Medsafe

Ministry of Health

Updating Your Sponsor Details

*NOTE: The Sponsor Details Update Form is only to be completed by current NZ Sponsor’s who already have WAND Access and who maintain their 5 digit Sponsor ID.  

This form is to be completed by, or on behalf of, every existing New Zealand Sponsor involved with the importing to, exporting from, or manufacturer of medical devices in New Zealand (unless exempt) each time there is a change in a Sponsor’s details.  Failure to maintain current information with Medsafe is in breach of Regulation 8 of the Medicines (Database of Medical Devices) Regulations 2003, and can result in loss of WAND Access.
Once completed, please submit the form to Medsafe as soon possible via one of the stated methods.  You only need to enter the details that have changed. However, you must enter your 5 digit Sponsor ID.  Legislation provides 10 working days for the Sponsor to notify Medsafe.
Medsafe regulates medical devices under the Medicines Act 1981, Medicines Regulations 1984 and the Medicines (Database of Medical Devices) Regulations 2003.  
Please see Regulation 8 :

8
Updated information to be supplied by Sponsor


Please note that an update is required in the event of:


(i)
Changes to sponsor contact/address


(ii)
Changes to the medical device notification (includes the manufacturer)


(iii)
A lapse in any certification relating to the device


(iv)      The sponsor is responsible for providing the updated information to   


           Medsafe within 10 working days.

The following excerpt from the Medicines (Database of Medical Devices) Regulations 2003, must be considered at all times:
Sponsor, in relation to a medical device,-

(a)
means-

(i)
a person in New Zealand who exports, or arranges the exportation of, the device from New Zealand:

(ii)
a person in New Zealand who imports, or arranges the importation of, the device into New Zealand:

(iii)
a person in New Zealand who manufactures the device in New Zealand, or arranges for another person to manufacture the device in New Zealand, for supply (whether in New Zealand or elsewhere); but 

(b)`
does not include a person who-


(i)
exports, imports, or manufactures a device; or 


(ii)
arranges for the exportation, importation, or manufacture of a device.-


on behalf of another person who, at the time of the exportation, importation, manufacture, or making of the arrangements, is a resident of, or is carrying on business in New Zealand. 

This form collects information about the legal entity making applications under The Medicines (Database of Medical Devices) Regulations 2003 and the authority granted by that entity to others to make applications on its behalf.    

*Please read and note the following points before completing any section of the Sponsor Details Update Form.

1.
Medsafe considers the Sponsor Details Update Form to be a legal document.
2.
“NZ Sponsor Name on WAND” is the legal name that you wish to appear for your company on WAND. The name may include the trading name.  The Sponsor Name must be a legal entity. ie:
(i)
is legally listed as a company on the New Zealand Company Register.



Or 


(ii)
an individual person’s name
3.
The Sponsor must be prepared to accept all the legal responsibilities for 


the product they are supplying in New Zealand.  This includes 

product recalls and product corrections for the devices notified under your 


name.

4.
“Registered Business Address in New Zealand” is the actual registered 


location of the Business. It should be the same place of business as listed on the NZ Company Register.

5.
If your company is not listed on the New Zealand Company Register, write the street address of the principal place of business.  
6.
Access to NZ WAND can only be provided to a New Zealand resident.  Under Regulation 5 of the “The Medicines (Database of Medical Devices) 2003, a Sponsor must have a New Zealand physical street address, and telephone/fax numbers.  

*NOTE: Applications with Australian or overseas contact and address details will NOT be accepted. 

*NOTE: If you are going to supply devices direct, from overseas including Australia, and you do not have an office in New Zealand, the company in New Zealand buying the devices from you, would be considered the Sponsor and should apply for WAND Access.



Sponsor Details Update Form

Please type/block letters                                    * means the information is compulsory
	Sponsor Details (must be NZ Resident) 


	*Five Digit Sponsor ID:
	

	New Zealand Sponsor Information: Please complete the fields that require updating

	

	*Current NZ Sponsor Name
(on WAND )

Name Change to
	

	
	

	New Registered Business Address in New Zealand, or street address of principal place of Business.

	New (NZ) Street Address: 
	

	
	

	
	Postcode
	

	
	

	New (NZ) Postal Address:
	

	
	Postcode
	

	
	

	New (NZ) Phone Number:
	(       )
	New (NZ) Fax number:
	(     )

	New E-mail address
	

	*Signature of NZ WAND Administrator:
	

	Position/Relation to sponsor:
	

	*Date
	

	*E-mail address of NZ WAND Administrator:
	


Once completed, please ensure the Sponsor Details Update Form is signed and dated or form will be considered unacceptable. Your application can be submitted to Medsafe via one of the following methods: 
1.
Electronic: Save as a word document and send as an email attachment to devices@moh.govt.nz.  Subject Heading: “Sponsor Details Update Form”.

2.
Fax: Form to Medsafe on 04 819 6806.  

3.
Post: Form to “Sponsor Details Update Form”, Product Safety Team, Medsafe PO Box 5013, Wellington 
*The update will take 3-4 business days to process. 
**All correspondence concerning WAND will be sent to the email address of the WAND Administrator on this form. 
If you have any queries regarding this process, please contact Medsafe at: devices@moh.govt.nz.
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