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1.  ORGANIZATION DETAILS

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

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

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

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

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

Tel. no.:…………………………………….

Fax. No.:………………………………………….. 

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

Contact person:……………………………
Designation:………………………………………
2.  LABORATORIES 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:………………………………….
Date of establishment
: …………………………………………………………………...

Legal status

: ……………………………………………………………………

                                            

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

4. GENERAL BACKGROUND OF APPLICANT KLINIK KESIHATAN 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)

	Chemical Pathology 
	

	Haematology
	

	Medical Microbiology
	

	Virology
	

	Others:

(please state e.g.: immunology, 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.

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

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


7. DECLARATION

I have read, understood and will comply with MS 2702 and PHLAS requirements:

to commit to fulfil continually the requirements for accreditation for the scope for which accreditation is sought or granted and to commit to provide evidence of fulfilment. This includes agreement to adapt to changes in the requirements of accreditation;

to cooperate as is necessary to enable Standards Malaysia to verify fulfilment of requirements for accreditation;

to provide access to PHL personnel, locations, equipment, information, documents and records as necessary to verify fulfilment of requirements for accreditation;

to arrange the witnessing of conformity assessment activities when requested by Standards Malaysia;

to have, where applicable, legally enforceable arrangements with their clients that commit the clients to provide, on request, access to Standards Malaysia assessment teams and observers to assess the PHL’s performance when carrying out conformity assessment activities at the client’s site;

to claim accreditation only with respect to the scope for which it has been granted;

to commit to follow Standards Malaysia’s policy for the use of the accreditation symbol;

not to use its accreditation in such manner as to bring Standards Malaysia into disrepute;

to inform Standards Malaysia without delay of significant changes relevant to its accreditation but not limited to:

its legal, commercial, ownership or organizational status;

the organisation, top management and key personnel;

resources and location(s);

scope of accreditation;

other matters that can affect the ability of the PHL   to fulfil requirements for accreditation;

to pay fees as determined by Standards Malaysia; and

to assist in the investigation and resolution of any accreditation-related complaints about the PHL referred to it by Standards Malaysia.

I hereby, give my consent on behalf of the laboratory to a abide requirements by Standards Malaysia.

I hereby, declare that the information furnished above is correct.

I have to pay all fees and costs connected with the accreditation process irrespective of the eventual granting of PHLAS compliance.

I will provide access to those documents that provide insight into the level of independence and impartiality of the test facility from its related bodies, where applicable and;

I agree to allow Standards Malaysia assessors access to the laboratories specify area, resources, operations, procedures, records and staff so that the assessors can effectively access the laboratory system and activities. I understand that the failure to allow the above access will lead to the removal of my laboratory application. 

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

Name of Laboratory Representative:………………………….………   

Organisation’s Stamp / Seal: 

Please return completed forms to:
  


       Director General 



Department of Standards Malaysia



Aras 4, 5, 6 & 7, Tower 2



Menara Cyber Axis



Jalan Impact, Cyber 6



63000 Cyberjaya 






Attention: Director of Accreditation



Tel :  +(603) 8008 2900

Fax : +(603) 8008 2901



Acknowledgement Receipt

To: …………………………………………….

      …………………………………………….

      …………………………………………….

      …………………………………………….

I, ………………………………………. hereby confirmed that we have received your application form and will proceed to further action i.e. to assign Lead Assessor, issuing assessment notification, plan etc.

Name & Designation: ……………………….……………….  Signature:..……………………


                                                                                  









      Date: ………………………….

PHLAS-P001


Issue x, date month year











� EMBED Word.Picture.8 \* MERGEFORMAT ���








PRIMARY HEALTHCARE LABORATORY 


ACCREDITATION SCHEME 





APPLICATION FORM














PAGE  
Page 7 of 7


_1234567890.doc
[image: image1.png]






