
MDA’S ACTIONS AROUND COVID-19  
1. Due to COVID-19, to prevent disruptions of 

supply, MDA issues Notification of Special Access 
Medical Device for devices used to diagnose or 
treat COVID-19.

2. Medical Device (Exemption) Order 2016 
(P.U.(A)103) exempts special access medical 
device from registration and licensing 
requirements.

3. Special access medical device means a medical 
device for the use of medical practitioners in 
emergency situations or in the event that 
conventional medical treatment has failed, is 
unavailable or unsuitable.

MDA/GD/0043
MDA/GD/0056



NOTIFICATION/ APPLICATION PROCESS

Issuance of 
Notification 

letter

Evaluation 
Test by 

Laboratory

*for Covid-
19 Test Kit

Evaluation 
by Special 

Access 
Evaluation 
Committee

• General 
Medical 
Device Special 
Access 
Evaluation 
Committee

• Covid-19 IVD 
Test Kit
Special Access 
Evaluation 
Committee

Application 
for 

Notification  
received


