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      APPLICATION FOR SAMM ACCREDITATION
                                            (Against MS ISO 15189)
1. ORGANISATION DETAILS

Name: …………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………...

                 (Indicate exactly how the name of the organization is to appear on the certificate)

Address:………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

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

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

Tel. No.: ………………………………………………………………………………………………………………………..Fax. No.: ………………………………………………………………………………………………………………………………………………………………………..

Website: ………………………………………………………………………………………………………………………E-mail: ………………………………..……………………………………………………………………………………………..………………………………………………..

Contact Person: …………………………………………………………………………………………………Designation: ……………………………………………………………………………………………………………………………………………………………….

2. LABORATORY DETAILS

      (If different from above)

Name: ……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………..

                 (Indicate exactly how the name of the laboratory is to appear on the certificate)

Address: ……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….

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

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

Tel. No.: ………………………………………………………………………………………………………………………Fax. No.: …………………………………………………………………………………………………………………………………………………………………………...

Website: ……………………………………………………………………………………………………………………..E-mail: ………………………………………………………...………………………………………………………………………………………………………………………..

Contact Person: ………………………………………………………………………………………….,…  Designation: …………………………………………………………………………………………………………………………………………………………………

If you have sites or collection centers at other locations, please provide or attach the following details of each of your branches or collection centers:

(Please use extra sheet if necessary)

Name: ……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

Address: …………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………….

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

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

Tel. No.: ………………………………………………………………………………………………………………………………………..Fax. No.: …………………………………………………………………………………………………………………………………………………………

Contact Person: ………………………………………………………………………………………………………………....E-mail: ………………..……………………………………………………………………………………………………………………………………………

Name: ……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

Address: ………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

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

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

Tel. No.: …………………………………………………………………………………………………………………………………….…..Fax. No.: …………………………………………………………………………………………………………………………………………………………

Contact Person: ……………………………………………………………………………………………………………..…..E-mail: ………………………………………………………………………………………………………………………..………………………………………

3. SUPPORTING INFOMATION OF THE LABORATORY

Date of Establishment: ……………………………………………………………………………..……                   Registration Number: ……………………………………………………………………………………….

                                                         






  (a copy of ROC to be attached)

Legal Status: ………………………………………………………………………………………………………………..

                                            (e.g. Govt. Act., Sdn. Bhd.  etc.)

Implementation period: …………………..……………..……………. year(s)       
                                                     (MS ISO 15189)

Approx. number of test reports/certificates generated in the past one year: ……………………………………………………………………………..……
Name of consultant:   …………………………………………………………………………………………………………………………..……  

(If applicable)

Name of internal auditor: ………………………………………………………………………………………………………………..……  

(If it involves external auditor)

	Generally restricted to own use
	

	Partly open for public testing
	

	Public testing service
	


Services Provided:


(Please tick in the appropriate box)

4. GENERAL BACKGROUND OF APPLICANT LABORATORY

      (Please provide as much as possible details such as organisation charts, extracts from quality manual, organisation’s latest annual report or publicity brochure)

a) Major activities of laboratory: …………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………

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

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

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

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

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

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

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

b) Structure of laboratory:

      (Please provide the organisation chart showing the line of authority within the laboratory and if relevant, the laboratory’s position in the overall structure of the parent    

      organization. If it is available in the Quality Manual, please state the relevant section of the location of the laboratory’s structure)

c) Laboratory’s main quality documents:
      (Please tick in the appropriate boxes)

	1. Quality manual *
	

	2. Standard operating procedure (SOP) *
	

	3. Test method *
	

	4. Working instructions (WI)
	

	5. Forms
	

	6. Reference documents
	

	Others, please state:


	


Note: Documents marked with * are to be submitted to Standards Malaysia
d) Field of medical testing for which accreditation is sought

    (Please tick in the appropriate boxes)

	Anatomical Pathology (Cytopathology)
	

	Anatomical Pathology (Histopathology)
	

	Chemical Pathology 
	

	Haematology
	

	Medical Microbiology
	

	Virology
	

	Assisted Reproductive Technology (ART)
	

	Cytogenetics
	

	Others:

(please state e.g.: immunology, fertility testing, etc)

	


5. SCOPE OF ACCREDITATION SOUGHT
     (Please specify as precisely as possible the scope of accreditation sought)
Field: ………………………………………………………..

	Specimen Tested
	Type of Tests /

Properties Measured
	Test Method, Specification/

Equipment/Techniques Used

	
	
	


	Specimen Tested
	Type of Tests /

Properties Measured
	Test Method, Specification/

Equipment/Techniques Used

	
	
	


Note: 
Photocopies/retyped schedules 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).

6. LIST OF KEY PERSONNEL
(Please attach CV and provide details of the office bearers below and please use extra sheet if necessary)

Laboratory Key Personnel:

	
	Name
	Designation

	1
	
	Laboratory Director

	2
	
	Deputy Laboratory Director

	3
	
	Quality Manager

	4
	
	Deputy Quality Manager

	5
	
	Document Manager

	6
	
	Deputy Document Manager

	7
	
	Technical Manager 

	8
	
	Technical Manager 

	9
	
	Technical Manager 

	10
	
	Technical Manager 

	11
	
	Technical Manager 

	12
	
	Technical Manager 

	13
	
	Technical Manager 

	14
	
	Technical Manager 

	15
	
	Technical Manager 

	16
	
	Technical Manager 

	17
	
	Technical Manager 

	18
	
	Technical Manager 

	19
	
	Technical Manager 

	20
	
	Technical Manager 


Laboratory Clinical Personnel:

	
	Name
	Discipline

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	

	6
	
	

	7
	
	

	8
	
	

	9
	
	

	10
	
	


7. DECLARATION

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 Laboratory Accreditation Scheme of Malaysia;

(ii) to pay1 all fees and costs connected with the accreditation process irrespective of the eventual granting of accreditation;

(iii) participate in Proficiency Testing (PT) activities:
a) The laboratory is required to submit information on their participation and performance in PT/ILC programme or its plan to participate (LA 1501-5).

b) If only planning has been submitted, the laboratory shall submit the LA 1501-3 MT during pre-assessment and compliance assessment. 

c) The laboratory shall meet (comply) with the requirements of SAMM Policy 4 (SP4) before accreditation can be considered.

(iv) to provide access to information, documents and records as necessary for the assessment and maintenance of the accreditation;

(v) to provide access to those documents that provide insight into the level of independence and impartiality of the lab from its related bodies, where applicable; and

(vi) shall arrange the witnessing of laboratory services when requested

Submission of Documentations

We enclosed herewith a copy each of documents as per Application Checklist (LA 101-5 MT) for your examination.
Signature:  ………………………………………………………. 
Date:  …………………………………..……………

Name of applicant’s 

authorised representative:……………………………………  
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 The Laboratory will be invoiced upon acceptance of application.

· Application will be considered lapsed if the laboratory fails to obtain accreditation within 2 years from the date of application acceptance.

· Standards Malaysia reserves the right to exempt Adequacy Audit if the application forms for several sites are sent at the same time; using the same common Quality Manual.


· Standards Malaysia reserves the right to exempt Pre-Assessment if the laboratory complies with the exception criteria as set out by Standards Malaysia.
· Should the laboratory fail to submit corrective actions and root cause analysis for compliance assessment within 6 months from the date of the assessment, the team of assessors may conduct a verification assessment.



SKIM AKREDITASI MAKMAL MALAYSIA (SAMM)


LABORATORY ACCREDITATION SCHEME OF MALAYSIA 








PAGE  

7 

DEPARTMENT OF STANDARDS MALAYSIA 


