Annex B
(informative)

Medical Device Recall Report Form

Notes:
1. This reporting form may be used by establishment as a template (for medical device manufacturer (local)/ authorised representative/ distributor) to submit a report on medical device recall for medical device registered in Malaysia. 
2. 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.
3. Recall report is to be submitted to recall_enquiry@mda.gov.my

	[bookmark: _Toc428882998]Medical Device Recall Report Form

	[bookmark: _Toc428882999]Recall Initiated by 
	[bookmark: _Toc428883000]|_| Establishment      
[bookmark: _Toc428883001]|_| Authority (Recall Ref no. : ______)      

	[bookmark: _Toc428883002]Type of Report
	[bookmark: _Toc428883003]|_| Notification/ Preliminary Report      
[bookmark: _Toc428883004]|_| Follow Up Report (Report no. :______)
[bookmark: _Toc428883005]|_| Final Report 

	[bookmark: _Toc428883006]Establishment Details

	[bookmark: _Toc428883007]Name of establishment
	

	[bookmark: _Toc428883008]Establishment address
	

	[bookmark: _Toc428883009]MDA Establishment License No.
	

	[bookmark: _Toc428883010]Contact person name
	

	[bookmark: _Toc428883011]Job title
	

	[bookmark: _Toc428883012]Tel No.
	
	[bookmark: _Toc428883013]Fax No.
	

	[bookmark: _Toc428883014]Email Address
	

	[bookmark: _Toc428883015]Device Details

	[bookmark: _Toc428883016]Affected Device Name
	

	[bookmark: _Toc428883017]Device intended use
	

	[bookmark: _Toc428883018]Device category
	[bookmark: _Toc428883019]|_| Non-invasive device   
[bookmark: _Toc428883020]|_| Invasive device 
|_| Active device
	[bookmark: _Toc428883021]|_| Implantable device 
[bookmark: _Toc428883022]|_| IVD device
[bookmark: _Toc428883023]|_| Other (specify):

	[bookmark: _Toc428883024]MDA Device Registration No.
	

	[bookmark: _Toc428883025]Table of Device Details

	Product Number/ Catalogue Number
	Lot/Serial Number

	UDI Code
(if applicable)
	Quantity

	
	
	
	

	
	
	
	

	(If the list is more, please provide an attachment)

	[bookmark: _Toc428883027]Manufacturer Name
	

	[bookmark: _Toc428883028]Manufacturer Address
	

	[bookmark: _Toc428883030]Notification Report Section: Recall Information

	Date of report
	(Date: _____________(dd/mm/yyyy))

	[bookmark: _Toc428883031]Did the recall arise due to an adverse incident?
[bookmark: _Toc428883032](Please select only one)
	
[bookmark: _Toc428883033]|_| Yes         |_|  No

	[bookmark: _Toc428883034]If yes, what is the category of adverse incident?  
[bookmark: _Toc428883035](Please select all applicable)
	[bookmark: _Toc428883036]|_| Serious Public Health Threat
[bookmark: _Toc428883037]|_| Death 
[bookmark: _Toc428883038]|_| Serious Injury  
[bookmark: _Toc428883039]|_| Non-serious Injury

	[bookmark: _Toc428883040]Did this adverse incident occur in Malaysia?
	[bookmark: _Toc428883041]|_| Yes         |_|  No

	[bookmark: _Toc428883042]Has the adverse incident been reported to the Authority?
[bookmark: _Toc428883043](Please select only one)
	[bookmark: _Toc428883044]|_| Yes (Adverse incident ref. no.: ________)   |_| No



	[bookmark: _Toc428883045]Reason for recall

(Refer Annex D)
	|_| A01: Patient Device Interaction Problem
|_| A02: Manufacturing, Packaging or Shipping Problem
     |_| A03: Chemical Problem
     |_| A04: Material Integrity Problem
|_| A05: Mechanical Problem
|_| A06: Optical Problem
     |_| A07: Electrical /Electronic Property Problem
     |_| A08: Calibration Problem
|_| A09: Output Problem
|_| A10: Temperature Problem
     |_| A11: Computer Software Problem
     |_| A12: Connection Problem
|_| A13: Communication or Transmission Problem
|_| A14: Infusion or Flow Problem
     |_| A15: Activation, Positioning or Separation Problem
     |_| A16: Protective Measures Problem
     |_| A17: Compatibility Problem
|_| A18: Contamination / decontamination Problem 
|_| A19: Environmental Compatibility Problem
     |_| A20: Installation-Related Problem
     |_| A21: Labelling, Instructions for Use or Training Problem
|_| A22: Human-Device Interface Problem
|_| A23: Use of Device Problem
     |_| A24: Adverse Event Without Identified Device or Use Problem
     |_| A25: No Apparent Adverse Event
     |_| A26: Insufficient Information
     |_| A27: Appropriate Term/Code Not Available

	[bookmark: _Toc428883047]Recall class
	[bookmark: _Toc428883048]|_| Class I      : High Risk
[bookmark: _Toc428883049]|_| Class II     : Moderate Risk
[bookmark: _Toc428883050]|_| Class III    : Low Risk

	[bookmark: _Toc428883051]Recall strategy and action to be taken 
	

	Extension timeline for notification to all 
affected customers if required, 
and justification
	




	[bookmark: _Toc428883052]Action to be taken by the customer/user
	




	[bookmark: _Toc428883053]Date of recall initiation 
[bookmark: _Toc428883054](Expected date of first notification to affected customer)
	

	Estimated Date to complete recall 
	

	[bookmark: _Toc428883055]Expected date to submit recall report to the Authority
	

	[bookmark: _Toc428883056]Attachments
	[bookmark: _Toc428883057]|_| A copy of the Recall communication to affected person 
[bookmark: _Toc428883058]|_| Table of affected device details

	[bookmark: _Toc428883061]Recall Report Section: 

	[bookmark: _Toc428883062]Has recall communication been sent to all affected person?
	
[bookmark: _Toc428883063]|_| Yes (Date sent: _____________(dd/mm/yyyy))
[bookmark: _Toc428883064]|_|No (Expected date to be sent: ___________(dd/mm/yyyy))

If the above do not meet the time line given by the Authority according to the recall class, please state the reason why: _______________________________________________


	[bookmark: _Toc428883065]Total number of affected units supplied to each affected affected person
	

	[bookmark: _Toc428883076]List of impacted countries (if any)
	

	[bookmark: _Toc428883077]Date of commencement of recall by manufacturer 
[bookmark: _Toc428883078](dd/mm/yyyy)
	

	[bookmark: _Toc428883079][bookmark: _Toc428883080]Date of commencement of recall in Malaysia (dd/mm/yyyy)
	

	[bookmark: _Toc428883081]Proposed date of completion of recall in Malaysia
[bookmark: _Toc428883082]Note: complete retrieval product from the market. (dd/mm/yyyy)
	

	[bookmark: _Toc428883083]Expected date to submit final report to the Authority
	

	[bookmark: _Toc428883084]The method of quarantine and segregation for the recalled products
	

	[bookmark: _Toc428883085]Attachments
	[bookmark: _Toc428883086]|_| List of hospital/customer/user with number of affected device in their storage
[bookmark: _Toc428883087]|_| Copy of acknowledgment receipt on the product recall by the affected customers


	[bookmark: _Toc428883090]Final Report Section: 

	[bookmark: _Toc428883091]Has the recall exercise been completed? 
	[bookmark: _Toc428883092]|_| Yes (Date : _____________(dd/mm/yyyy))
[bookmark: _Toc428883093]|_|  No, (justification):


	The method of disposal for the recalled products
	Specify method: ___________________
If other: 
Date of completion: (Date : _____________(dd/mm/yyyy))

	Final risk evaluation (if different from the initial risk evaluation)
	




	Proposed action(s) to prevent   recurrence of the problem
	








	Table of Final Device Status

	Product/ Catalogue Number
	Lot/ Serial No.
	Total affected unit
(z=x+y)
	Quantity remaining in warehouse
(x)
	Quantity sold
(y=a+b+c)
	Quantity Recalled
(a)
	Quantity consumed by customer
(b)
	Quantity un-identified
(c)
	Quantity corrected
(p)
	Quantity disposed (q)
	Others (r)

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	(If the list is more, please provide an attachment)     (x+a)=(p+q+r)

	Justification on total quantity of unidentified device (if applicable)
	




	Attachments

	|_| Table of final device status
|_| Health risk assessment report
|_| Report on action(s) to prevent recurrence of the problem (if applicable)
|_| Evidence of returning affected device to the manufacturer (if applicable)
|_| Evidence of disposal process (if applicable)



	[bookmark: _Toc428883106]Other information

	







	[bookmark: _Toc428883107]Attestation

	[bookmark: _Toc428883108]I attest that the information submitted is true and correct.

[bookmark: _Toc428883109]Signature			        : __________________________
[bookmark: _Toc428883110]Name of Reporting Person : __________________________
Position                               : ___________________________
[bookmark: _Toc428883111]Date of this report		: __________________________  (dd/mm/yyyy)
Company stamp			: __________________________



