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Provisional Registration Product Data Sheet
(or Variation of Existing Provisional Registration) for an Agricultural Chemical or Vertebrate Toxic Agent
ACVM 21 (March 2024)

· This form is to be completed by the Registrant or their nominated Agent/Consultant.
· Provisional registration with the Director-General, MPI, is required under section 27 of the Agricultural Compounds and Veterinary Medicines (ACVM) Act 1997.
· If you wish to make an application to register an agricultural chemical or vertebrate toxic agent under section 10 of the ACVM Act, you must fill out this form. 
· If the agricultural compound is being imported and it contains an ingredient of biological (animal, plant, or microorganism) origin, you must also submit the Biosecurity Assessment of ACVMs application form, which is attached as Appendix 1. Send the completed application form electronically together with any fee and other required documentation (see section D1 of this form) to MPI at the above email address. 
· If there are any changes to the details provided in this application form subsequent to registration, you must inform MPI in writing at the above address.
· Refer to the Privacy Act 2020 and Official Information Act 1982 notices at the end of this form regarding collection of information by MPI.
· This application is for provisional registrations of agricultural chemicals and vertebrate toxic agents only. For provisional registrations of veterinary medicines, see the MPI website for the Veterinary Medicine Trial Approval Guidance and Data Sheet.
Processing time is up to 40 working days from the time we determine that your application is complete.

Part A: General Information
Refer to ACVM Information Requirements for Provisional Registration in New Zealand and the Research Standard
Depending on your product type, use the agricultural chemical or vertebrate toxic agent product data sheet guideline (on our website) to help you complete this form.

	A1 Trade Name or Company Code of the Product

	Trade Name
	Registration number (if assigned)

	
	


	A2 Registrant Information

	Full Legal Name
Registered company name or partnership names (including the trading name) or individual name.

	

	Registrant’s New Zealand Business Number (NZBN)
	

	Overseas applicants, provide Companies Act reference number
	

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

	
	

	Contact Name
	Tel
	

	
	Mobile
	

	
	Email
	


	A3 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
	


	A4 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) (if applicable)
	

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

	
	

	Contact Name
	Tel
	

	
	Mobile
	

	
	Email
	


	A5 Study

Detailed reason for carrying out this study.

	

	Anticipated start date 
(Month and year)
	

	Anticipated duration of study (Length)
	


	A6 Identification of Investigational Product

	Is this a new/novel Active? (Put an X next to correct answer.)
	Yes
	
	

	
	No
	
	

	Protected Confidential information 
	As certain information supplied is eligible for data protection, you must submit a completed Identification of Confidential Information for the Purpose of Data Protection  form.  
For further information see guidance document: 
Protection of Confidential Information about Trade Name Products

	Product type
	

	Formulation type
	

	Application/Administration method
	

	Target species/host 
For VTAs, state animal species. 

For agricultural chemicals, state target host species. 
	

	Trial design

Provide a description of the trial design. State clearly the plot size/number of experimental animals, and justification of dose/application rate and treatment frequency.


	

	Amount of product

State clearly the total amount and unit (i.e., the total to be used in all trial work).
	

	Justification for amount of product

Explanation should include full amount needed, taking into consideration trial numbers, design, and application rates, as well as practical considerations (such as overage or container sizes).
	


	A7 Formulation Details

See relevant guideline.

	Ingredient Name
(Common or Chemical)
	CAS Number
	Quantity
(g/kg or g/L)
	Function

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Specific gravity
	

	Other information about formulation (for example, overage, isomers)

	


Part B: Other Approvals
	B1  Biosecurity Approval (only applies to imported products)

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


	 No

 Yes 
If yes, you will need a biosecurity approval. Submit a completed Biosecurity Assessment of Agricultural Chemicals or Vertebrate Toxic Agents application (appended to this form) with the information you have available. If necessary, we will contact you or the manufacturer for further information.

Please note this incurs a biosecurity processing fee in addition to the fee for processing this provisional registration application. Both fees will be invoiced together.
If you have questions, contact plant.imports@mpi.govt.nz (for agricultural chemicals) or animal.imports@mpi.govt.nz (for VTAs).


	B2 Importation Approval 

	Do you require an Approval to Import for goods being imported under your provisional registration? 
	 No

 Yes

	If yes, physical address to which product must be released from the border 

	


	B3 HSNO Approval 

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

	Status of a Substance issued by the EPA or section 26 declaration under the Hazardous Substances and New Organisms Act 1996 
Provide a copy of the approval with your application.   
	 SOS #
 section 26 declaration
 EPA Approval Code: HSR


	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
	

	OR EPA generic containment
Provide written confirmation from EPA that your trials have been notified for use under this approval.
	 EPA Approval Code:  HSC


	B4  Animal Ethics Committee Approval (VTAs Only)
Animal Ethics Committee approval is required for all animal-based trial work and must be obtained before that trial can commence. A copy of that approval must be provided to the ACVM team. The Animal Ethics Committee approval must remain current for all trials conducted under this approval for the duration of the approval period.

	Has Animal Ethics Committee Approval been obtained? (Put an X next to correct answer and add other information as indicated.)

	
	Yes
	A letter from the chairperson of the AEC or other proof of AEC approval has been provided.
AEC Approval Number _________________.

	
	No
	Attach information on the status of the approval (e.g., a letter from the AEC chairperson that the application is pending or other information on the status of the application).

	
	Not applicable


Part C: Security of Product, Place and People
If appropriate, provide references from your research documentation that will enable the following information to be found during an audit.
	C1 Personnel

	Name of Study Director
	

	Names of personnel involved in the study and their responsibilities
	


	C2 Site
Identify the study location/site, the method used to select it, and the means by which access to it is limited.

	


	C3  Security

	Give assurance that persons who have access to the product are suitably qualified or trained to use it and that they have had any conditions specified on the provisional registration given to them in writing
	

	Measures implemented to limit access to the investigational product 


	

	Measures implemented to limit off-target exposure to the investigational product by animals or plants
	

	Describe the method of disposal of any unused investigational product
	


	C4 Residues in treated crops
Describe how residues in treated crops will be managed, including animal transfer if crops are to be used as animal feed. 

	

	Site residues
Describe measures implemented to ensure that the study site(s) are free from residues that might compromise further use of the site(s), including the period of time for which the site will remain secure to avoid residues affecting its further use. 
For agricultural chemicals, discuss management of potential residues in soil and subsequent crops.

	


	C5 Approval for Sale of Treated Produce or Declaration

If you do not seek an approval for sale* of treated produce (plant matter), you must indicate YES in the declaration below and confirm by your signature (section D2). 
Note: Animals used in VTA trials must not enter the human/animal food chain.
*Definition of ‘sale’ under the ACVM Act: 

Sale includes barter, and also includes offering, exposing, or attempting to sell, or having in possession for sale, or sending or delivering for sale, or causing or allowing to be sold, offered, or exposed for sale; and also includes—

(a) delivering or disposing of by way of gift, loan, or otherwise; and

(b) giving or distributing, in the course of business, as a sample or otherwise, without charge

	Will the treated crop be destroyed?
(Put an X next to correct answer.)
	Yes
	 

	
	No
	 

	

	I confirm that the treated plants or their produce will NOT be sold or used for human/ animal consumption or enter the food chain at any time. (Put an X next to correct answer.)
	Yes
	 

	
	No
	 

	If NO, provide information to support sale

 

 


Part D:  Documentation, Applicant Statement and Payment
	D1 Additional Documentation Requirements

	Provide electronic copies of the following documents with this application:

· Letter of authorisation for registration agent/consultant (if applicable)

· Letter of consent (Confidential Supporting Information) (if applicable)

· Information deviation(s)
· Protection of Confidential Information form
· Biosecurity assessment application if a product being imported contains an ingredient of biological origin

· Status of substance (SOS) advice or non-hazardous declaration from EPA (if applicable)

· Animal Ethics Committee approval documentation (if applicable)

· Request for import approval (if applicable)
· Existing import approval if application is for a variation


	D2 Applicant Statement

	I confirm that:

· I am authorised to make this application as the registrant OR a person with legal authority to act on behalf of the registrant noted in section A2; 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 provisional registration conditions.


	Name
	
	Tel
	

	
	
	Email
	

	Signature
	
	Date
	


	D3 MPI Service Charge

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

	APPLICATION FEES

Refer to Estimated fees for ACVM regulatory assessment of agricultural chemicals for more information.
Please note total application fees cannot be advised until application assessment and approval has been completed.

	PAYMENT OPTIONS

Payments comprising multiple fees must be supported by a remittance advice.  Please 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.  
☐ APPROVED CREDITOR 

Provide your customer account number:  

☐ CREDIT/DEBIT CARD: 

Go to https://www.mpi.govt.nz/food-safety/payments and follow the instructions.

☐ I have attached my credit card payment receipt.

☐ DIRECT CREDIT 

1. Pay into Bank Account no.  03 0049 0001709 002
2. In the ‘Reference’ details, put the code: ACPROVREG
Enter the date of deposit and the payer name below:

	Date of Deposit
	
	Payer Name
	


	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 provisionally registering a trade name product under the Agricultural Compounds and Veterinary Medicines (ACVM) Act 1997; 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 in Part A may 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; 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 provisionally 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 application, 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 (https://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 declaration, and the EPA approval code on the PDS, and attach a copy of the SOS letter.
If you have self-determined that the product matches an existing substance, you must provide the HSNO number and ensure that you have filled out section B2. Your signature on this form serves as confirmation. 
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*. 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.


Appendix 1

Biosecurity Assessment of Agricultural Chemicals or Vertebrate Toxic Agents (VTAs) 
Application Form for Provisional Registration
· If the agricultural compound contains an ingredient of a biological (animal, plant, or micro-organism) origin, this information is required by the Biosecurity Act 1993 to undertake a risk assessment for biosecurity approval. Provide as much information requested in the form as you have. We will contact you if we need further information.

· Time for assessment: If all the information requirements are met, then the assessment will be processed within the timeframe of the ACVM process.

· Cost of assessment: NZ$155.50 (ex GST) per hour. The fee will be invoiced in conjunction with the ACVM charges.

· If you have questions about this biosecurity assessment, contact plant.imports@mpi.govt.nz (for agricultural chemicals) or animal.imports@mpi.govt.nz (for VTAs).
	1. Trade Name or Company Code of the Product

	Trade name
	

	Approval number (if assigned)
	

	List countries where product is registered
	


	2. Manufacturer(s) of the Formulated Product      

Complete for all manufacturers 

	Company name
	Site address

	
	

	
	

	
	

	
	


	3. If your product contains ingredients of bacterial, fungal, viral, plant or animal origin

	For products containing live organisms provide:

· systematic name and strain of the bacteria, protozoa, fungi, rickettsia, nematode or virus and the taxonomic description of the agent, serotype, strain or mutant;

· common name or alternative and superseded names;

· composition of the unformulated material, microbiological purity, nature and identity of any culture media, impurities and content of extraneous organisms.

For processed products provide:

Origin of the ingredient(s) of plant and animal origin

Complete for each ingredient (raw material) and for each manufacturer if more than one manufacturer:

Identify the raw materials used, the species and country of origin. Include health certification referring to disease country freedom and herd or flock of origin disease testing.

Describe the manufacturing processes for preparing the product.

Briefly outline the processes designed to render the product(s) sterile (e.g., heat treatment, filtration, acid or alkali treatment, irradiation, long term maturation etc). Include relevant parameters (e.g., temperature, pH level, radiation dose) and the time the product is maintained at these levels.

Each major step in the production process should be shown in a flow-chart diagram.

Each step on the flow-chart should be cross-referenced to the application, which should contain details of the materials used and results of any tests conducted.

Describe the operational environment, quality systems and controls used for manufacturing. The manufacturer’s GMP may include SOPs and/or specifications of the approved source, sterilisation procedure (if applicable) and pathogen testing applied to each product.

Expert opinion

If available, the applicant shall provide an opinion on the likelihood of the product containing associated organisms from an independent expert authority who is familiar with the manufacturing process. Include the following information:

Name:

Postal address:

Street address (if different from above):

Tel:

E-mail:




	4. Confidential Information

	If information is confidential, please ensure that you have contacted the manufacturer/supplier to arrange for information to be supplied to us directly.


	5. Applicant Statement

	I confirm that the information supplied in and with this application for biosecurity assessment is truthful and accurate to the best of my knowledge.

	Name
	
	Tel
	

	Job Title
	
	Email
	

	Signature
	
	Date
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