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Enter 
Username/Mobile No.

Enter Password

Click on 'Sign in'

How to Sign In?



Click Here to report Medical Device Adverse Event (MDAE)

Reporting MDAE
Programme Coordinator Dashboard



This Section of the form Covers
➢ Report Type
➢ Date of Report
➢ Seriousness Criteria

Reporting MDAE contd. 

Report Information

a. General information



This Section of the form Covers the reporter details
➢ Name of Reporter
➢ Address of the Reporter

b. Information on primary sources

Click “Next” for the Next Page

Reporting MDAE contd. 

Reporter Information



This Section of the form Covers the medical device details
➢ Device Category
➢ Device Classification

Reporting MDAE contd. 

Medical Device Information

a. Device category



This Section of the form Covers the device information
➢ Manufacture Details
➢ Importer Details
➢ Distributor Details  

Reporting MDAE contd. 

Medical Device Information

b. Device details

This Section of the form Covers the device information
➢ Catalogue No.
➢ Model No.
➢ Lot/Batch No.
➢ Serial No.
➢ Year of Manufacturing



This Section of the form Covers the device information
➢ Installation Date
➢ Expiration Date
➢ Last Preventive Maintenance Date
➢ Last Calibration Date

Click “Next” for the Next Page

Reporting MDAE contd. 

Medical Device Information

c. Device usage



This Section of the form Covers the device information
➢ Date of event/Near miss incident
➢ Date of implant
➢ Date of explant
➢ Location of event
➢ Device operator
➢ Device disposition/current location
➢ Detailed description of event 

Reporting MDAE contd. 

Event Information

a. Event description



This Section of the form covers event outcome
➢ Patient outcome
➢ Any other relevant information 

Click “Next” for the Next Page

Reporting MDAE contd. 

Event Information

b. Event outcome



Click “Next” for the Next Page

This section of the form covers Patient details
➢ Patient Name
➢ Patient Address
➢ Mobile no. of the patient

Reporting MDAE contd. 

Patient Details

a. Patient information



Click “Next” for the Next Page

This section of the form covers medical and past drug 
history of patient
➢ Medical history of patient
➢ Past drug history of patient 
➢ Past medical device history of patient 

Reporting MDAE contd. 

Medical and Past drug history

a. Medical history b. Past drug history

c. Past medical device history



Click “Next” for the Next Page

This section of the form covers hospitalization and 
death related information
➢ Hospitalization date
➢ Discharge date
➢ Death date
➢ Death time
➢ Death cause

Reporting MDAE contd. 

Hospitalization/ Death Information

a. Hospitalization related information

b. Death related information



This section of the form covers test and 
procedures related information
➢ Test date
➢ Test name
➢ Test result 

Click “Next” for the Next Page

Reporting MDAE contd. 

Tests and Procedures

a. Results of tests and procedures



Click “Next” for the Next Page

This section of the form covers assessment of 
medical device adverse event
➢ Causality assessment
➢ Manufacturer/ Authorized representative 

investigation & action taken

Reporting MDAE contd. 

Assessment

a. Causality assessment

b. Investigation & action taken



Preview & Save

Click “Save” to submit medical device adverse event report directly to NCC-MvPI

Reporting MDAE contd. 

Assessment
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