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PART 2: INVESTIGATION FORM
SECTION 40, MEDICAL DEVICE ACT 727 (2012)

Notes:
1. This form shall be accompanied with the investigation report otherwise the form will not be accepted.
2. This investigation form may be used by establishment as a template (medical device manufacturer (local)/ authorised representative/ distributor) to submit report on investigation involving any incidents related to its medical device recorded inside or outside Malaysia only if the medical device is registered in Malaysian market. 
3. Although the format of the form might differ from one establishment to another, the contents of this form are mandatory. It is mandatory to complete all the information. 

	Establishment Reference No.
	<To be filled by Establishment>

	Results of Manufacturer Investigation 

	Investigation findings*
Please tick more than one if there are more findings
	|_| Biological Problem Identified
|_| Electrical Problem Identified
|_| Electromagnetic Compatibility Problem Identified
|_| Interoperability Problem Identified
|_| Labelling and Instructions for Use/Maintenance
|_| Material and/or Chemical Problem Identified
|_| Mechanical Problem Identified
|_| Optical Problem Identified
|_| Clinical Imaging Problem Identified
|_| Software Problem Identified
|_| Thermal Problem
|_| Protective System Problem Identified
|_| Operational Problem Identified
|_| Patient Sample Problem
|_| Environment Problem Identified
|_| Manufacturing Process Problem Identified
|_| Maintenance Problem Identified
|_| Transport/Storage Problem Identified
|_| No Device Problem Found		
|_| No Findings Available
|_| Results Pending Completion of Investigation
|_| Appropriate Term/Code Not Available
 

	Root cause of the incident*
	



	Corrective Action and Preventive Action (CAPA) has been taken by the manufacturer*
	|_| Yes 		
|_| No, please justify: ______________________

	IN MALAYSIA, this incident will lead towards:*
	|_| FCA (Field Corrective Action) / CAPA
|_| Recall
|_| No action required

	Was this incident reported to other Regulatory Authorities?
	|_| Yes, please select the Competent Authority the incident has been reported to:
|_| US FDA 		
|_| EU
|_| Australia 		
|_| Canada
|_| Japan
|_| Others, please specify: ________________

	
	|_| No



	Patient Information (when information not available, please indicate as N/A)

	[bookmark: _Toc428884650]Age
	

	[bookmark: _Toc428884651]Gender
	

	Patient outcome
	|_| Death
|_| Life threatening
|_| Hospitalized
|_| Congenital anomaly
|_| Required intervention to prevent permanent impairment/ damage
|_| Others, please specify: ______________ 



	Other additional Information about incident 

	






	Attestation 

	I attest that the information provided by the user/ manufacturer submitted is true and correct. 

	Signature*
	

	Name of reporting person*
	

	Establishment name* / Product Registration Holder
	

	Establishment License No. 
[bookmark: _GoBack](Under Act 737) *For medical device only
	

	Date of this notification*
	

	Establishment name/ stamp:
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