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SKIM AKREDITASI MAKMAL MALAYSIA (SAMM)

LABORATORY ACCREDITATION SCHEME OF MALAYSIA

Application for additional field(s) of medical testing/extension of scope/ satellite laboratory1
I
Organisation / laboratory

Name of laboratory: ........……………………………….………………………………………… ………………………….........…………..…...………….….......………………

SAMM No.:…………………………………….

Address: .........…...............……………………………………………………………………………. ……………………………………………………………………………..…………………………..…………
Tel: …………………………… Fax: ……………Website:...............………… E-mail:……………………
Contact person:…………….………………………………………………………… Designation:……………….………………………………………………………………

Description of field(s) of medical testing and scope of accreditation1 for which accreditation is sought.
II 
For Satellite Laboratory application (where necessary)
Satellite Laboratory Address: .........…...............…………………………………………………………… ……………………………………………………………………………………………………………

Tel: ……………………… E-mail: ……………………………..…………….

Person in charge (if different from above): ……………………… Designation: ……………….…

III
Declaration
The organisation/laboratory hereby undertakes:

i) to comply with Accreditation Standard MS ISO 15189 and the relevant SAMM requirements and to abide by SAMM Policy 1 (SP1) - Terms and Conditions governing the SAMM;

ii) to pay2 all fees and costs connected with the accreditation process irrespective of the eventual granting of accreditation;

iii) confirms that the existing Quality Manual and/or Procedure Manual covers the quality system of the laboratory activities for the additional field(s) of medical testing /expanded scope sought;

iv) to participate in suitable Proficiency Testing (PT) programme/interlaboratory comparison/activity relevant to its scope of medical testing prior to granting of accreditation where such programme/activity is available;
v) have conducted at least ONE (1) internal audit and management review included under the central laboratory/office; and

vi) have sufficient personnel and at least ONE (1) resident key personnel for each field of accreditation.

III
Submission of documentations

i) For Extension of Scope

We enclosed herewith a copy each of the following for your examination:

(1)- Medical testing method manual

(2)- CV of nominated key personnel (s)

ii) For Satellite Laboratory

We enclosed herewith a copy each documents as per Application Checklist (LA 202-3 MT) for your examination.

Signature:  ……………………………………………
Date:  …………………………………..

Name of requester/person in charge : ………………………………………………
Organisation’s stamp / seal: …………………………………………………
Please return duly completed forms to:
Director General




Department of Standards Malaysia 




Level 4, 5, 6 & 7, Tower 2




Menara Cyber Axis




Jalan Impact, Cyber 6




63000 Cyberjaya




Selangor




Attention: Director of Accreditation

Note: 1 Please use Appendix A attached

          2 The laboratory will be invoiced upon acceptance of application for extension

· The Extension of Scope/Satellite Laboratory application will be valid for one year from the date of assessment conducted

· New Extension of Scope/Satellite Laboratory application can only be made once existing Extension of Scope/Satellite Laboratory has been accredited

	DEPARTMENT OF STANDARDS MALAYSIA 
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APPENDIX A

SCOPE OF ACCREDITATION SOUGHT

(MEDICAL TESTING LABORATORY)

Field:…………………………………………………
	Specimen Tested
	Type of Tests /

Properties Measured 
	Test Method, Specification/

Equipment/

Techniques Used

	
	
	


Nominated key personnel:

	Name
	I/C No.
	Field
	Qualification
	Years of Experience

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Note: 
Photocopies/retyped forms are acceptable.

All testing laboratories are expected to have their own documented procedures for the estimation of calculations of measurement uncertainty (MS ISO 15189, Clause 5.5.1.4).
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