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Approvals Group

New Zealand Food Safety
Ministry for Primary Industries
Charles Fergusson Building, 34-38 Bowen St, Pipitea
PO Box 2526, Wellington, New Zealand 6140 

Tel: 04 894 2550

Email: approvals@mpi.govt.nz
Registration of an ACVM trade name product 
ACVM 1 (August 2019)

Registration of an ACVM trade name product 
ACVM 1 (November 2021)
· This form is to be completed by the Applicant/Registrant or their nominated New Zealand Agent/Consultant.

· Registration (section 21) of a non-exempt ACVM trade name product is required to avoid committing an offence (section 8) under the Agricultural Compounds and Veterinary Medicines (ACVM) Act 1997.

· Under section 10 of the ACVM Act, you must fill out this form as part of your application to register a trade name product. 
· Send this completed form and all required supporting documentation electronically to approvals@mpi.govt.nz
· Refer to the Privacy Act 2020 and Official Information Act 1982 notices at the end of this form regarding collection of information by MPI.
Processing time is up to 40 working days from the time we determine that your application is complete.

	Trade Name of Product
	Reg Number (if known) 

	
	


	2.  Registrant Information

	Full Legal Name

	

	Registrant’s New Zealand Business Number (NZBN)
	

	Overseas applicants, provide Companies Act reference number
	

	Active billing details

Provide the current accounts payable email address to which invoices should be emailed
	

	Street/Physical Address (for service)
	Postal Address (for communication)

	
	

	Contact Name
	Tel
	

	
	Mobile
	

	
	Email
	


	3.   Distributor Information
All fields must be completed. Complete only if you have a New Zealand company acting as distributor (i.e. organisation/company responsible for selling/marketing the product in New Zealand). Complete even if the distributor is also the New Zealand agent.

	Distributor’s Full Legal Entity Name

	

	Distributor’s New Zealand Business Number (NZBN)
	

	Street/Physical Address (for service)
	Postal Address (for communication)

	
	

	Contact Name


	Tel
	

	
	Mobile
	

	
	Email
	


	4.  New Zealand Agent

Complete only if you have appointed an agent in New Zealand. (This is compulsory for overseas companies.) Any official MPI documents (such as certificates of registration, suspension of registration, prohibition notices, recall notices) will be sent to this person/organisation. Note that a Letter of Authorisation is required.
 If you are in New Zealand, you may also nominate an agent to accept service of documents on your behalf. 

This agent is only a contact person and is not legally responsible for the product.  The responsibility remains with the registrant.

	Name of Organisation/Company

	

	Agent’s New Zealand Business Number (NZBN)
	

	Street/Physical Address (for service)
	Postal Address (for communication)

	
	

	Nominated Contact’s Name 
	Tel
	

	
	Mobile
	

	Is the person named above the primary contact for this product?  (delete one) YES   NO
	Email
	


	5.  Consultant

Complete only if a consultant is managing the registration process for you and is the point of contact during the process. Note that a Letter of Authorisation is required. 

	Name of Organisation/Company

	

	Consultant’s New Zealand Business Number (NZBN)
	

	Street/Physical Address (for service)
	Postal Address (for communication)

	
	

	Contact Name 

	Tel
	

	
	Mobile
	

	
	Email
	


	6. Application Type    (Tick applicable box. Fill in product information for B1 or B2. )

	 A1  New active ingredient

	 A2  Registered active ingredient with new risk profile

	 B1  Identical to existing TNP: <insert name of product>  
	Reg no:

	 B2  Similar to existing TNP: <insert name of product>  


	7. Documentation 

	Complete PDS (required)
Draft label (required)
Identification of Confidential Information form (ACVM 1DP) (required for A1, A2, and B2 applications)

	Technical data dossiers provided (List all data volumes provided)    NOTE: Not required for B1 applications.


	Data assessments provided (List all assessments provided)       NOTE: Not required for B1 applications.


	Additional supporting information

(List any additional data or information provided to support this application, such as deviation requests or expert opinions, or letters of consent for confidential supporting information)



	8.  Application for Biosecurity Approval

This information is required by the Biosecurity Act 1993 to undertake a risk assessment for biosecurity approval for importation of agricultural compounds and veterinary medicines. 

See Biosecurity Approval of Imported Agricultural Compounds and Veterinary Medicines guidance. 
If you have questions about this process please contact animal.imports@mpi.govt.nz 

	A. Does the product contain any ingredient of biological (animal, plant, or micro-organism) origin? 

If Yes, go to B.

If No, go to section 9.
	TICK APPLICABLE BOXES
 Yes

 No

	B. Is any ingredient on the Unwanted Organisms Register? 

If Yes, contact Animal Imports (animal.imports@mpi.govt.nz) before proceeding with your application.

If No, go to C.
	 Yes

 No

	C. Does the product contain a viable ‘new to New Zealand’ organism, or a genetically modified organism (GMO)? 

If Yes, provide a copy of the relevant HSNO approval (see 9 below), then go to D.

If No, go to D.
	 Yes

 No

	D. This product requires biosecurity approval.  Biosecurity approval can be obtained in one of the following two ways:
Approval Category 1: 
All the biological ingredients in the product belong to the negligible risk category as listed in the ‘Negligible Risk Ingredients’ Schedule of the Biosecurity Approval of Imported Agricultural Compounds and Veterinary Medicines guideline. 
Complete E next.
Approval Category 2: 
The Animal Imports Team has issued a Biosecurity Approval Letter for the product. 
Please note that a new biosecurity approval is required if: 

a) there is a change in the formulation relating to any ingredient of biological origin in the product, or

b) there is a change in the source of any ingredient of biological origin in the product, or 

c) there is a change in the manufacturing process of an ingredient of biological origin in the product, or

d) five years have elapsed since the date of the last biosecurity approval.

Complete the Biosecurity Summary of Information Provided form, then go to E.
	 Biological ingredients in the product are of negligible risk.
 Biosecurity Summary of Information Provided form included.

	E. Biological Ingredients 
Identify all ingredients of biological origin, country of origin, and manufacturer. 

Ingredient of biological origin                    

Country of origin                               

Manufacturer  




	9.  HSNO Approval 

HSNO status must be obtained before registration will be issued. (See note at end of form.)  Tick one box below.

	Status of a Substance or section 26 determination that the substance is covered by an existing approval issued by the EPA; or HSNO Approval
	 SOS #:
 section 26 declaration:
 EPA Approval Code: HSR
Provide the approval/determination from the EPA.

	OR Self-determination that the product fits an existing HSNO or group standard approval
	 EPA Approval Code:
 EPA Group Standard:

	OR Self-determination that the trade name product is non-hazardous

	


	10.  Applicant Statement

	I confirm that:

· I am authorised to make this application as the applicant/registrant OR a person with legal authority to act on behalf of the applicant/registrant noted in section 2; and

· the information supplied in and with this application is truthful and accurate to the best of my knowledge; and

· I understand that, if this product is registered, any change to the information provided in this application must go through MPI’s ‘variation to registration’ process or I will be in breach of the product’s registration conditions; and

· I understand that if there are future, ongoing levies or charges for business activity, MPI will send me an invoice for these charges. Any late or non-payment may result in a penalty fee, lodgement with a credit collection agent and/or withdrawal of service.

	Name
	
	Tel
	

	Signature


	
	Email
	

	
	
	Date
	


	11. MPI Service Charge

	ON PAYMENT THIS BECOMES A TAX INVOICE    GST No: 64-558-838

APPLICATION FEE: Refer to schedule of fees on website.  

PAYMENT OPTIONS:

Payments comprising multiple fees must be supported by a remittance advice.  Attach your payment confirmation to this application or send it separately to:  approvals@mpi.govt.nz
MPI does not accept cash.  Payment must be made using credit/debit card or direct credit.  (Please fill in the appropriate section.)

	APPROVED CREDITOR  
(Advise customer number)


	Collection of Information 

	Collection of Personal Information

Pursuant to Principle 3 of the Privacy Act 2020, we advise that:

· This information is being collected for the purpose of registering a trade name product under the ACVM Act; and  

· The recipient of this information, which is the agency that will collect and hold the information, is the Ministry for Primary Industries, PO Box 2526, Wellington 6140; and 

· Some of the information being collected will be displayed on a public register; and

· The collection of information is authorised under section 10 of the ACVM Act; and

· The provision of this information is necessary in order to process this application for registration; and

· The supply of this information is voluntary; and

· Failure to provide the requested information is likely to result in a return of the application form to the applicant, and in accordance with the ACVM Act,  may ultimately result in a refusal to register the product; and

· Under Principles 6 and 7 of the Privacy Act 2020, you have the right of access to, and correction of, any personal information which you have provided.
Collection of Official Information

All information provided to the Ministry for Primary Industries is official information and may be subject to a request made under the Official Information Act 1982. If a request is made under that Act for information you have provided in this declaration, the Ministry for Primary Industries will consider any such request, taking into account its obligations under the Official Information Act 1982 and any other applicable legislation.


	Note on HSNO Approval

Section 21(5) of the ACVM Act states: “Where a trade name product contains an agricultural compound that is also a hazardous substance or new organism, the Director-General must not register that product under this section, unless an approval for that substance or organism has been issued under the Hazardous Substances and New Organisms (HSNO) Act 1996”. 

Hazardous substances or new organisms

If your product contains a hazardous substance or a new organism, or if you are unsure whether it does, contact the Environmental Protection Authority (http://www.epa.govt.nz/). EPA NZ will provide informal advice, based on information provided, on whether or not a substance is hazardous and/or whether it is covered by an existing approval. If you choose this option, provide a status of substance (SOS) number, or section 26 determination, and the EPA approval code on the PDS, and attach a copy.

Alternatively, you may make the determination that a product may be assigned to a group standard approval. If you have self-determined that a product fits a group standard, MPI will require evidence of the determination process to justify the use of the group standard. If you choose this option, provide the reference number of the group standard. 

Non-hazardous substances

MPI will accept a declaration if you have self-determined that the agricultural compound you wish to register is not a hazardous substance*. (The declaration must be in writing on company letterhead.) We may require you to provide a technical argument why the ingredients in the product are non-hazardous to support your declaration.  If MPI is not certain that the determination is correct, we will advise you to obtain a determination by EPA NZ.  

* For a product to be considered non-hazardous, it must either contain no hazardous substances as defined under the HSNO Act OR contain a hazardous substance at a low enough level that the product as a whole is considered non-hazardous.
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