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COMPOSITION OF THE ASSESSMENT TEAM AND PEOPLE INVOLVED IN THE LABORATORY/CENTRE
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	Role
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	(if present)

	
	Observer
	

	
	
	


	PEOPLE INVOLVED IN THE LABORATORY/CENTRE

	Name
	Role
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	Observer
	

	
	
	


	Initial meeting

	Approval of the programme indicated in MD-09-01-DT (any changes are reported in the annotations)

MD-19
Information on specific risks existing in the workplace and protective measures.

Indicate if: 

(
received before assessment,

(
delivered at the initial meeting (in this case attach it to this checklist) 





Notes:

……………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………..

………………………………………………………………………………………………………………………………


	Measurement Audits/Experimental on-site assessments

	N°
	Name
	Notes (Calibration Certificate where present)
	Personnel involved

	
	
	
	ACCREDIA
	Lat/Centre

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


N.B. Identify the calibrations performed with a number, and report this number at the top of each copy of section 4 of the checklist. 

	Pre-meeting

	Notes:

……………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………..

………………………………………………………………………………………………………………………………

	Final meeting

	Notes:

……………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………..

……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………..…………………………………


	End of assessment

	Fill out the section of MD-09-03-DT "Feedback section of the assessment"
	

	Send all material to ACCREDIA DT: DT Mod-014, MD-09-03-DT and attachments, DT - Mod-007 where applicable.
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ReqACC
	ASSESSMENTS
	RMQ
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	COMMENTS
evidences
	R

	
	Preliminary Assessments
	
	
	

	4.11.3

RG-13


	How many findings in the quality manual (MD-08-01-DT have not been treated satisfactorily? [Report details in section 6]
	
	
	

	4.11.3

RG-13


	How many findings in the technical procedures (MD-08-01-DT) have not been treated satisfactorily? [Check with  Technical Assessor and Report the details in sec. 7]
	
	
	

	RG-13


	How many findings in the Measurement Comparisons or in the Measurement Audit Certificates (RT/MD-08-01-DT) have not been treated satisfactorily? [Check with  Technical Assessor and Report the details in  sec. 6]
	
	
	

	4.11.3

RG-13


	How many treatments following the findings of the last VI have been implemented effectively? [Report the details in section 6]
	
	
	

	IO-09-01-DT 
	Have quarterly reports been sent on certificates issued?
	
	
	

	IO-09-01-DT
	How many ACCREDIA calibration certificates have been issued in the last year?
	
	
	

	IO-09-01-DT
	How many calibration reports out of accreditation (without mark) were issued in the last year for activities falling within the scope of accreditation?
	
	
	

	RT-25
	Is the accreditation table correctly expressed? [also with Technical Assessor]
	
	
	

	RT-26
	Is the Laboratory accredited for the flexible scope?
	
	
	

	
	Has the Laboratory had a suspension process in the period before the assessment?
	
	
	

	
	In the period before the assessment has ACCREDIA received complaints about the work of the Laboratory?

Indicate how the Laboratory handled the complaints against which, prior to the assessment, information was given to the assessor by ACCREDIA (where applicable).
	
	
	

	4.1
	Organization
	
	
	

	4.1.1
	Is the Laboratory legally identified? Can it take legal responsibilities? [Certificate C.C.I.A.A., corporate structure, any professional qualification]
	D
	
	

	4.1.2
	Does the Laboratory have the responsibility for the management of its activities in order to meet the requirements of the clients, of the authorities in the regulated field, of the organizations that provide the recognition and of ACCREDIA?
	D
	
	

	4.1.3
	Is the Laboratory authorized to perform external calibrations?
	
	
	

	4.1.3
	Is there a list of temporary and/or mobile operating units?
	
	
	

	4.1.3


	The responsibilities and the technical and management procedures are defined in the manual or in the procedures also for the calibrations performed:

a) in an external and/or temporary unit?

b) at a mobile unit?

c) off-site?

[Sec. MQ or procedure]
	
	
	

	4.1.4

RT-25
	For company laboratories, are the responsibilities of the Laboratory of "Production", "Service provision", "Consulting", "Research and Development", "Marketing" clearly separated? [Organization chart, job descriptions, tasks, statements]
	
	
	

	4.1.5 a)

RT-25
	Has the managerial and technical staff been officially instructed to manage the Laboratory, identify and correct deviations from the management system or calibration procedures and implement the improvement? [Organization chart, job descriptions, tasks, Management]
	
	
	

	4.1.5 b)

RT-25
	Are personnel free from economic constraints or other internal or external forms of pressure that can influence judgment? [Job descriptions, contract, statements]
	
	
	

	4.1.5 c)
	Are there any procedures to protect customer information, including electronic records and transmission of results? [Job description, contract, software management]
	
	
	

	4.1.5 d)
	Are there policies and procedures to avoid involvement in activities that would diminish trust in impartiality, competence, integrity? [attention to non-accredited or commercial activities]
	
	
	

	4.1.5 e)
	Are the structure of the organization and management of the Laboratory and its business positioning defined? [Organization chart, quality manual, ...]
	
	
	

	4.1.5 e)
	Are the relationships between the quality function, the technical activities and the support services defined? [Organization chart, quality manual, ...]
	
	
	

	4.1.5 f)

RT-25
	Does the staff know the extent and limits of their responsibilities?
	
	
	

	4.1.5 f)
	Does the manager have adequate control over all the technical staff of the Laboratory?
	
	
	

	4.1.5 g)
	What is the number of Supervisors (Responsible and Substitutes) and that of the employees (technical operators belonging to the Calibration Laboratory)? [examine list of qualified people]
	
	
	

	4.1.5 g)

RT-25
	Are the activities to be supervised and the effectiveness of supervision defined?
	
	
	

	4.1.5 g) 
	Are calibration activities subject to adequate supervision? [List qualified people]
	
	
	

	4.1.5 h)
	Does the laboratory manager have overall responsibility for the laboratory's activities and the control of all the staff?
	
	
	

	4.1.5 h)
	Does the manager of the laboratory have authority to provide the resources necessary to guarantee the quality of the calibration?
	
	
	

	4.1.5 i)
	Has the activity of the quality manager been carried out with sufficient continuity?
	
	
	

	4.1.5 i)
	Is the quality manager independent of the other laboratory Services/Areas? Does he have access to high management?
	
	
	

	4.1.5 i)

RT-25
	Does the quality manager have sufficient training, competence, responsibility and authority?
	
	
	

	4.1.5 i)

RT-25
	If he is a consultant, is a sufficient time commitment to manage the system formalized in the contract?
	
	
	

	4.1.5 i)

RT-25
	If the Head of the Centre is also responsible for the quality, is there evidence of assessments made by qualified third parties?
	
	
	

	4.1.5j)
	Have proxies of responsibility for the various relevant functions been defined and formalized?
	
	
	

	4.1.5k)


	For multi-site laboratories, are there site organization documents?
	
	
	

	4.1.6
	Are suitable communication processes in the laboratory ensured and does communication concern the effectiveness of the management system? [acknowledgement sheets, intranets]
	
	
	

	4.1.6


	For multi-site laboratories, are there organizational site documents that ensure adequate communication?
	
	
	

	4.2
	Management system
	
	
	

	4.2.1
	Is the quality documentation available for the Laboratory staff?
	
	
	

	4.2.2
	Is there a declaration of quality policy by the management?
	
	
	

	4.2.2

RT-25

RT-25
	The quality policy contains:

- the objectives of the management system?

- the commitment of management to provide sufficient resources to achieve and maintain good professional practice and quality of service to customers?

- the declaration of the level of service provided?

- the meeting of ACCREDIA, EA and ILAC requirements?

- the commitment to comply with the UNI CEI EN ISO/IEC 17025 in force?

- the commitment to ensure that the staff is aware of the Quality documentation, it owns its spirit and applies its contents?

- the commitment to continuous improvement?

· the commitment to the granting, maintenance, renewal and any extension of accreditation?
	
	
	

	4.2.2
	Are the responsibilities and management methods of the quality manual defined?
	
	
	

	4.2.3
	Does high management show that they are committed to implementing the management system and continually improving its effectiveness? [check Management Review]
	
	
	

	4.2.4
	Has the senior management informed the laboratory of the importance of meeting customer targets and regulatory requirements?
	
	
	

	4.2.5
	Does the Quality Manual highlight the documentation structure and contains references to the management and technical procedures used? Are these updated?
	
	
	

	4.2.5

RT-25
	If the quality manual does not follow the succession of standard points, is there a correlation table between the points of the standard and the points of the QM (recommendation)?
	
	
	

	4.2.6
	Are personnel roles and responsibilities described in the manual or in another document?
	
	
	

	4.2.7
	Has high management ensured that the integrity of the system is preserved when changes are made and implemented to the system itself?
	
	
	

	4.3
	Document control
	
	

	4.3.1
	Is the control of the documentation of internal and external origin considered in the Quality Manual?
	
	
	

	4.3.1

RG-13
	Are there rules for controlled documentation management for UOD and UOT?
	
	
	

	4.3.1
	Has the responsibility been assigned to verify the updating of the standards used for accreditation and how often? Is the update effective?
	
	
	

	4.3.2.1
	Are the management and technical procedures managed in a controlled manner?
	
	
	

	4.3.2.1

RT-25
	Is ACCREDIA DT positive evaluation prescribed for the issue and revision of the procedures used by the Laboratory?
	
	
	

	4.3.2.1
	Is there a scheme for distributing documents? [distribution lists with revision status]
	
	
	

	4.3.2.2 b)
	Do the procedures provide for periodic reviews and revisions of documents?
	
	
	

	4.3.2.2 c)
	Is there a method that prevents the use of outdated or non-approved documents?
	
	
	

	4.3.2.2 c)
	Are the revisions of the documents used in line with those sent to ACCREDIA DT? [Quality manual, procedures]
	
	
	

	4.3.2.2 d)
	Are any obsolete documents appropriately identified?
	
	
	

	4.3.2.3

RT-25
	Are the documents uniquely identified? Are the date of issue, revision index, page numbers and total pages indicated?
	
	
	

	4.3.3.1
	Are the changes to the documents approved by the same role that carried out the initial review?
	
	
	

	4.3.3.1

RT-25
	Are there any requirements for the periodic verification of the metrological chains and calibration procedures? [UNI EN ISO 10012]
	
	
	

	4.3.3.2
	If possible, are the changes introduced to the documents indicated?
	
	
	

	4.3.2.2 a)
	Are the times for obtaining the documents, during the assessment, adequate?
	
	
	

	4.3.3.3
	Are manual and unregistered changes made to system documents?
	
	
	

	4.3.3.4
	If documents on computer media are stored/distributed, is there a procedure to check them and the changes?
	
	
	


	4.4
	Review of requests, tenders and contracts.
	
	
	

	4.4.1
	Is it ensured that the customer's request is:

- complete [what is needed to identify the customer, the object of the calibration, the type of service required, ... and is it understandable by all the operators involved]?
- correct [there are no errors in the indication of customer, object, performance, ...]?
· executable [the laboratory is able to satisfy the customer also in terms of time, methods, equipment ...]?
	
	
	

	4.4.1
	Is the way the examination for the acceptance of the client's order defined with procedures or in the manual?
	
	
	

	4.4.1

RT-25
	If the Laboratory issues bids that cover accredited calibrations and non-accredited activities, is the difference clearly specified?
	
	
	

	4.4.2
	Are the records of the reviews and the correspondence with the customers kept?
	
	
	

	4.4.4
	Is the customer informed of any changes to the order?
	
	
	

	4.4.5
	In case of changes to the contract is the review process repeated, and are the changes communicated to the personnel involved?
	
	
	

	RG-09
	Has the Laboratory provided in its documentation the correct use of the ACCREDIA mark as required by the RG-09?
	
	
	

	RG-09
	With regard to publications of informative, promotional and/or advertising nature, in which accreditation is mentioned, has the Laboratory:

- declared to be accredited only for the services for which the accreditation has been granted?

- avoided the misleading reference to accreditation?

· informed ACCREDIA DT?
	
	
	

	RG-09
	Does the Laboratory follow ACCREDIA prescriptions and the commitments undertaken on the use of the ACCREDIA mark and on the reference to accreditation? Verify at least:

- calibration certificates

- letterhead

- offers

- promotional material

- contracts

- business cards

- website.
	
	
	

	RG-09
	Does the Laboratory, concerning the relations with its customers, use the ACCREDIA mark or any reference to accreditation so as not to create the impression of any ACCREDIA approval of products, services, standards or measuring instruments?
	
	
	

	4.5
	Subcontracting
	
	
	

	4.5.1 – 4.5.2 
RT-25
	Verify that no accredited calibrations or parts of them have been entrusted to subcontracting.

In the case of requests for calibrations that cannot be processed by the Laboratory, have these been entrusted to another accredited Laboratory, with the prior consent of the Customer?
	
	
	

	4.5.3
	Does the Laboratory declare the assumption of responsibility towards the client for the subcontracted work? (Excluding the case where the client or the regulated authority specifies which subcontracted entity is to be used)
	
	
	

	4.5.4
	Is there a register of subcontracted laboratories?
	
	
	

	4.6
	Purchasing of services and supplies
	
	

	4.6.1
	Are activities for the purchase and acceptance of:

1. equipment/instruments;

2. significant consumables for calibration activities;

3. services (maintenance, cleaning ...)

regulated?
	
	
	

	4.6.2
	Are products and consumables tested before being used?
	
	
	

	4.6.2


	Are the appliances and materials used for calibrations stored and maintained in order to guarantee characteristics and safety?
	
	
	

	4.6.2
	Are there records of acceptance of equipment and verification of their compliance with the requirements?
	
	
	

	4.6.2

ISO 10012
	Is the metrological confirmation of the instruments purchased carried out?
	
	
	

	4.6.3
	Do the procurement documents contain a sufficient description of the supply?
	
	
	

	4.6.3
	Are procurement documents reviewed from a technical point of view?
	
	
	

	4.6.4
	Is there a qualified supplier list? Are the methods for managing the list described?
	
	
	

	RT 36
	Are suppliers of interlaboratory circuits assessed on the basis of compliance with ISO/IEC 17043, where applicable?
	
	
	

	RT 25
	Are calibration service providers assessed on the ACCREDIA DT traceability policy?
	
	
	

	4.6.4
	Does the procedure for assessing suppliers exist and is it applied?
	
	
	

	4.6.4
	Are the assessment records kept?
	
	
	

	4.7
	Service to the customer
	
	
	

	4.7.1

RT-25
	Does the cooperation with the client include:

- clarification of customer requests?

- the possibility for the client to view the performance of calibrations, if this does not compromise the results nor does it prejudice the confidentiality of the information?

- the willingness to respond to any customer requests on the calibration situation?

- support for the interpretation and use of calibration results?
	
	
	

	4.7.2

RT-25
	Is the degree of customer satisfaction verified?
	
	
	

	4.7.2
	Does the laboratory make sure to get feedback from customers, namely:

· is the amount of feedback assessed, in order to achieve significant coverage of its activity?

· in the event of a small return, are there any provisions highlighting the commitment to obtain more return information?
	
	
	

	4.7.2
	Is feedback analysed and used for improvement?
	
	
	

	4.8
	Complaints
	
	
	

	4.8
	in case of complaints, are the responsibilities and the management methods of the activities to be undertaken defined?
	
	
	

	4.8
	How many complaints were received in the previous year divided into technical, management and related only to accredited activities?
	
	
	

	4.8
	What were the results of the checks on the complaints received?
	
	
	

	4.8
	Are records of complaints kept?
	
	
	

	4.8
	Are the parties involved informed about the outcome of the complaint treatment?
	
	
	

	4.9
	Control of nonconforming testing and/or calibration work
	
	

	4.9.1 
	Does the procedure for managing non-compliance exist and is it applied?
	
	
	

	4.9.1
	Have all the non-compliance been dealt with and is the closure documented?
	
	
	

	4.9.1 a) 

RT-25
	Are responsibilities and actions defined in the case of NC (e.g. blocking of calibrations)?
	
	
	

	4.9.1 b)
	Is the cause and the importance of the NC evaluated?
	
	
	

	4.9.1 c)
	Are corrective actions or corrections taken promptly?
	
	
	

	4.9.1 d)
	If necessary, do you inform the customer and repeat the job?
	
	
	

	4.9.1 e)
	Is the responsibility defined for the authorization to continue the activities?
	
	
	

	4.9.2
	Are immediate corrective actions implemented when non-compliance could be repeated?
	
	
	

	4.9.2

RT-25
	In the case of NC that prevent the accredited activity is ACCREDIA DT  immediately informed? Has the Laboratory performed self-suspension?
	
	
	

	4.10
	Improvement
	
	
	

	4.10
	Is there any evidence of improvement in quality policy, audit results, corrective and preventive actions and management reviews?
	
	
	

	4.10
	Is there any technical improvement activity for staff updating, instrumentation maintenance, equipment upgrading?
	
	
	

	4.10

RT-25 4.2.2
	Has the Laboratory identified appropriate management indicators (possibly measurable) to provide evidence of improvement?
	
	
	

	4.11
	Corrective action
	
	
	

	4.11.1
	Does the procedure for the management of corrective actions exist and is it applied?
	
	
	

	4.11.1
	Are ACs deriving from second or third party checks managed?
	
	
	

	4.11.2
	Is the cause analysis carried out?
	
	
	

	4.11.3
	Are corrective actions related to the size of the problem and the risk?
	
	
	

	4.11.4
	Is the implementation and effectiveness of corrective actions verified?
	
	
	

	4.11.5
	Are additional audits planned?
	
	
	

	4.12
	Preventive action
	
	
	

	4.12.1
	Have potential non-conformities and opportunities for improvement been identified?
	
	
	

	4.12.2
	Are preventive actions defined, implemented and checked for their effectiveness?
	
	
	

	4.13
	Control of records
	
	
	

	4.13.1.1
	Is there a procedure that defines the responsibilities and implementation procedures for archiving? Is it applied?
	
	
	

	4.13.1.2

RT-25
	What is the minimum storage time for documents and records related to calibrations (including environmental data records)? [10 years]
	
	
	

	4.13.1.3
	Are documents kept and stored in conditions of security and confidentiality?
	
	
	

	4.13.1.4
	Does the procedure for computer recordings exist and is it applied?
	
	
	

	4.13.1.4
	Do procedures exist to protect and safeguard computer records and to prevent unauthorized access and modification? Are they applied?
	
	
	

	4.13.1.4
	For electronic documents, are systematic backups stored elsewhere in relation to the computer workstation?
	
	
	

	4.13.2.1
	Is there a system for technical records (e.g. laboratory records) that allows:

- registration of the original calibration data?

- the indication of the personnel who carried out the calibration?

- the repetition of the calibration?

- the recording of significant technical events concerning the environmental conditions and the instrumentation supplied to the laboratory?
	
	
	

	4.13.2.1
	Is the filing and storage of calibration certificates regulated?
	
	
	

	4.13.2.3
	Are the corrections made so as to leave the wrong data legible? (even for computerized data?)
	
	
	

	4.14
	Internal audits (assessments)
	
	
	

	4.14.1

RT-25
	Are the activities described in the quality manual submitted to an audit at least once a year?
	
	
	

	4.14.1

RT-25
	Is there a plan of internal audits that concerns both system and technical aspects?
	
	
	

	4.14.1
	Is the personnel performing the audits trained and qualified?
	
	
	

	4.14.1

RT-25
	In the planning of internal audits is the assessment of effectiveness of corrective actions related to the findings of previous audits, both first-party and third-party, included?
	
	
	

	4.14.2
	When the results of the audits question the validity of the calibrations, are there policies and procedures to manage them? [activity self-suspension, information to customers and to ACCREDIA DT, ...]
	
	
	

	4.14.3
	Are the results of the verification reported in specific reports?
	
	
	

	4.14.3
	Are reports sent to the managers of the examined areas?
	
	
	

	4.14.4
	Does the person in charge of the examined area take the necessary corrective actions?
	
	
	

	4.15
	Management reviews
	
	
	

	4.15.1
	Is there a procedure for the periodic annual review of the management system by the Management? Is it applied?
	
	
	

	4.15.1

RT-25
	Does the quality manager regularly report in writing the quality of the laboratory to the Management? [Reports on the quality status]
	
	
	

	4.15.1
	In the management review document, are conducts analysed and decided on:

- suitability of technical and management policies and procedures?

- reports from management and supervisory staff?

- the results of internal audits?

- preventive and corrective actions?

- assessments by external bodies?

- the results of interlaboratory comparisons?

- any variation in the volume and type of work?

- the complaints?

- feedback from customers?

- recommendations for improvement?

- education and training activities?

- the effectiveness of the actions taken in previous management reviews?

- other important factors?
	
	
	

	4.15.1
	Does the envisaged management review effectively act for the improvement of the Laboratory Management System?
	
	
	

	4.15.2
	Are there any recordings of the review? Are they signed?
	
	
	

	
	
	
	
	

	5
	TECHNICAL REQUIREMENTS
	
	
	

	5.2
	Personnel
	
	
	

	5.2.1
	Has the relevant staff been adequately informed about the purposes, documents and procedures related to accreditation?
	
	
	

	5.2.1
	Are the education, experience and training of staff documented?
	
	
	

	5.2.1
	Is the calibration staff qualified? Are the data collected and managed?
	
	
	

	5.2.2

RT-25
	Have the Laboratory Manager and the Substitute been evaluated positively by ACCREDIA DT?
	
	
	

	5.2.2
	Are the minimum requirements defined to cover a certain qualification?
	
	
	

	5.2.2
	Is there an education and training plan?
	
	
	

	5.2.2
	Is the effectiveness of education and training assessed?
	
	
	

	5.2.2
	Is there a plan to confirm the competence?
	
	
	

	5.2.3
	If non-employee staff is present, has a contract been formalized?
	
	
	

	5.2.3
	If non-employee staff is present, has training been done on the management system and on the technical procedures of the laboratory?
	
	
	

	5.2.4
	Are the job descriptions of the personnel involved in the calibration activities available and updated?
	
	
	

	5.2.5
	Are there records of authorizations, skills, qualifications and professional qualifications and experience relating to all technical staff?
	
	
	

	5.3
	Accomodation and Environmental Conditions
	
	
	

	5.3.4
	Is access to the calibration rooms and the use of the equipment regulated?
	
	
	

	5.3.5
	Are there procedures for the maintenance and cleaning of the laboratory?
	
	
	


	5.4
	Calibration methods and method validation
	
	

	5.4.1
	Have the calibration procedures been positively evaluated by ACCREDIA-DT before going into use?
	
	
	

	5.5
	Equipment
	
	
	

	5.5.1

RT-25
	The equipment management procedures have been positively evaluated by ACCREDIA before their use.
	
	
	

	5.5.2

RT-25
	Has the Laboratory prepared a metrology confirmation programme (including calibration and intermediate checks) of reference, working and travelling standards, including those subject to internal calibration?
	
	
	

	5.5.2
	Does the laboratory perform internal calibrations? Check with the Technical Assessor
	
	
	

	5.5.2

RT-25
	Are the methods of transport and use of the equipment used for off-site calibration defined?
	
	
	

	5.5.3
	Are maintenance manuals and procedures available to personnel authorized to use standards, instruments and equipment?
	
	
	

	5.5.4
	Is there a list of standards, instruments and equipment, and their related software, specifying those located in external and mobile laboratories?
	
	
	

	5.5.2/

5.5.6

RT-25
	Are the methods of transport and use of the equipment used for off-site calibration defined?
	
	
	

	5.5.6


	Is there evidence of the checks carried out on the return of standards and instruments used off-site?
	
	
	

	5.5.7


	Is it foreseen that standards and instruments out of calibration or faulty are appropriately identified and possibly isolated in order to prevent their use?
	
	
	

	5.5.7
	Is it foreseen that in case of equipment and instruments subjected to overloading or wrong manoeuvring, or giving doubtful results, or appearing to be defective, appropriate measures are taken?
	
	
	

	5.6
	Measurement traceability
	
	
	

	5.6.1
	Is there a programme and a procedure for calibrating the equipment used, including the auxiliary ones?
	
	
	

	5.6.2.1.1

RT-25 §7
	Are the reference standards calibrated by recognized organizations that ensure traceability to national or international standards (IMP, LAT/RMP ACCREDIA or EA or ILAC equivalent), in compliance with the ACCREDIA DT metrological traceability policy?
	
	
	

	5.6.2.1.1
	Is there evidence of the definition of the acceptability limits for the calibrations?
	
	
	

	5.6.3.2
	Are the reference materials, when used, certified?
	
	
	

	5.6.3.2
	Are checks carried out on internal reference materials?
	
	
	

	5.6.3.3
	Are there procedures for managing deadlines for reference materials?
	
	
	

	5.6.3.4
	Are there any methods (procedures, prescriptions) for the storage and possible transportation of reference and working standards and reference materials?
	
	
	

	5.7
	Sampling (if applicable)
	
	
	

	5.7.1
	Are there sampling procedures and related sampling plans?
	
	
	

	5.7.3
	Are there records related to sampling?
	
	
	

	5.8
	Handling of the testing and calibration items
	
	
	

	5.8.1
	Are there procedures that regulate, for the instruments to be calibrated, the activities related to the transfer and the handling inside the laboratory?
	
	
	

	5.8.2
	Is there a way to uniquely identify the objects to be calibrated? [any marking, with labels or other]
	
	
	

	5.8.3
	Are there any instructions for inspection at reception?
	
	
	

	5.8.4

RT-25
	Are there any means or areas of isolation to prevent the circulation of unaccepted instruments and awaiting customer decisions?
	
	
	

	5.8.4
	Is the storage of the instruments in the course and at the end of the calibrations regulated?
	
	
	

	5.9
	Assuring the quality of test and calibration results
	
	
	

	5.9.1

RT-36
	Has the Laboratory prepared an appropriate programme to participate in interlaboratory comparisons (ILCs)? Does it periodically review/update and monitor its execution in order to demonstrate the coverage of its accreditation field during the entire validity period of the accreditation itself?

Has this programme been sent to ACCREDIA DT?
	
	
	

	5.9.2

RT-36
	In the event that the Laboratory has not obtained satisfactory performances (i.e. with a normalized error | En |> 1 in one or more measuring points) in one of the PT and/or ILC of its own programme, has it acted according to what is established in its own internal procedure management of non-compliance? Was there, where necessary and/or applicable, self-suspension? Has it evaluated the impact with respect to past activities? Has it transmitted to ACCREDIA DT, within 3 months from receipt of the results, the evidences of the treatment, the corrective actions implemented and the modalities foreseen for the verification of effectiveness?
	
	
	

	5.10
	Reporting the results
	
	
	

	5.10.1
	Is the numbering of the accredited and non-accredited certificates clearly distinguished?
	
	
	

	5.10.2
	Is the preparation and approval of the calibration certificate regulated?
	
	
	

	5.10.2

RT-25
	Does the calibration certificate comply with the requirements of the UNI CEI EN ISO/IEC 17025 standard and the IO-09-DT document?
	
	
	

	5.10.4.2

IO-09-DT
	If the certificate contains declarations of conformity, is the standard (number, chapter, paragraph) clearly stated on the basis of which this conformity is declared?
	
	
	

	5.10.5

IO-09-DT
	Does the certificate contain advice, recommendations, criteria and acceptance judgments?
	
	
	

	5.10.9

RT-25
	Are the procedures for re-issuing the Certificate defined?
	
	
	

	5.10.9
	How many certificates were reissued in the past year?
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	Preliminary audits
	
	
	

	4.11.3

RG-13


	How many findings in the technical procedures (MD-08-01-DT) have not been treated satisfactorily? [Check with the Lead Assessor and Report the details in the sec. 6]
	
	
	

	RG-13


	How many findings to Measure Comparisons or Measurement Audit Certificates (RT/MD-08-01-DT) have not been treated satisfactorily? [Check with the Lead Assessor and Report the details in the sec. 6]
	
	
	

	4.11.3

RG-13


	How many treatments following the findings of the last VI have been implemented effectively? [Report the details in section 6]
	
	
	

	5.6.2.1.1
	Are the calibrations exactly defined (standards, instruments, method, measuring range, uncertainty)? [check. accreditation table, also with Lead Assessor]
	
	
	

	5.10.2

IO-09-DT
	Verification of conformity of calibration certificates with the requirements.
	
	
	

	4.13 
	Control of records
	
	
	

	4.13.2.1
	Is there a system for technical records (e.g. laboratory records) that allows:

- recording of the original calibration data?

- the indication of the personnel who carried out the calibration?

- the repetition of the calibration?

- the recording of significant technical events concerning the environmental conditions and the instrumentation supplied to the laboratory?
	
	
	

	4.13.2.1
	Is the filing and storage of calibration certificates regulated?
	
	
	

	4.13.2.3
	Are the corrections made so as to leave the wrong data legible? (even for computerized data?)
	
	
	

	5.1 
	General
	
	
	

	5.1.1
	Does the Laboratory take into account the influence on the results of the measurements performed of human factors, workstations and environmental conditions, calibration methods, equipment, traceability of measurements, sampling, device manipulation?
	
	
	

	5.1.

RT-25
	Does the Laboratory take into account the previous parameters in the estimation of uncertainty? In particular of the effect of the operator?
	
	
	

	5.2
	Personnel
	
	
	

	5.2.1

RT-25
	Does the verified technical staff have the technical skills to perform their functions?
	
	
	

	5.2.1

RT-25
	Does the verified technical staff know and can apply the technical documentation of the Laboratory?
	
	
	

	5.2.2
	Is the effectiveness of education and training actions assessed from a technical point of view?
	
	
	

	5.2.4
	Are objective methods of assessment of the technical performance foreseen for the staff applied? [comparisons, checks carried out by third parties, ...]
	
	
	

	5.3
	Accommodation and environmental conditions
	
	
	

	5.3.1

RT-25
	Can the premises and equipment guarantee the level of uncertainty defined in the scope of accreditation?
	
	
	

	5.3.1
	Are the premises where the calibrations are carried out adequately luminous, spacious and in good condition in relation to the calibrations to be carried out?
	
	
	

	5.3.2
	Is the traceability of the monitoring instruments of the significant environmental conditions for calibration purposes guaranteed?
	
	
	

	5.3.2

RT-25
	For the areas subject to particular constraints on the environmental parameters (temperature, humidity, dust, sterility, power supply, vibrations, etc.) is the traceability of the monitoring instruments guaranteed?
	
	
	

	5.3.2
	Are records of critical environmental conditions maintained?
	
	
	

	5.3.2
	Are the rooms where the calibrations are carried out equipped with power supply sources adequate to the required measurements?
	
	
	

	5.3.3
	Is there an effective separation between contiguous measurement areas with different environmental requirements? [electrical and mechanical measurements]
	
	
	

	5.3.4
	Are there any procedures governing access to the laboratory? [especially if non-accredited activities are also carried out]
	
	
	

	5.3.5
	Where applicable, are there decontamination instructions and records?
	
	
	

	5.4
	Calibration methods and method validation
	
	
	

	5.4.1
	Among the technical procedures, are those related to the use and operation of standards, instruments and equipment, internal calibrations, metrological confirmations and intermediate checks, the handling and preparation of objects to be calibrated included?
	
	
	

	5.4.1
	Are the instructions for the operation of the standards, instruments and equipment available to all employees and updated?
	
	
	

	5.4.4
	The procedures used to perform the calibrations report:

a) identification;

b) scope;

c) description of the measurand;

d) parameters to be determined;

e) standard, instruments and equipment used;

f) reference materials;

g) environmental conditions and possible stabilization period;

h) description of the procedure, including:

- identification, manipulation, transport, storage and preparation of the object in calibration;

- checks to be carried out before calibration;

- verification of the good functioning of standards, instruments and equipment;

- minimum number of measures;

- methods of recording the results;

- the security measures to be observed;

i) criteria for approval/rejection of results;

j) data to be recorded and methods of analysis and presentation of data;

k) uncertainty or procedure for determining uncertainty.
	
	
	

	5.4.6.1
	Is the estimation of uncertainty done by applying document EA-4/02?
	
	
	

	5.4.6.1
	Is the estimate of uncertainty reviewed periodically?
	
	
	

	5.4.6.2

RT-25
	Are all contributions to the estimation of uncertainty assessed appropriately?
	
	
	

	5.4.6.2

RT-25
	In the technical procedures are there tables that summarize the uncertainty budget, also giving evidence of the CMC reported in the scope of accreditation?
	
	
	

	5.4.7.1
	With reference to the systematic verification of the calibration results, are measures taken to ensure:

• checking the calculations

• control of data transfer?

Is the effectiveness of these measures verified?
	
	
	

	5.4.7.2
	Is the software developed by the Laboratory (both LIMS and spreadsheets) adequately documented? Has it been validated?

Is it protected from accidental changes? Is it validated in the case of changes to the HW and new versions of the operating system or supporting SW?
	
	
	

	5.5
	Equipment
	
	
	

	5.5.2


	Are the standard and instruments used in calibration validity?
	
	
	

	
	Is there a calibration programme of reference and working measurement standards and of the auxiliary measuring instruments supplied to the Laboratory?
	
	
	

	5.5.2
	Are intermediate checks performed?
	
	
	

	5.5.2

RT-25
	Have the reference and working measurement standards and the instruments used been calibrated at the scheduled frequency?

Is this periodicity, if applicable, also for the standards subject to internal calibration?
	
	
	

	5.5.5

RT-25
	For each standard, instrument, equipment used by the Laboratory is there a document or a series of documents that show:

• name and description of the standard, instrument, equipment and related software;

• name of the manufacturer, model/type, serial number and/or identification code of the Laboratory;

• verification of compliance with specifications;

• placement;

• manufacturer's instructions

• date of receipt and date of commissioning;

• maintenance procedure or manual of use and maintenance of the manufacturer;

• frequency of maintenance operations;

• chronological annotation of the setbacks and maintenance interventions carried out;

• responsible for calibration and metrological confirmation;

• calibration frequency;

• calibration procedure;

• chronological annotation of:

- date of the calibrations;

- date of the next calibration;

- identification of the calibration certificate;

- execution of the metrological confirmation operations and of the intermediate checks:

- adequacy of the instrument/standard following each intervention?
	
	
	

	5.5.6


	Are the procedures adopted for the transport and use of the instruments used for off-site calibrations adequate?
	
	
	

	5.5.7
	Are the equipment/instruments out of order properly identified in order to prevent their use?
	
	
	

	5.5.7
	Are the measures envisaged in the case of equipment and instruments subjected to overload or incorrect operation, or which give dubious results, or which appear to be defective, adequate? Are appropriate AC open? Are they recorded?
	
	
	

	5.5.8


	On each standard/instrument under the control of the Laboratory, the following data are indicated on the plate/label/coding:

· calibration status;

· calibration date;

· date of the next calibration;
	
	
	

	5.5.10
	Are intermediate checks carried out between two calibrations, where applicable?
	
	
	

	5.5.11
	Are any correction factors deriving from the settings, which influence the result of the measurements, updated (e.g. in the software)?
	
	
	


	5.6
	Measurement traceability
	
	
	

	5.6.1
	Is there evidence of the definition of the acceptability limits for the calibrations?
	
	
	

	5.6.1
	Is there evidence of calibration of instruments/standards before their use?
	
	
	

	5.6.2.1.1

RT-25 §7
	Are the reference measurement standards calibrated by recognized organizations that ensure traceability to national or international standards (IMP, LAT/RMP ACCREDIA or EA or ILAC equivalent), in compliance with the ACCREDIA DT metrological traceability policy?
	
	
	

	5.6.2.1.1

RT-25 §8
	Does the laboratory perform internal calibrations? If so, when have they been evaluated by a qualified technical assessor?
	
	
	

	5.6.2.1.1

RT-25 §8
	The Technical Assessor in charge of evaluating the internal calibration activity must verify that:

Are internal calibrations performed:

- by competent personnel of the LAT or of the organization to which the LAT belongs, adequately instructed, trained and qualified?

- with instruments or standards under the direct and exclusive control of the LAT or of the organization to which the LAT belongs, calibrated so as to guarantee the dissemination of the metrological traceability?

- in an environment suitable for the type of calibration?

- applying technical procedures managed by the LAT in compliance with the requirements?

Are the results of internal calibrations:

- accompanied by measurement uncertainty?

- registered in a calibration report according to point 5.10 of the UNI CEI EN ISO/IEC 17025?
	
	
	

	5.6.2.1.2
	In cases where reference materials are used, is there evidence of their traceability to national or international standards or certified reference materials (IMP, LAT/RMP ACCREDIA or EA and ILAC equivalent)?
	
	
	

	5.6.3.1
	Are standards/reference materials used exclusively for accredited calibration?
	
	
	

	5.6.3.2
	Are checks carried out on internal reference materials, if they are used?
	
	
	

	5.6.3.2
	Where there are no reference materials produced by recognized organizations, are evidence of the performances obtained from inter-laboratory circuits or from other comparisons that guarantee the reliability of the values ​​provided?
	
	
	

	5.6.3.4
	Are the methods (procedures, prescriptions) for the storage and possible transport of reference and working standard and reference materials adequate?
	
	
	

	5.8
	Handling of test and calibration items
	
	
	

	5.8.1
	Is the management and handling of calibrated instruments within the laboratory regulated?
	
	
	

	5.8.1

RT-25
	Is the conservation of the instruments to be calibrated inside the laboratory such as not to alter the calibration results?
	
	
	

	5.8.2
	Is the distinction between the instruments subjected to calibration and other instruments present in the laboratory guaranteed?
	
	
	

	5.8.3
	Are there any instructions for the inspection of the instruments upon receipt that define acceptance criteria?
	
	
	

	5.8.3
	In case of doubts, is the customer consulted? Are there records of the outcomes?
	
	
	

	5.8.4
	Are the methods of conservation of the objects to be calibrated in the course and at the end of the calibrations adequate?
	
	
	

	5.9 
	Assurance the quality of test and calibration results
	
	
	

	5.9.1

RT-25 4.14
	During the internal audit have the technical aspects been appropriately evaluated?
	
	
	

	5.9.1
	Is the staff who perform the internal audit, it suitable?
	
	
	

	5.9.1
	Are the metrological confirmation activities compliant with UNI EN ISO 10012?
	
	
	

	5.9.1

RT-25
	Are there any metrological confirmation procedures for standards and instruments? Are there records of the metrological confirmation operations performed? [UNI EN ISO 10012]
	
	
	

	5.9.1

RT-36
	Has the Laboratory prepared an appropriate programme to participate in interlaboratory comparisons (ILCs)? Does it periodically review/update and monitor its implementation in order to demonstrate the coverage of its accreditation field during the entire validity period of the accreditation itself?

Has this programme been sent to ACCREDIA DT?
	
	
	

	5.9.2

RT-36
	In the event that the Laboratory has not obtained satisfactory performances (i.e. with a normalized error | En |> 1 in one or more measuring points) in one of the PT and/or ILC of its own programme, has it acted according to what is established in its own internal procedure management of non-compliance? Was it, where necessary and/or applicable, self-suspended? Has it evaluated the impact with respect to past activities? Has it transmitted to ACCREDIA DT, within 3 months from receipt of the results, the evidences of the treatment, the corrective actions implemented and the modalities foreseen for the verification of effectiveness?
	
	
	

	5.9.2
	Is there analysis of quality control data and is it effective also through statistical methods? [control charts, audit data and ILC, metrological confirmation]
	
	
	

	5.9.2
	If the quality control data do not meet the predefined criteria, will corrections be made to prevent incorrect results from being included in the certificates?
	
	
	

	5.10
	Reporting the results
	
	
	

	5.10.2

IO-09-DT
	Are the procedures listed in the Certificate appropriate for the calibration object?
	
	
	

	5.10.2

IO-09-DT
	Are the procedures listed in the Certificate identified in the approved revision?
	
	
	

	5.10.2

IO-09-DT
	Are the results of all the measurements performed reported?
	
	
	

	5.10.2

DT-04-DT
	Was the presentation of the measurement results carried out consistently with the rules of writing required by the legislation?
	
	
	

	5.10.2

IO-09-DT
	Does the preparation of the Certificate allow a clear identification of the calibration result?
	
	
	

	5.10.2

RG-09
	Is the ACCREDIA mark and the term "LAT Centre ..." used correctly? [only for accredited calibrations].
	
	
	

	5.10.4.1
	Does the reported measurement uncertainty take into account the limited definition of the measurand and the object being calibrated?
	
	
	

	5.10.4.2

IO-09-DT
	If the Certificate contains declarations of conformity, is the standard (number, chapter, paragraph), on the basis of which this conformity is declared, clearly indicated?
	
	
	

	5.10.4.2
	If the Certificate contains declarations of conformity, are there records of the reasoning and calculations that conformance has been assessed?
	
	
	

	5.10.4.3
	When a calibration instrument has been developed, are the results obtained before and after reported?
	
	
	


	For each calibration carried out in the presence of the ACCREDIA DT assessors, provide the following indications and any other ones in the opinion of the Assessors:

	
	CALIBRATION N° .................
	COMMENTS
	R

	1.
	Calibration identification

1 - item to be calibrated: denomination

                                      type

                                      serial number
	……………………………………………………..

……………………………………………………..

……………………………………………………..
	

	
	2 – standard used:       denomination

                                   type

                                serial number
	……………………………………………………..

……………………………………………………..

……………………………………………………..
	

	
	3 – instrument used:   denomination

                                 type

                                 serial number                                            
	……………………………………………………..

……………………………………………………..

……………………………………………………..
	

	
	4 – quantity measured;


	
	

	
	5 – measurement field

	
	

	
	6 – calibration procedure

	
	

	
	7 (where applicable: References and Supplier of the Calibration Certificate for the instrument selected for the measurement audit)
	
	

	2.
	Calibration staff

1 - name of the operators;

	……………………………………………………..

……………………………………………………..

……………………………………………………..
	

	3.
	Performing of calibration
Notes on:
	
	

	
	1 – environmental conditions
	
	

	
	2 – state of metrological confirmation of the standards
	
	

	
	3 – application of calibration procedures
	
	

	
	4 – operator manual skills
	
	

	
	5 – data collection
	
	

	
	6 – data transfer and analysis
	
	

	
	7 - IT system reliability (if applicable)
	
	

	
	8 – certificate issue
	
	

	
	9 - data storage
	
	


	N.
	ASSESSMENTS
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	R

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	

	
	……………………………………………….

……………………………………………….
	
	


CLOSURE OF FINDINGS ASSESSMENT DOCUMENT REVIEW 

MD-08-01-DT PROT.………… OF …………….

	
	
	
	

	POINT N°
	EVIDENCE 
	RESULT
	R

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


CLOSURE OF FINDINGS ASSESSMENT PREVIOUS AUDIT DT-Mod-006/MD-09-03-DT OF …………. 

(Details are to be reported in the DT-Mod-006 or MD-09-03-DT of the previous visit, here only an overall check is required)
	

	Finding N°
	Type of finding (NC/OSS/COM)
	Close/Open
	R

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


6. ANNEXES
NOTES
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	RMQ
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	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	

	
	……………………………………………

…………………………………………….
	
	
	


ASSESSOR:


NAME, SURNAME
Signature




















DATE: ………………….

