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MEDICAL DEVICES INCLUDING IN VITRO DIAGNOSTICS ADVERSE EVENT/INCIDENT REPORTING FORM FOR CONSUMERS AND INSTITUTIONS
Note: identities of reporter, patient and institution will remain confidential
	NMRA Internal Use Only

	Report number:
	Date received:



	1. Device details

	Product / Approved name*:

	   Brand name:
	Catalogue/ Model number/Sizes:

	Serial/ batch/ lot number*:

	Manufacturing date:
	Expiry date :

	Manufacturer name*:
	Address:



	Instructions for use provided (where possible please attach  a copy)  Yes 	No 



	 Details of where the product was purchased or received:


	  If reported by a healthcare institution/facility, provide the following information: 

	Stock Reference (SR) number (If applicable) :

	 Supplied from* :  MSD 	          Local Purchase            Donation 	





                             Other                             

	Total quantity of stock ordered*:
	 Stock in hand at the time of reporting*:




	2. Event/ incident details


	Date of incident reported:

	Type of incident(patient related): Death 	Serious 	Distress        Minor         None 





                                                      Others 



	Type of incident(device related): Inadequate design         Inaccurate labeling         Malfunction 



                                                       Deterioration                 Other 




	Event/Incident description narrative* (explain what went wrong with the product )




	Number of patients involved:

	Number of device Involved:


	Operator/user at the time of the event/incident (please choose): (check the appropriate answer):
Health care Professionals  	Patient/lay user                   Other (Specify) 





	Measures taken by the user
	



	3. Actions Taken Following the Incident 

	Have you informed the supplier /manufacturer? Yes/ No

	Date:

	Have you submitted the samples to NMQAL/NMRA with the complaint: Yes /No

	 If, YES, details
Quantity submitted:

	 If, No, reasons for not submitting the samples (Ex- Not adequate stocks, High value item, etc) :


	Please attach photographs of the device and  its labeling (Where possible):




	4.Reporter details

	Name & Designation:

	Hospital name & Unit :

	Address:

	Telephone:
	Fax:

	Name of contact person*:
	Designation:

	Phone*:
	Email*:

	Date of report:
	Signature:






Important: Please note that the complaints submitted without the essential information market with an asterisk (*) will    not be processed further. Ensure all mandatory fields are completed before submission. 

Send to:
Postal Address : National Medicines Regulatory Authority, State Engineering Corporation Building (2nd Floor), No. 130, W.A.D Ramanayaka Mawatha, Colombo 02, Sri Lanka



Email: mdqualitycomplaints@nmra.gov.lk


1
[bookmark: _GoBack]F-MDR-038| Effective Date: 03.06.2026| |V 1.1| Rev No: 01

REPORTING GUIDE

Why should one report adverse events?
The reported events will assist NMRA to take regulatory actions such as updating device labeling information, communicating new safety information to the public or removing a device from the market so as to ensure that devices circulating in the Sri Lankan market are of acceptable quality, safety and performance.

What to report?
Any event that meets the following criteria should be reported to NMRA,

1. Malfunction or deterioration in the characteristics or performance of a medical device/IVDDs
(Failure of a device to perform in accordance with its intended purpose when used in accordance with the manufacturer's instructions)
2. Design or manufacturing of a device is found to be deficient
3. Inaccuracy (including omissions and deficiencies) in the labeling, Instructions for Use and/or promotional materials.
4. Significant public health concern
(If a failure of a device has or potentially poses a threat of misdiagnosis and mismanagement of a disease e.g. false positive/negative results.
5. Any unexpected event regardless of its severity

When is an adverse event reported?
The adverse event shall be reported according to the following time lines after the reporter becomes aware of the event:
Death or serious deterioration in health of patient, user or any other person occurred – within 24 hours
Death or serious deterioration in health of patient, user or any other person might have occurred- within 14 days
Others- within 30 days

How to report?
   Adverse event/incident reporting form may be downloaded from the NMRA website at www.nmra.gov.lk . The dully filled in form should be sent via email mdqualitycomplaints@nmra.gov.lk or by post addressed to the Chief Executive Officer, NMRA.
What happens to your report? 
The report will be forwarded to Medical Devices evaluation Committee (MDEC)/ subcommittee of the authority for review. It will be discussed with the manufacturer/supplier and investigated as necessary. You may be contacted for further information. The report may also be conveyed to other relevant institutions. Depending on the outcome of the investigation necessary regulatory actions will be taken.
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