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Important Notes:

1. The effective date of the change of Registrant is the date of approval of the application by HSA. 

2. All fees are not refundable.

3. This form should be duly completed and signed by a Company Director or senior officer of the Accepting Company and submitted with the following documents:

a. A Letter of Authorisation from the Product Owner, to appoint the Accepting Company as the Registrant. The Letter of Authorisation Template is found in GN-15 Guidance on Medical Device Product Registration.

b. A letter from the Product Owner, printed on the Company Letterhead of the Product Owner, duly signed and dated, to request the change of Registrant from the Relinquishing Company to the Accepting Company. In this letter, the Product Owner is to declare:

i the effective date of appointment of the Accepting Company as the new Registrant, this date should be before the date of submission of the Change of Registrant application to the Authority, HSA; 
ii the list of applicable registered medical devices; and 

iii a declaration on whether there are any changes made to the registered medical device(s), such as change in instructions for use (IFU) or addition of models. A description of the changes made will have to be provided, if any. 

c. Relinquishing Company Declaration Form (Annex 2), duly completed and signed by the Relinquishing Company.
4.  If the space provided in the form is insufficient, please provide the information as an attachment.

5. This form and all supporting documents are to be submitted by email to:

Medical Devices Branch

Email: hsa_md_info@hsa.gov.sg
	Accepting Company (HSA CRIS Client Code:  _________________ )

	Name of company
	

	Company address
	

	Contact person’s name
	

	Job title
	

	Tel no.
	
	Fax no.
	

	Email Address
	


	Relinquishing Company

	Name of company
	

	Company address
	

	Contact person’s name
	

	Job title
	

	Tel no.
	
	Fax no.
	

	Email Address
	


	Product Owner

	Name of company
	

	Company address
	

	Contact person’s name
	

	Job title
	

	Tel no.
	
	Fax no.
	

	Email Address
	


The effective date of this change of Registrant is the date of approval of this Change of Registrant application by the Authority, HSA. 

a. 
I acknowledge and accept the appointment by the Product Owner as the new Registrant for the following registered medical device(s) and duly acknowledge and accept my duties and obligations as a Registrant; 

b.
I shall comply with all the conditions of approval applicable to the following registered medical device(s) and conditions imposed on the Registrant; and

c.
Please tick if applicable:
 FORMCHECKBOX 
 
I, ________________________________________ (Name of Accepting Company) will take possession of all records of supply and complaints of the following registered medical device(s) previously held by the __________________________________________ (Name of Relinquishing Company) up to the date of approval of this Change of Registrant application by the Authority, HSA. I am obliged to maintain these records for the period stipulated in the Health Products (Medical Devices) Regulations and provide such records to the Authority in the event of a field safety corrective action or when requested by the Authority.
	No.
	Device Name
	SMDR Device Registration No.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


* If there are more than 5 medical devices to be transferred, please attach a list to this page
	Signature
	

	Full Name of Applicant 

(as it appears in the NRIC or Passport)

	

	Designation
	

	Company Stamp
	

	Date

(DD/MM/YYYY)
	


CHANGE OF REGISTRANT APPLICATION FORM
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