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	Recall Information
	Information by the HCR / Licensed manufacturer / Licensed distributor

	Origin of report
	

	1.	Name of person reporting the problem
	

	2.	Company reporting the problem
	

	3.	Physical address
	

	4.	Telephone number
	

	5.	Facsimile number
	

	6.	E-mail address
	

	7.	Date of report
	

	Medical Device / IVD details
	

	1.	Name of product affected
	

	2.	IVD or NON-IVD
	

	3.	Class of Medical Device or IVD
	

	4.	Make, type & model of Medical Device / IVD
	

	5.	Manufacturer of the Medical Device / IVD
	

	6.	Licensed Importer (manufacturer or importer) of the Medical Device / IVD
	

	7.	Regulatory Authority allocated medical device establishment licence number
	

	8.	Holder of Certificate of Registration name, address & contact details (where applicable)
	

	9.	Regulatory Authority allocated registration number         (where applicable)
	

	10.	Batch / Lot / Serial number(s) and expiry date (s)
	

	11.	Date manufactured
	

	12.	Date released for sale in South Africa (by batch / lot/ serial number)
	

	13.	Total quantity prior to distribution in South Africa
	

	14.	Quantity sold prior to the recall
	

	15.	Date of sales by customer 
	

	16.	Local sales (include list of customers who purchased medical device or IVD & details of customers holding “consigned” or “loaned” or “placed” or “demonstration” medical device or IVD)
	

	17.	International distribution (give full details and quantity)
	

	Nature of defect
	Information	by	the	HCR	/	Licensed manufacturer / Licensed distributor

	1.	Source of complaint (e.g. patient/ surgeon / user/ hospital / pharmacy / manufacturer, etc.)
	

	2.	Details of complaint
	

	3.	Number of complaints received
	

	4.	Initial date complaint was received
	

	5.	Name and address of any Medical Device or IVD Regulatory Authorities notified
	

	6.	Action taken so far (if any) / Proposed action and its urgency
	

	7.	Type of hazard/health risk and assessment of risk to the user or public health (including clinical safety reports)
	

	8.	Proposed recall classification and level
	

	9.	Other relevant information
	

	The above information may be provided verbally but should also be confirmed in writing within two working days.
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