	APPLICATION FORM FOR VOLUNTARY LISTING OF COMPETENCY CERTIFICATION BODY (CCB)

	


Note:
· Please fill in relevant fields and attach separate sheet if necessary.
· Please tick the relevant supporting documents box in Column 2.
· Please number all the attached documents submitted with this application form and enter the indication number in the respective cells in Column 3.
	1.0
	Organisation Structure 
	Column 2
	Column 3

	1.1
	Name of Organisation
	
	

	1.2
	Address
	
	

	1.3
	Telephone number
	
	

	1.4
	Fax number
	
	

	1.5
	E-mail address
	
	

	1.6
	Website (if applicable)
	
	

	1.7
	ROC number
	
	

	
	1.7.1 Supporting document
	· Certificate of registration 

	


	2.0
	Person Responsible
	

	2.1
	Name
	
	

	2.2
	Designation
	
	

	
	2.2.1   Supporting document
	· Letter of Appointment 
	

	2.3
	Job description 
	
	

	
	2.3.1   Supporting document
	· Job description
	

	2.4
	IC/ Passport number
	
	

	2.5
	Telephone no. (h/p)

                        (office)
	
	

	
	
	
	

	2.6
	Email address
	
	


	3.0
	Organisation Structure
	

	3.1
	Do you have any relationship/ link with the larger organisation outside Malaysia? If yes, please; 
3.1.1 Indicate the type of relationship with larger organisation and the relevant supporting documents;
3.1.2 Provide address of the larger organisation outside Malaysia
	· Yes

· No

· Subsidiary 

· Partnership agreement 
· Others, please specify;
……………………………

	

	3.2
	Organisation chart
	· Organisation chart.
	

	3.3
	3.3.1 Is your company providing services relating to maintenance, testing, installation, commissioning, and disposal of medical devices?

3.3.2 Is your company providing services relating to medical device training?
	· Yes 
· No
· Yes
· No


	

	3.4
	The organisation is already accredited to ISO 17024 or equivalent. 
	· Yes

· No


	


	4.0 Scope Applied

	Please tick (/) one or more scope of certification applied and please specify if others. 
Certification scope of :
· Certification A (Radiology & imaging), Basic Cert and Compulsory Competency Modules (CCM)
· Certification A (Radiology & imaging), Intermediate (Level 2)

· Certification A (Radiology & imaging), High (Level 3)

· Certification A (Radiology & imaging), High (Product Technical Specialist)
· Certification B (Laboratory), Basic Cert and Compulsory Competency Modules (CCM)
· Certification B (Laboratory), Intermediate (Level 2) 

· Certification B (Laboratory), High (Level 3) 

· Certification B (Laboratory), High (Product Technical Specialist)Certification B (Laboratory)

· Certification C (Diagnostic), Basic Cert and Compulsory Competency Modules (CCM)
· Certification C (Diagnostic), Intermediate (Level 2) 

· Certification C (Diagnostic), High (Level 3) 

· Certification C (Diagnostic), High (Product Technical Specialist)Certification B (Laboratory) 

· Certification D (Therapeutic), Basic Cert and Compulsory Competency Modules (CCM)
· Certification D (Therapeutic), Intermediate (Level 2) 

· Certification D (Therapeutic), High (Level 3) 

· Certification D (Therapeutic), High (Product Technical Specialist)Certification B (Laboratory)
· Certification of Management Level 1
· Certification of Management Level 2

· Certification of Management Level 3
· Others, please specify :

___________________________________________________________________________

___________________________________________________________________________
___________________________________________________________________________


	5.0
	Requirements on Technical Competency Certification Body

	5.1
	Personnel

5.1.1 Procedure to identify the competency of personnel 

5.1.2 Procedure to evaluate & monitor the competence of personnel 

5.1.3 Information on technical personnel and assessor
	· Recruitment procedure
· Others, please specify

……………………………….
· Evaluation Procedure
· Others, please specify

……………………………….

· Competency matrix
· Curriculum Vitae and relevant supporting documents
	


	6.0
	Liability 

	6.1
	Do you have insurance policy &

Insurance certificate. (Cover in Malaysia)

	· Yes 

· No 


	

	7.0
	Confidentiality

	7.1
7.2
	Procedure on maintaining confidentiality between the Organisation and Its clients/ Personnel
Example of certificate
	
	


	8.0
	Documentation Related to Management Operation

	· Copy of Quality Management System certificate 
· Copy of competency certificate template to be issued for technical personnel                       
	


	9.0
	Resources for Organisation Offering Examination or/ and Interview
	

	9.1
	In-house
	

	
	Address of facilities
	
	

	
	Type of facilities
	· Examination room

· Interview room

· Others, please specify

……………………………………


	

	9.2
	Out-source 

	
	Address of facilities


	
	

	
	Type of facilities 


	· Examination room

· Interview room

· Others, please specify

……………………………………


	


ATTESTATION BY APPLICANT FOR CCB APPLICATION

[To be printed on company letterhead of applicant]

Medical Device Authority

Date: (    date     )

Dear Sir,

Attestation for CCB Application

I (     name         ) , (    identity card number    )  hereby attest that the information provided on this application and any attached documents, certificates which had been duly certified true copy are accurate, correct and complete and current to this date. 

Yours Sincerely,

Signature    
: …………………………..

Name

: ……………………………

Official stamp: ………………………….

Date

: …………………………….

	For office use only
	Approved/

Rejected
	Date received
	

	Verified by

	Name of officer
	
	Date
	

	Approved by

	Name of Officer
	
	Date
	

	Signature
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