation / investigation of the root cause(s) of the problem / selection, implementation and monitoring / additional audits
	
	
	
	

	
	

	4.12
	Preventive action
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Identification of needed improvements and potential sources of nonconformities / initiation of actions and controls that they are effective
	
	
	
	

	
	


	
	Appraisal

	4.13
	Control of records
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Procedures for identification, collection, indexing, access, filing, storage, maintenance and 
disposal of quality and technical records / records of internal audits, management reviews, 
corrective and preventive actions / retention times of records / retention of original observations and derived data (technical records) / records to be held secure and in confidence / protection and back-up of records stored electronically / identification of mistakes in records (also in the case of records stored electronically)
	
	
	
	

	
	

	4.14
	Internal audits
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Internal audit programme of all elements of the management system / audits to be carried out by trained and qualified personnel independent of the activity to be audited / records of areas of activity audited, audit findings and corrective actions / verification and records of the implementation of the effectiveness of the corrective actions / procedure in case of doubts on the effectiveness of the operations or on the correctness or validity of the test or calibration results and, where appropriate notification of the customers
	
	
	
	

	
	

	4.15
	Management reviews
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA
	Schedule and procedure to review the management system and the testing and/or calibration activities / review of the suitability and effectiveness
	
	
	
	

	
	


	
	Compliance with technical requirements
	 FORMCHECKBOX 
 S
	Appraisal

	5.2
	Personnel
	1
	2
	3
	4

	LA+A
	Competence of the personnel and appropriate supervision / goals with respect to the education, training and skills; identification of the training needs / effectiveness of the training actions / use of employed and contracted personnel / current job descriptions / authorizations, technical competence, educational and professional qualifications, training, skills and experience
	
	
	
	

	
	

	5.3
	Accommodation and environmental conditions
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Laboratory facilities, accommodation and environmental conditions; documentation of requirements / measures to prevent cross-contamination / provisions for access and use of areas / good housekeeping
	
	
	
	

	
	

	5.4
	Test and calibration methods and method validation
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Available and accessible instructions on the use and operation of all relevant equipment / appropriateness of test and/or calibration methods including methods for sampling / suitability and validation of laboratory-developed methods or methods adopted by the laboratory / confirmation of the laboratory that it can properly operate standard methods (where appropriate after verification) / introduction according to schedule of test and calibration methods developed by the laboratory for its own by qualified personnel equipped with adequate resources / use of non-standard methods and their validation / validation of standard methods used outside their intended scope / procedure to estimate the uncertainty of measurement; documentation of all components of the budget of uncertainty of measurement / documentation and validation of computer or automated equipment software developed by the user / protection of integrity and confidentiality of data
	
	
	
	

	
	

	
	Appraisal

	5.5
	Equipment
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Furnishing with all items of sampling, measurement and test equipment / unique identification and operation by authorized personnel / records of each significant item of equipment and its software / procedure for defective equipment
	
	
	
	

	
	

	5.6
	Measurement traceability
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Programme and procedure for calibration equipment, as well as calibration and handling of reference standards / traceability of reference materials to SI units or certified reference materials / intermediate checks according to defined procedures and schedules
	
	
	
	

	
	

	5.7
	Sampling
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Availability of a sampling plan and procedures for sampling and on-site / records of deviations, additions and exclusions
	
	
	
	

	
	

	5.8
	Handling of test and calibration items
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A
	Procedures for the transportation, receipt (including technical check for incoming items), 
handling, protection, storage, retention and/or disposal of test and/or calibration items / 
provisions to protect the integrity of the test or calibration item, the interests of the laboratory and the customer / system for identifying test items

The handling of the laboratory with deviating samples and the corresponding characterization by a disclaimer in test reports have to be assessed (see KRI-AK-PL_e).
	
	
	
	

	
	

	
	Appraisal

	5.9
	Assuring the quality of test and calibration results
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Quality control procedures for monitoring the validity of tests and calibrations / application of statistical techniques to the reviewing of the results / use of certified reference materials and/or internal quality control materials / replicate tests or calibrations using the same or different 
methods / retesting or calibration of retained items / participation in interlaboratory comparisons (also in connection with notifications and recognitions in the mandatory area) or proficiency-testing programmes
	
	
	
	

	
	

	5.10
	Reporting the results
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A
	Reporting of results usually in a test report; reporting in a simplified way / test reports to contain all information as required by the standard / interpretation of the test results, and where applicable sampling results and their identification in the test report / documentation of the bases for opinions and interpretations / identification of test results from subcontractors / compliance with the standard requirements for electronically transmitted test results / issue of further documents in the case of amendments to test reports
	
	
	
	

	
	


	Participation in proficiency testing provided in relation to this assessment 

(results and evaluation as attachment to the report or to be submitted to the case manager) 

	

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

	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Not applicable

	Remarks:



	Recommendation for accepting further test methods

	 FORMCHECKBOX 
  as applied
	 FORMCHECKBOX 
  additional (if necessary, please include attachment)

	

	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, certifications, notifications, approvals and recognitions;
· competence of personnel, and appropriateness of environmental conditions, equipment;
· meeting additional requirements;
· overall impression with respect to laboratory’s strengths and areas requiring improvement to appraise 
the appropriateness and effectiveness of the quality system including improvement potential;
· 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 construction of the standard text.



	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

	


1) This report follows the format of the standard text (clauses 4 and 5) in the sections relevant to the accreditation of testing�    laboratories.�2) S = Focus for the subsequent assessment visit


3) 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





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





DAkkS-BA_BG-BT-17025_e / Rev. 0.9
Copyright ( DAkkS 2010
Page 10 of 10

[image: image1.png]