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Device Labelling, Adverse Events and Field Safety Corrective Actions Declaration Template 

[To be printed on Company Letterhead of Product Owner]

Medical Devices Cluster 
Health Products Regulation Group
Health Sciences Authority

[Date]


Dear Sir/Madam,

We, [name of Product Owner (Company Name)], as the Product Owner for registration of the medical device(s) stated below, hereby declare the following under section 1 (if applicable) and section 2. 

This declaration shall apply to the following medical devices:

[List containing product names of medical devices]



Section 1: Applicable for applications submitted under abridged, expedited and immediate evaluation routes


☐ We declare that the medical devices have labelling, packaging and Instruction for Use (IFU) of <device name> for sale in Singapore that are identical or not identical to that approved by <state the reference agencies> being used as the basis for Abridged/Expedited/Immediate <delete where applicable> evaluation route. If not identical, the description of the differences is declared in the table below.

	Labeling/ packaging/ IFU approved by reference agency
	Labeling/ packaging/ IFU submitted for registration in Singapore 

	
	

	
	



Section 2: Applicable for all applications

[Indicate the applicable checkbox/ checkboxes]

☐ We declare that the medical devices have no reportable adverse events (AE) and field safety corrective actions (FSCA) since the product was introduced for commercial distribution, globally since <insert date specific to MM/YY> or in the last five years. This attestation is not restricted to usage only as intended by the product owner

This is applicable to:
[List containing product names of medical devices]

☐ We declare that there were AEs reported and/ or FSCAs conducted for the following device(s)
· For AE(s)
	AE description with impacted device name/ device identifier
	Frequency of Occurrence (refers to the number of reports for the AE / total units distributed globally in the period of dd/mm/yyyy to dd/mm/yyyy)

	
	



· For FSCA(s)
	Date of FSCA
	Reason for FSCA with impacted device name/ identifier
	Countries where FSCA was conducted
	Status of FSCA (open/ closed)
	Summary of CAPA/ CAPA effectiveness for FSCAs with open status ONLY

	
	
	
	
	






Yours sincerely,

[Signature]
[Full Name and Title of Senior Company Official] 
[Name and address of company]
