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

	Report Number:
	Date received:

	1. Administrative information

	Date of this report:
	Reference number assigned by the manufacturer:

	Type of report
	Initial report	Follow-up report 
Combined Initial and final report	
     Final report





	Does the incident represent a serious public health threat?
Yes	No


	Please explain…………………………………………

	2. Manufacturer information

	Name*:

	Address :

	Manufacturing Facility and address* :

	Email:

	Phone :
	Fax :

	Contact person’s name :

	Email* :

	Phone
	Fax:

	3.Market Authorization Holder/ Importer (Local Representative) information

	Name*:

	Address :

	Phone:

	Email :
	Fax :

	Contact person’s name
	 Position of contact person

	Phone*
	Email*
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	4. Device details

	Product / Approved name*:


	Brand name :

	Catalogue /Model number/ Sizes:

	Serial / batch /lot number*:

	Stock Reference (SR) number (If applicable):

	Manufacturing date:
	Expiry date:

	Details of batches imported to Sri Lanka:


	Is the Device CE marked?
Yes	No


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



	5. Event/Incident details

	Manufacturer’s awareness date:
	Date the incident occurred:

	Incident description* (Narrative)

	Number of patients involved

	Number of products involved

	Current location of the device

	

	Usage of the medical device
	Initial use

Reuse of a single use 
Reuse of a reusable
Re-serviced/refurbished 
Problem noted prior use 
Other (please specify)

	6. Manufacturer’s preliminary comments (Initial/Follow-up report)

	Manufacturer’s preliminary analysis (Narrative)
	

	Initial corrective actions/preventive actions
implemented by the manufacturer
	

	Expected date of next report
	

	7. Results of manufacturers final investigation (Final report)

	The	manufacturer’s	device
analysis results
	

	Remedial action/corrective action/preventive action/ Field
Safety Corrective Action
	

	Action taken to prevent further risk to the patient (Narrative)
	

	Time schedule for the implementation of the identified
actions
	

	Final comments from the manufacturer
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	Further investigations
	

	Is the manufacturer aware of similar incidents with this type of
Medical device with a similar root cause?
	Yes	No



	Number of similar incidents.
	

	If yes, state in which countries
and the report reference numbers of the incidents.
	

	8. Conclusion
I affirm that the information given above is correct to the best of my knowledge 

Name……………………..

 Signature………………….     Date………………………………





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
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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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