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	NATIONAL ACCREDITATION BOARD
MALTA 

	APPLICATION FOR LABORATORY ACCREDITATION

SCHEDULE NABAF01/L

	(1)  This application schedule should be completed in detail and returned with the general application form NABAF01 to the Director, NAB-MALTA, Second Floor, Evans Building, Valletta, VLT1179.

(2)  The information entered by the applicant on this schedule, except for original signatures, should preferably be typed and should preferably also be sent in electronic format.

(3)  All information provided will be treated in the strictest confidence.

(4)  Additional advice or information may be obtained from the NAB-MALTA.

(5)
Make sure you read the application well and that you fill in all the requested details. The accreditation process cannot continue unless all the requested information has been received correctly and in the requested detail.




	STANDARD SELECTION

	Relevant standards (Please tick the appropriate one or tick both if you wish to be assessed against both standards) :
 FORMCHECKBOX 
 MSA EN ISO/IEC 17025 – “General Requirements for the competence of testing and calibration laboratories”
 FORMCHECKBOX 
 MSA EN ISO 15189 – “Medical laboratories - Particular requirements for quality and competence”


	SECTION A

	1. HUMAN AND TECHNICAL RESOURCES

	1.1 Total Number of Employees: 

	1.2  Distribution of Employees
	Full-time
	Others

	Employees with University education
	
	

	Employees with Technical education
	
	

	Employees specially trained as laboratory assistants
	
	

	Employees specially trained as technicians
	
	

	Employees without special training
	
	

	Employees trained in quality management
	
	

	Other (incl. secretarial and support staff)
	
	

	


	1.3 List below the names, technical qualifications and relevant experience of the following staff:

	1.3.1 Technical Manager (ref: ISO 17025 Clause 4.1.5h, ISO15189 Clause 4.1.5h)



	1.3.2 Deputy Technical Manager (ref: ISO 17025 Clause.4.1.5j, ISO15189 Clause 4.1.5j)



	1.3.3 Quality Manager (ref: ISO 17025 Clause.4.1.5i, ISO15189 Clause 4.1.5i)


	1.3.4 Deputy Quality Manager (ref: ISO 17025 Clause.4.1.5j, ISO15189 Clause 4.1.5j)


	1.4 Approved Signatories

	Test
.............................

.............................
.............................
.............................
.............................
.............................
.............................
.............................


	First name, Surname

...................................

...................................

...................................

...................................

...................................

...................................
...................................

...................................
	Qualification

....................................

....................................

....................................

....................................
....................................

....................................

....................................

....................................
	Sample signature

...................................

...................................

...................................

...................................

...................................

...................................

...................................

...................................




	SECTION B

	2. ACCREDITATION SCOPE

	Exact Scopes for which Accreditation is being sought
Notes: 
1. A clear description of the tests/calibrations undertaken by the laboratory, and a list of standards, methods or procedures, for which accreditation is being sought, including limits of capability, is to be given in this section.
2. The NAB-MALTA Ref. No from publication ATG04 (Classification System for Testing and Calibration) must be written in the column provided.

3. Use as many pages as necessary. Should you need more space, please note how many pages are enclosed.

4. In column 6 indicate the frequency with which you perform the test/calibration. Use the following codes:

    d = daily one to several times

    w = weekly one to several times

    m = monthly one to several times

    i = infrequent (one to several times per year)
5. In column 7 indicate whether the test/calibration will be carried out in the laboratory or in some other location.  Use the following codes:

A = Test/Calibration is carried out in the laboratory

B = Test/Calibration is carried out in an offsite location
 

	No.
	NAB-MALTA Ref. No.

Ref:

ATG04
	Material/Product/ Matrix tested/calibrated
	Type of test/calibration and/or property measured, range of measurement* and equipment used.
	Applicable EC directives or regulations, national/international standard specifications, internal procedures and works instructions (specify document numbers and revisions).
	Freq.
	Loc.

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	* Testing laboratories to have available an estimate of the uncertainty of measurement and detection limits for the tests for which accreditation is sought. Calibration laboratories to quote best measurement capability. 


	2.2 SUB-CONTRACTED PROCESSES (if any) (refer to ISO17025 Cl. 4.5)

	

	

	

	

	

	

	


	SECTION C

	3. EQUIPMENT, TESTING AND MEASURING INSTRUMENTS

	Are there specified procedures for:

	
	Enter Lab Document Number

	retaining records of equipment?

	Yes:  FORMCHECKBOX 

	No: FORMCHECKBOX 

	

	handling and safe keeping of equipment?
	Yes:  FORMCHECKBOX 

	No: FORMCHECKBOX 

	

	maintenance of equipment?

	Yes:  FORMCHECKBOX 

	No: FORMCHECKBOX 

	

	calibration and justification of equipment?
	Yes:  FORMCHECKBOX 

	No: FORMCHECKBOX 

	

	protecting equipment from unauthorized access?
	Yes:  FORMCHECKBOX 

	No: FORMCHECKBOX 

	

	List below the major and key items of laboratory equipment currently in use for the range of tests/calibrations listed in 2 above.

	Equipment (Make and model)
	Measurement/working range and other relevant information

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	SECTION D

	4. PREMISES / WORKING CONDITIONS / SECURITY

	Number of test rooms:.............................                        Total working area:.................................

Standardized requirements for:

Safety at work
fulfilled:
 FORMCHECKBOX 
              not fulfilled:    FORMCHECKBOX 
                   partly fulfilled:    FORMCHECKBOX 

Lighting
fulfilled:
 FORMCHECKBOX 
              not fulfilled:    FORMCHECKBOX 
                   partly fulfilled:    FORMCHECKBOX 

Temperature
fulfilled:
 FORMCHECKBOX 
              not fulfilled:    FORMCHECKBOX 
                   partly fulfilled:    FORMCHECKBOX 

Humidity
fulfilled:
 FORMCHECKBOX 
              not fulfilled:    FORMCHECKBOX 
                   partly fulfilled:    FORMCHECKBOX 

Ventilation
fulfilled:
 FORMCHECKBOX 
              not fulfilled:    FORMCHECKBOX 
                   partly fulfilled:    FORMCHECKBOX 




	5. OPERATION OF THE LABORATORY

	Note: The following questions will give a quick overview of the set up of the laboratory, however it is not exhaustive. A full cross-reference list providing the relation between the applicable accreditation criteria and your system documentation must be provided.

	Does the laboratory have a quality system?                                                                  
	Yes: FORMCHECKBOX 
    
	No: FORMCHECKBOX 
  

	Does the laboratory have a quality manual?            
      
	Yes: FORMCHECKBOX 
    
	No: FORMCHECKBOX 
  

	For how long has the quality system been in operation?

	Does the laboratory take part in proficiency testing /interlaboratory comparisons?

	Yes: FORMCHECKBOX 
    
	No: FORMCHECKBOX 


	
Since when?...............................   

Total number of proficiency tests performed to date:........................................... 
Note: A summary about the laboratory’s participation in PT/ILC schemes, as requested by ATG10, is to be provided with this application form.


	If the laboratory does not participate in PT/ILC schemes, explain the reason why in the space provided below. Explain also what other alternative methods are used

	

	Are certified reference materials used?
	Yes: FORMCHECKBOX 
    
	No: FORMCHECKBOX 


	Are traceability certificates available for the certified reference materials
	Yes: FORMCHECKBOX 
    
	No: FORMCHECKBOX 



	
	Yes/No/ NApp
	Below enter the references from the Laboratory’s Quality Manual or other relevant information – reference to a document number is sufficient.

	5.1 Are procedures for the operation of the laboratory set out or cross-referenced in the Quality Manual?
	
	

	5.2 Has the officer responsible for quality the responsibility and authority to identify quality problems and initiate effective solutions?
	
	

	5.3 Have the requirements for the competence of persons involved in technical operations and quality assurance been defined (standards of qualifications and experience)? Have their responsibilities and duties been defined? Do substitutes meet the same competence requirements?
	
	

	5.4 Does the laboratory have a policy and procedures for maintaining the personnel’s competence (training plans, training registers)?
	
	

	5.5 Does the laboratory have a procedure for training new and temporary workers as well as for the retraining of staff who may be absent from the lab for a long time?
	
	

	5.6 How frequently are management reviews held? Are records of such reviews maintained?
	
	

	5.7 Has the laboratory carried out management reviews?

If yes, how many management reviews have been carried out to date?

If no, when will the first management review be held?
	
	

	5.8 Are written instructions for regular internal quality audits and management reviews available?
	
	

	5.9 Has a complete cycle of internal audits been carried out? If no, please specify date when a complete cycle will be carried out.
	
	

	5.10 Are the results of quality audits and corrective actions recorded? Are the persons responsible for corrective actions and timetables defined, and is implementation of the actions monitored?
	
	

	5.11 Do procedures exist to control all documents that form part of the laboratory’s quality system? Does the control also cover the documents from external sources?
	
	

	5.12 Are there arrangements for ensuring the accuracy, completeness and confidentiality of all relevant records? Are provisions made that information or commissions are protected from other clients or visitors? Are the personnel bound to confidentiality in their work?
	
	

	5.13 For what period does the laboratory retain the original recorded observations and derived data?
	
	

	5.14 Has the laboratory established procedures to review requests, tenders and contracts? Are records of these reviews maintained?
	
	


	
	Yes/No/ NApp
	Below enter the references from the Laboratory’s Quality Manual or other relevant information – reference to a document number is sufficient.

	5.15 Does the laboratory ever use sub-contractors for testing/calibration or associated technical services in connection with any of the work for which accreditation is being sought?
	
	

	5.16 Have competence requirements for subcontractors been defined? Does the laboratory have a procedure for the assessment of subcontractors? Are there records of approved subcontractors?
	
	

	5.17 Are all sub-contracted results clearly identified on test reports?
	
	

	5.18 Do procedures exist for the purchase, reception and storage of reagents, supplies and laboratory consumable materials that affect the quality of tests and/or calibrations? Is there a procedure to inspect the purchased supplies before use?
	
	

	5.19 Are there procedures in place to ensure that the client is given full co-operation by the laboratory on all testing/calibration matters?
	
	

	5.20 Are arrangements in place to ensure the effective resolution of complaints and collection of feedback received from clients or other parties?
	
	

	5.21 Do fully documented procedures exist to ensure adequate control of nonconforming testing and/or calibration work?
	
	

	5.22 Does the laboratory operate a programme of preventive action to identify needed improvements and potential sources of nonconformities?
	
	

	5.23 Are there procedures in place to ensure the appropriate identification, collection, indexing, access, filing, storage, maintenance and disposal of quality and technical records? Does the control also cover electronically stored records?
	
	

	5.24 Where computers or automated equipment is used for acquisition, processing, recording, reporting, storage or retrieval of test or calibration data has the software been validated?
	
	

	5.25 Is provision made to ensure that environments in which tests/calibrations are undertaken are suitable for the measurements undertaken?

	
	

	5.26 Does the laboratory have an access control system preventing unauthorised persons from entering the premises?


	
	

	5.27 Are formal specifications available for each test/calibration?

	
	

	5.28 Are manuals, procedures and regulations for the tests/calibrations performed available to staff?

	
	

	5.29 Are non-standard testing techniques or calibrations used by the laboratory fully documented and appropriately validated?

	
	

	
	Yes/No/ NApp
	Below enter the references from the Laboratory’s Quality Manual or other relevant information – reference to a document number is sufficient.

	5.30 Are the standards methods used by the laboratory the latest valid editions?

	
	

	5.31 Does the laboratory have a policy and procedure to address uncertainty of measurement for test methods/ calibrations?
	
	

	5.32 Are there documented procedures for calibrating all equipment and reference standards covering the method of calibration, uncertainty of measurement, maximum interval between calibration and (where appropriate) the sealing of equipment after calibration?
	
	

	5.33 Is a record of all equipment including associated calibration results maintained?
	
	

	5.34 Are adequate facilities and environments provided for calibration, handling, control, storage and maintenance of all testing and measuring equipment?
	
	

	5.35 Are the reference standards used for calibration traceable to national or international standards? A report of this should be attached; calibration laboratories are requested also to include a traceability chart showing the hierarchy of equipment.
	
	

	5.36 If the equipment cannot be calibrated in a traceable manner, have substitute procedures been defined to prove the validity of results?
	
	

	5.37 Is provision made to prevent deterioration of damage to materials, samples and equipment both before and after tests/calibrations? 
	
	

	5.38 Are written instructions available for the handling, storing, returning and disposal of objects to be tested or calibrated?
	
	

	5.39 Are there procedures for the inspection of samples in storage? Are storage methods prescribed, including special environments if necessary?
	
	

	5.40 Are observations and calculations recorded in permanent workbooks or controlled forms?
	
	

	5.41 Do internal quality control procedures exist for monitoring the validity of tests and calibrations undertaken?
	
	

	5.42 Are there instructions for the content of test reports and calibration certificates? Do test reports/calibration certificates contain all the information required in ISO 17025 section 5.10.2?
	
	

	5.43 Does the laboratory issue reports which include opinions and interpretations? 
	
	

	5.44 Does the laboratory have a system for seeking customer feedback?
	
	


	6. DECLARATION

(This shall be signed by the Technical Manager and by the person designated in Q5 of Application form NABAF1.)

We, as authorised representatives of the Laboratory, hereby apply for a scope of accreditation by NAB-MALTA as defined under Section 2 - Scope of Accreditation of this form.
We agree to comply with the requirements of MSA ISO/IEC 17025 and the applicable NAB-MALTA policies and regulations. We agree to continue to comply at all times during accreditation with the said requirements as the same may be substituted, amended, supplemented or varied after the date hereof. 

We declare that the laboratory has the necessary resources to undertake accreditation for the scopes requested.

We shall provide, or give access to, all information, documents, records and facilities as necessary to enable a thorough assessment of the laboratory in accordance with NAB-MALTA accreditation criteria. We shall also provide access to those documents that provide insight into the level of independence and impartiality of the laboratory from its related bodies.
We shall afford such accommodation and cooperation as is necessary to enable the NAB-MALTA to verify fulfilment of requirements for accreditation.

We also declare that the laboratory shall pay all fees due to the NAB-MALTA, whether or not accreditation is granted, as and when requested by the NAB-MALTA.
We shall, from the date of signing this application, not act in such a manner as to bring NAB-MALTA accreditation and accreditation principles into disrepute, and shall not overstate the position of the laboratory regarding NAB-MALTA accreditation.
We declare that the information in this form and the procedures enclosed are true and correct to the best of our knowledge and belief. 



	Signature of Technical Manager
	Date

	Name in Block Capitals

	Signature of Company Representative in Q5 of NABAF-1
	Date

	Name in Block Capitals


Appendix 1 – NOTES ABOUT THE APPLICATION FORM
Section A provides general information on the laboratory and its key personnel.

Section B needs particularly careful consideration.  The scope of accreditation of a laboratory is the formal statement of the range of activities for which the laboratory will be accredited. The scope of accreditation is recorded on the accreditation schedule, which is issued with a laboratory’s Certificate of Accreditation. It is the NAB-MALTA policy that a laboratory’s scope of accreditation be defined as precisely as possible so that clients will know accurately and unambiguously the scope of tests/calibration covered by a laboratory’s accreditation.

In this section, the laboratory should exclude information on any activities for which accreditation is not being sought.  The laboratory will be free to continue with these other activities as long as they do not bring accreditation into disrepute or adversely affect the laboratory’s ability comply with the accreditation criteria.  Documentation (e.g. promotional material, reports) relating to these other activities must not suggest or imply that they are covered by NAB-MALTA accreditation.

The laboratory should specify as precisely as possible the tests or types of tests for which accreditation is sought.  Wherever possible, the NAB-MALTA classification number for each test should be entered in the first column.  These are listed in NAB-MALTA publication ATG04 “Classification system for testing and calibration”.  Laboratories should indicate clearly the products or materials tested and should specify the particular property or properties measured, and the range of measurements concerned.  Calibration laboratories should quote best measurement capability and testing laboratories should have available an estimate of the uncertainty of measurement and detection limits for the tests for which accreditation is sought.

Laboratories should list the National or International Standards or documented procedure (with date of issue) relevant to the tests concerned and key techniques used to perform the tests.

While the above guidelines should be followed wherever possible, NAB-MALTA also recognises that it may be impractical for some laboratories to specify, in such precise detail its requested scope of accreditation and therefore some subsequent discussion, involving the laboratory, the Lead Assessor and the Director of the NAB-MALTA, will generally be required before the scope can be finalised in a form acceptable to all concerned. This is normally finalised during the assessment visit.
Section C requires information on major equipment items only.  It is not necessary to list, for instance volumetric glassware in a chemical laboratory.

Section D consists mainly of a series of yes/no questions relating to the operation of the laboratory.  It is expected that the laboratory should be able to give affirmative answers to most of the questions and quote a relevant clause in its quality manual which confirms the point.  Negative answers to some questions may be acceptable; however some explanation needs to be provided.
APPENDIX 2

Documents and Records for the Accreditation of a Laboratory
	Notes:
(1) The following documents must be submitted with the application. NAB-MALTA will not process the application until all the items listed below have been received.

(2) If any of the documents are included as part of the quality manual or quality documentation, please quote either the quality manual section or the quality document reference number in the space provide next to the tick box.

(3) The documentation should preferably be also provided in electronic version.

(4) It is recommended to number the document submitted according to the list below.


	
	
	In the box below, tick as necessary and write any necessary references.

	1. 
	Quality Manual (1 hard copy and 1 electronic copy) (Note: Make sure that the manual makes proper references to the procedures).
	 FORMCHECKBOX 


	2. 
	Cross-reference Table (Note: This should allow a complete and effective identification of the correspondence between the clauses and sub-clauses of the applicable standard/other relevant accreditation guidance documents (e.g. EA publications) and the parts of the Applicant Laboratory documentation (QM, Procedures, etc) where such requirements are addressed; the non-applicable requirements must be properly identified and not simply omitted; (exclusions must be justified).
	 FORMCHECKBOX 


	3. 
	List of procedures and forms with revision status
	 FORMCHECKBOX 


	4. 
	List of standard operating procedures with revision status
	 FORMCHECKBOX 


	5. 
	List of test methods with revision status
	 FORMCHECKBOX 


	6. 
	Documented procedures, operating instructions, standard methods, technical instructions or corresponding documents supplementing the Quality Manual.
	 FORMCHECKBOX 


	7. 
	Copies of forms, checklists, reports and certificates (or equivalent) used in the activity for which accreditation is sought.
	 FORMCHECKBOX 


	8. 
	Proof of legal status of the Laboratory
	 FORMCHECKBOX 


	9. 
	Declaration of ownership (e.g. Articles of Association)
	 FORMCHECKBOX 


	10. 
	Local site and laboratory plan
	 FORMCHECKBOX 


	11. 
	Organisation chart with specification of names, functions, etc. (clearly show any relationships with a parent organisation).
	 FORMCHECKBOX 


	12. 
	Qualifications and  description of responsibilities (job descriptions) of staff members
	 FORMCHECKBOX 


	13. 
	Proof of the relevant qualifications of the responsible manager, the technical manager and his deputy, the quality manager and his deputy and the staff members authorised to sign test/calibration certificates/reports.
	 FORMCHECKBOX 


	14. 
	The number of Test/Calibrations carried out (in relation to the applied scope of accreditation) during the preceding year.
	 FORMCHECKBOX 


	15. 
	Declaration of Impartiality
	 FORMCHECKBOX 


	16. 
	A statement of other activities, if any, conducted by the legal entity.
	 FORMCHECKBOX 


	17. 
	Authority to sign of staff members
	 FORMCHECKBOX 


	18. 
	Proof of commitment of confidentiality of the staff members.
	 FORMCHECKBOX 


	19. 
	Copy of at least one original test/calibration report/certificate.
	 FORMCHECKBOX 


	20. 
	Copy of the Internal Audit Schedule
	 FORMCHECKBOX 


	21. 
	Summary of Internal Audit findings (to include a summary of nonconformities raised and corrective actions taken)
	 FORMCHECKBOX 


	22. 
	Copy of the agenda and minutes of the latest Management Review
	 FORMCHECKBOX 


	23. 
	Information about the handling of the samples (storage, labelling, accompanying form of the samples).
	 FORMCHECKBOX 


	24. 
	Proof of use of reference materials (where relevant).
	 FORMCHECKBOX 


	25. 
	Summary report containing proof of participation in proficiency testing and interlaboratory comparisons (Refer to ATG10 clause 4.6).
	 FORMCHECKBOX 


	26. 
	Proof of maintenance, calibration and adjustment of equipment.
	 FORMCHECKBOX 


	27. 
	A list detailing all instruments calibrated in-house which support measurements e.g. balances and thermometers.


	 FORMCHECKBOX 


	28. 
	Proof of traceability to national and international standards.
	 FORMCHECKBOX 
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