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	FIELD SAFETY CORRECTIVE ACTION FINAL/ FOLLOW-UP REPORT
	

	Instruction

1. This form may take you 15 minutes to fill in. You will need to prepare certain information to fill in the form.

2. This form serves as the prescribed form for reporting under Regulations 45(1)(b) and 47(1)(b) of the Health Products (Medical Devices) Regulations 2010.

3. This form is to be submitted to the Medical Devices Branch as a scanned signed copy in pdf version via email to hsa_medical_device@hsa.gov.sg. Ensure email size (inclusive of all attachments) is under 2MB.

4. If the space provided in the form is insufficient, please provide the information as an attachment.

5. This report shall be submitted no later than 21 days after the commencement of the field safety corrective action.



	Type of Field Safety Corrective Action (FSCA)
	 FORMCHECKBOX 
 Product recall       

 FORMCHECKBOX 
 Other corrective actions



	Medical Devices Branch FSCA Reference No.
	     


	Particulars of Submitter of Information

	Name of company submitting information
	     


	Company address
	     


	Contact person name 
	     


	Job title
	     


	Tel No.
	     

	Fax No.
	     

	Email Address
	     


	Device Details

	Device Name
	     


	Final Report

	FSCA completed?
	 FORMCHECKBOX 
 Yes, Date:       (dd/mm/yyyy)            FORMCHECKBOX 
 No, this is a Follow-Up Report



	Effectiveness checks on operational conduct of FSCA
	     


	Final risk evaluation 

(if different from the initial risk evaluation)
	     


	Summary of Product Owner’s Corrective and Preventative Action and Effectiveness Checks
	     


	Product Status

	Model No. 
	Batch No. & Expiry
	Quantity Imported or Manufactured
	Quantity Exported
	Quantity remaining in warehouse
	Quantity sold
	Quantity recalled
	Quantity corrected

	     

	     

	     
	     

	     

	     

	     
	     

	Other Information

	     


	Action taken on affected products

	I confirm that the action has been completed on       (dd/mm/yyyy).

I will be 


 FORMCHECKBOX 
 returning the affected stocks to the product owner as approved by the Authority*.

 FORMCHECKBOX 
 destroying the affected stocks as approved by the Authority* at (location & date)      .

 FORMCHECKBOX 
 Other action(s) as approved by the Authority*, please specify:      . (*To provide documentary proof of action(s) taken)


I attest that the information submitted is true and accurate, and that I am authorized to submit this form on behalf of the company.

Signature


:      
Name of Reporting Person

:      
Date of this report


:       (dd/mm/yyyy)

Guidance on how to fill this form

Please answer every question with an appropriate answer, N/A (not applicable) or N/K (not known at this time). If some of the applicable information required in this form is not available, a statement as to why any required information is not available and a date when it will be submitted should be included. 

The following provides some guidance on what information is required in some parts of the form. The fields not mentioned in this explanatory note are deemed self-explanatory.

For guidance on handling of medical device recall, please refer to the GN-04: Guidance on Medical Device Recall and GN-10: Guidance on Field Safety Corrective Action which is available on the HSA website.
Definition of Field Safety Corrective Action: 
A field safety corrective action (FSCA) is an action taken by a product owner to reduce a risk of death or serious deterioration in the state of health associated with the use of a medical device.

This may include:

· the return of a medical device to the product owner or its representative;

· device modification;

· device exchange;

· device destruction;

· advice given by product owner regarding the use of the device. 

Device modifications may include (non-exhaustive):

· retrofit in accordance with the product owner's modification or design change;

· permanent or temporary changes to the labelling or instructions for use;

· software upgrades including those carried out by remote access;

· modification to the clinical management of patients to address a risk of serious injury or death related specifically to the characteristics of the device. 

Product Status

Please specify:-

(a) Quantity Remaining in Warehouse.

· The number of affected units located in the warehouse that had not been supplied in Singapore.

(b) Quantity Recalled.

· The number of units recalled from the consignees. If the FSCA involves any product exchange, please indicate the quantity / model name / model number.

(c) Quantity Corrected.

· The number of units corrected in FSCA other than recall. Product exchange is not considered a product correction. Please do not include units that have been replaced in this section.

Medical Devices Branch, Medical Devices Cluster, Health Products Regulation Group,

Health Sciences Authority, 11 Biopolis Way, #11-01 Helios, Singapore 138667. Tel: (65) 6866 3560.
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