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	Case-No:

Assessor:
	



Assessment Report 
on the requirements of DIN EN ISO 15189 : 2007
	 FORMCHECKBOX 
  Initial accreditation
	 FORMCHECKBOX 
  Surveillance of accreditation

	 FORMCHECKBOX 
  Reaccreditation
	 FORMCHECKBOX 
  Extension of accreditation

	Date of the assessment:
	

	Address of the medical 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
	


	4
	Compliance with the management requirements
	Appraisel1)

	4.12)
	Organisation
	 FORMCHECKBOX 
 S3)
	1
	2
	3
	4

	LA
	Legally responsible entity: 
	
	
	
	

	
	Liability insurance including financial losses and damages

(Insurance company and no. of insurance certificate):
	
	
	
	

	
	Activities outside the facilities of the laboratory: 
	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	
	
	
	

	
	Technical management:
	
	
	
	

	
	Deputy: 
	
	
	
	

	
	Quality manager:
	
	
	
	

	
	Deputy:
	
	
	
	

	
	4)

	4.2
	Quality management system
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.3
	Document control
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.4
	Review of contracts
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	
	
	Appraisal

	4.5
	Examination by referral laboratories
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.6
	External services and supplies
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.7
	Advisory services
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.8
	Resolution of complaints
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.9
	Identification and control of nonconformities
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	

	4.10
	Corrective action
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	

	4.11
	Preventive action
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	

	
	Appraisal

	4.12
	Continual improvement
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.13
	Quality and technical records
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.14
	Internal Audits
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	

	4.15
	Management review
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA


	
	
	
	
	


	5
	Compliance with technical requirements
	Appraisal

	5.1
	Personnel
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	

	5.2
	Accommodation and environmental conditions
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A


	
	
	
	
	

	5.3
	Laboratory equipment
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A


	
	
	
	
	

	5.4
	Pre-examination procedures
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	

	5.5.
	Examination procedures
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A


	
	
	
	
	

	5.6
	Assuring quality of examination procedures
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	A


	
	
	
	
	

	5.7
	Post-examination procedures
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	

	5.8
	Reporting of results
	 FORMCHECKBOX 
 S
	1
	2
	3
	4

	LA+A


	
	
	
	
	


	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)

	

	Compliance of requirements of the RiLiBÄK or evaluation of the participation in external

quality management methods (e.g. proficiency testing ,interlaboratory comparisons)

	 FORMCHECKBOX 
  Yes
	 FORMCHECKBOX 
  No
	 FORMCHECKBOX 
  Not applicable

	

	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:
	 FORMCHECKBOX 
 Lead assessor
	 FORMCHECKBOX 
 Case manager

	Place / Date:
	
	
	Signature:
	
	

	
	
	
	Name in plain writing:
	
	Stamp

	


1) 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 (clauses 4 and 5).


3) S = Focus for the subsequent assessment visit.


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