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	NATIONAL ACCREDITATION BOARD
MALTA

	APPLICATION FOR EXTENSION TO SCOPE
LABORATORY ACCREDITATION
SCHEDULE NABAF01/L/E

	(1)  This forms should be completed in detail and returned 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) NAB-MALTA normally organises assessments of extensions to scope at the annual surveillance visit, unless an additional visit is specifically requested by the laboratory. NAB-MALTA is prepared to organise an additional visit where there is an urgent need to process the extension.

(6) Where the request is in the same discipline and is such that it can be incorporated in the allocated timeframe for the surveillance visit minimal additional costs may be incurred.

(7) In certain circumstances it may be possible for NAB-MALTA to process an extension by correspondence where the extension sought is very similar to current accredited activities.

(8) Please note that advance planning is required and the assessment may involve additional assessor(s) time and costs. Minimum costs will be incurred where the extension is either processed by correspondence or at scheduled surveillance visits.
(9) All applications for extension to scope for assessment at the next scheduled surveillance visit must be submitted to NAB-MALTA at least 3 months in advance of the visit.

(10) If a separate quality manual exists for the activities covered by the proposed extension an NAB-MALTA application form NABAF01/L must be used instead of this form.
(11) 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. BASIC DETAILS

	Name of accredited laboratory requesting an extension to scope

	

	Address

	

	

	

	Current NAB-MALTA Reg. No..:
	VAT No.:

	Telephone Number:
	Fax Number:

	Web Site Address:
	E-Mail:


	2. DETAILS

	Name of laboratory requesting the extension to scope (if different from 1 above)



	

	Address

	

	

	


	3. DISCIPLINE OF REQUESTED EXTENSION TO SCOPE – Refer to NAB-MALTA Publication ATG0 (e.g. chemistry, microbiology, calibration, etc.)

(Please quote NAB-MALTA Publication ATG04)

	

	

	

	

	


NOTES:

(a) When extension is a different discipline to that for which the accreditation is already accredited answer all questions.

(b) When extension is the same discipline as that for which the laboratory is already accredited answer questions 13 to 17 only

	4. MAIN CONTACT  

    Name, position and address of Laboratory’s main contact with the NAB-MALTA

	

	

	

	


	5. DEPUTY CONTACT  

    Name, position and address of Laboratory’s deputy contact with the NAB-MALTA

	

	

	

	


	6. HUMAN AND TECHNICAL RESOURCES

	6.1 Total Number of Employees: 

	6.2  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)
	
	


	7. OTHER ACTIVITIES 

	Is the laboratory involved in activities other than testing?
	YES      FORMCHECKBOX 

	NO    FORMCHECKBOX 



	8. IF the answer to 7 is yes:  

	8.1 Are the other activities the main activities?



	8.2 Describe the nature of the other activities

	8.3 Does the laboratory undertake testing/calibration for outside organisations?

	8.4 Enclose an organisation chart showing an outline of the organisations and relevant reporting structures within the laboratory and where relevant between other functions in the organisations


	9. INFORMATION ABOUT KEY PERSONNEL

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

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



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




	12. Approved Signatories for New Tests

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

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

	First name, Surname

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

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

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


	Qualification

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

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

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


	Sample signature

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

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

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




	SECTION B

	13. ACCREDITATION SCOPE - EXTENSION

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

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

d. In column 6 indicate the frequency with which you perform the tests. 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)

e. 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.  


	No.
	NAB-MALTA Ref. No.

Ref:

ATG04
	Material/Product/
Matrix tested/calibrated
	Type of test/calibration and/or property measured, and range of measurement*
	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.  


	SECTION C

	14. EQUIPMENT, TESTING AND MEASURING INSTRUMENTS

	List below the major items of laboratory equipment currently in use for the range of tests/calibrations listed in 13 above.

	Equipment (Name, make and model)
	Measurement/working range, accuracy and other relevant information

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


	SECTION D

	15. OPERATION OF THE LABORATORY

	Has the laboratory taken part in proficiency testing or interlaboratory comparisons for the tests for which extension to accreditation is being sought?

	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
	Reference to relevant documentation

	15.1 Are formal specifications available for each test/calibration?
	
	

	15.2 Are non-standard testing techniques or calibrations used by the laboratory fully documented, validated and made available to all concerned?
	
	


	16. COMPLIANCE WITH ISO17025

	16.1 Do you consider that the laboratory complies at present with requirements of ISO 17025 “General requirements for the competence of testing and calibration laboratories” for the requested extension to scope?
	YES   FORMCHECKBOX 

	NO  FORMCHECKBOX 


	16.2 If NOT, please list the areas in which it does not comply, and give the date by which you expect compliance to be achieved.


	17. SITE VISIT FOR EXTENSION TO SCOPE

(Where the proposed extension to scope cannot be processed by correspondence)

	17.1 Do you wish the proposed extension to scope be assessed at the next scheduled surveillance visit?
	YES   FORMCHECKBOX 

	NO  FORMCHECKBOX 


	OR

	17.2 Is there a special urgency for achieving NAB-MALTA accreditation for the extension which would justify an additional visit?
	YES   FORMCHECKBOX 

	NO  FORMCHECKBOX 


	17.3 If you answered YES to 17.2 please state reason:

	17.4 Please indicate suitable date (month/year) for additional visit:


	18.  DECLARATION

(Note: This shall be signed by the Technical Manager or by the Head of the Laboratory)

The Laboratory (details of which are set out on paragraphs 1 and 2 of Section A of this application form) hereby applies for an extension to scope of accreditation by NAB-MALTA. The Laboratory agrees to conform, upon accreditation with the requirements of ISO 17025 and the applicable NAB-MALTA policies and regulations. The Laboratory further agrees to conform 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 statement made in this application form and the procedures enclosed are true and correct to the best of our knowledge and belief and I enclose 2 copies of the test method/calibration procedures relating to the requested extension to scope.

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.

	Signature 
	Date

	Position

	Name in Block Capitals


APPENDIX 2

Documents and Records Required
	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.

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


	1. 
	Quality Manual (1 hard copy and 1 electronic to be enclosed) (must include proper references to the procedures).
	 FORMCHECKBOX 


	2. 
	Organisation chart with specification of names, functions, etc (clearly show any relationships with a parent organisation)
	 FORMCHECKBOX 


	3. 
	Documented procedures, operating instructions, standard methods, technical instructions or corresponding documents related to the test methods forming part of the extension to scope.
	 FORMCHECKBOX 


	4. 
	Copy of at least one original test/calibration report/certificate.
	 FORMCHECKBOX 


	5. 
	Local site and laboratory plan (and highlighting the areas where the new tests are carried out)
	 FORMCHECKBOX 


	6. 
	Summary report containing proof of participation in proficiency testing and interlaboratory comparisons (Refer to ATG10 clause 4.6).
	 FORMCHECKBOX 


	7. 
	Proof of maintenance, calibration and adjustment of equipment.
	 FORMCHECKBOX 


	8. 
	Proof of traceability to national and international standards.
	 FORMCHECKBOX 


	9. 
	The number of Test/Calibrations carried out (in relation to the applied scope of accreditation) during the preceding year.
	 FORMCHECKBOX 
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