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ANNEX 3 to GN21: Medical Device Safety and Performance Declaration Template

Safety and Performance Declaration Template
[To be printed on Company Letterhead of Registrant]

Medical Devices Branch

Medical Devices Cluster
Health Products Regulation Group

Health Sciences Authority

[Date]

Dear Sir/Madam,

[Name of Company], the Registrant of the medical device(s) stated below, hereby declare that the medical device(s) in this Change Notification application,

 FORMCHECKBOX 
 The change(s) to the medical device in this Change Notification application is/are not due to field safety corrective action(s) and/or local reportable adverse events ◄ R4
 FORMCHECKBOX 
 Medical device(s) in this Change Notification application conform(s) to the Essential Requirements for Safety and Performance as laid out in the Health Products (Medical Devices) Regulations

 FORMCHECKBOX 
 The added model(s) is/are not a subject of an open reportable adverse event and/or an on-going field safety corrective action, and does not contain corrections that are the subject of an ongoing field safety corrective action and/or local adverse event. (If applicable) ◄ R4
This declaration shall apply to the following medical device(s):

[List containing product names of medical devices]
I, the Registrant, am aware that a false declaration is an offence under the Health Products Act (Cap. 122D) and may result in the cancellation of registration of the above medical devices under Section 37(1) of the Act.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Official]

[Name and address of company]
___________________________________________________________________________________________
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