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[bookmark: _Toc428884616]PART 1: MANDATORY PROBLEM REPORTING FORM
Section 40, Medical Device Act 727 (2012)
[bookmark: _Toc428884617]Notes:
1. This reporting form is to be used by establishment (product registration holder / product manufacturer (local) / authorised representative / distributor) to submit mandatory problem reporting relating to any incident involving its product inside or outside Malaysia only if the product / medical device is registered in Malaysia. 
2. Please submit completed form with Reference Number to MDA or / and NPRA* via email to:



VIGILANCE UNIT
Medical Device Authority (MDA), Level 6, Prima 9, Prima Avenue II, Blok 3547, Persiaran APEC, 
63000 Cyberjaya
Selangor.
E-mail: mpr@mda.gov.my

SURVEILLANCE & COMPLAINTS SECTION,
CENTRE OF COMPLIANCE & QUALITY CONTROL
National Pharmaceutical Regulatory Agency (NPRA),
Lot 36, Jalan Universiti, 46200 Petaling Jaya
Selangor.
E-mail: qpr@npra.gov.my
	Establishment Reference No.
	

	Location of Incident

	Where the incident occurred*
	|_| In Malaysia	
|_| Outside Malaysia

	If incident occurred in Malaysia:

	Type of affected facility*
	|_| Government hospital/ clinic    
|_| Private hospital/ clinic
|_| Unknown
|_| Others

	Name of institution*
	

	Address*
	




	Telephone no. *
	

	Fax no.
	

	Contact person at site of incident*
	

	If incident occurred outside Malaysia:

	Name of country where the incident occurred*
	

	Device Information

	Classification Device
	General Medical Device
· Class A 
· Class B
· Class C
· Class D
	IVD Medical Device
· Class A
· Class B
· Class C
· Class D

	Medical device registration no.*
	

	Device name*
	

	Brand name*
	

	Manufacturer name*
	

	Device available in Malaysian market?*
	|_| Yes 		
|_| No
|_| Others , please  justify : ___________

	Details of affected devices*
	Batch no.
	Lot no.
	Serial no.
	Expiry Date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Please provide attachment if the row provided is insufficient.

	Background Information

	[bookmark: _Toc428884623]Report category* (please tick)
	· Quality defect / Failure or deterioration of product / device effectiveness 
· Inadequacy in labelling / packaging or IFU (Instruction for Use)
· Non-compliance in regulatory requirement 
· [bookmark: _Toc428884625]Led to death or injury of a patient, user or other person
· Led to serious deterioration in the state of health  of a patient, user or other person,
· may led to death or serious deterioration in the state of health  of a patient, user or other person or could do so were the incident to recur
· Serious threat to public health   

	[bookmark: _Toc428884629]Date of incident*
	

	Date of awareness*
	

	Incident Information

	Description of incident*
	





	Incident occurred related to:*
	|_| Patient Device Interaction Problem
|_| Manufacturing, Packaging or Shipping Problem
|_| Chemical Problem
|_| Material Integrity Problem
|_| Mechanical Problem
|_| Optical Problem
|_| Electrical /Electronic Property Problem
|_| Calibration Problem
|_| Output Problem
|_| Temperature Problem
|_| Computer Software Problem
|_| Connection Problem
|_| Communication or Transmission Problem
|_| Infusion or Flow Problem
|_| Activation, Positioning or Separation Problem
|_| Protective Measures Problem
|_| Compatibility Problem
|_| Contamination / decontamination Problem 
|_| Environmental Compatibility Problem
|_| Installation-Related Problem
|_| Labelling, Instructions for Use or Training Problem
|_| Human-Device Interface Problem
|_| Use of Device Problem
|_| Adverse Event Without Identified Device or Use Problem
|_| No Apparent Adverse Event
|_| Insufficient Information
|_| Appropriate Term/Code Not Available

	Device operator during time of incident (please tick)
	|_| Healthcare Professional    
|_| Patients
|_| Others: _________________________________

	Usage of device (please tick)
	|_| Initial Use 
|_| Single Use / Disposables
|_| Reuse of Single Use    
|_| Reuse of Reusable
|_| Re-serviced/ Refurbished
|_| Others

	Device disposition/ current location (please tick) 

Note: Information on state of device is at the time of the report
	|_| Remain implanted    
|_| Explanted  
|_| Disposed
|_| Quarantined at user’s site
|_| Quarantined at establishment’s site
|_| Returned to manufacturer
|_| Others, please specify: ______________________
Example: Device has been destroyed, device remains implanted in the patient, device has been quarantined

	List of other devices involved in the incident (if applicable)
	

	Immediate Action taken by the establishment during incident.
	Example: Recommendation to stop usage, advice to quarantine, additional CME to cater related issues



	Submission of Investigation Report

	· Within 30 days after submission of MPR
· Request for extension time;
☐90 days after submission of MPR
☐120 days after submission of MPR
☐150 days after submission of MPR
☐Longer than the above; Please specify: _______________________



	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
	[bookmark: _GoBack]

	Establishment License No. 
(Under Act 737) *For medical device only
	

	Date of this notification*
	

	Establishment name/ stamp:
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