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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

Special Circumstances Import Approval Request 

ACVM 3 (July 2021)
· Use this form to request approval under section 8C of the Agricultural Compounds and Veterinary Medicines (ACVM) Act 1997 for the import and use of an unauthorised agricultural compound or veterinary medicine. Before completing this form, read Special Circumstances Approval: Guideline to importing under section 8C of the ACVM Act.  For authorisation of research work, submit the Research Approval application form and follow the requirements described in Research Approval in New Zealand: ACVM Information Requirements. (Documents available on our website.) 

· This form is appropriate for the special circumstances situations identified in section 1 of this form.
· If the agricultural compound or veterinary medicine (ACVM) contains an ingredient originating from an organism (such as plant, animal, fungus), you must also complete and submit the Biosecurity Assessment of ACVMs form, which is attached as Appendix 1. Send the application form electronically to approvals@mpi.govt.nz. Electronic signature is acceptable.
· The HSNO Act has a hazardous substances component and a new organism component. Depending on the nature of the agricultural compound in question, HSNO approval under both components may be required. Please contact the EPA to determine if HSNO approval is required.
· Ensure the application fee accompanies the completed application. Refer to section 11 for payment options.

· 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 10 working days from the time we determine that your application is complete (unless further information is required during assessment).
	1. Special Circumstances Situations

Tick the special circumstances situation that applies to you.

	  Unauthorised veterinary medicine for use by veterinarians (Applicant must be a registered veterinarian and approval documents will be sent to the veterinarian’s email as provided in 3 below.)

	  Official export requirement

	  Post-entry quarantine use

	  Urgent biosecurity use

	  Other circumstances


	2. Applicant 

	Business Name
	

	New Zealand Business Number (NZBN) if applicable. For more information, see www.nzbn.govt.nz
	

	Contact Person
	


	3. Address and Contact Details 

	Active billing details

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

	Street/Physical (location of actual premises)
	Postal, including post code (for communication) 

	
	

	Tel 
	
	Mobile
	

	Email 
	


	4. Address for Importation

If the product will not be imported to the applicant’s address, provide the importation physical address here (where product will be stored/used/administered).
	


	5. Product Details

Provide a copy of the product label.

We may request data on the product’s chemistry & manufacturing, efficacy, safety and residues if information on the application is insufficient to mitigate the risks managed under the ACVM Act. If requesting essential animal welfare medications, consult the list of permitted substances in the guidance document linked on page 1.

	Trade name of the product
	

	Active ingredients and their concentrations in the product
	Active Ingredient 
	Concentration (in g/kg or  g/L) 

	
	
	

	
	
	

	
	
	

	
	
	

	Quantity requested
Agricultural compounds or veterinary medicines above certain quantities [minimum trigger quantity is 100L or 100kg] to be stored in specified ways in accordance with the ACVM Special Circumstances Group Standard.
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	Country of manufacture of the product
If manufactured in Australia, USA, Canada or the European Union, the packaging and labelling specifications as required under the ACVM Special Circumstances Group Standard are met. If the product is manufactured elsewhere, contact us.
	


	6. Target Details

	For animals: Target species
	

	In case of individual animal(s), provide this information
	Name/ID
	
	
	
	

	a. 
	Breed
	
	
	
	

	b. 
	Sex
	
	
	
	

	c. 
	Age
	
	
	
	

	Owner’s name and contact details (if applicable)
	

	For plants: Target host species and use situation

	


	7. Justification

A. Provide details for submitting this application. Explain why ACVM exempt and registered products are not suitable for your requirement. In case of use in animals, explain why products approved under the Medicines Act are not appropriate for your purpose. (Append further information if necessary.)

	

	B. Justify the quantity requested (include dose rate and length of time for treatment for veterinary medicines). If requesting essential animal welfare medications, see 3.1.2 of the guideline linked on page 1.

	


	8. Biosecurity Approval

	Does the product contain an ingredient originating from an organism (for example, from a plant, animal, fungus, bacteria, or virus)?
	 No

 Yes 

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

Note this incurs a biosecurity processing fee in addition to the fee for processing this Special Circumstances approval application. Both fees will be invoiced together.
If you have questions, contact animal.imports@mpi.govt.nz 


	9. Other Requirements

	Does the product contain a controlled drug as defined under the Misuse of Drugs Act 1975?
	  No

  Yes (Attach approval document from the Ministry of Health.)


	If this application is for an Urgent Biosecurity Use situation, complete this section.
	  MPI has appropriate HSNO approval from EPA to import and/or use the product in containment. Approval is attached.

  Operating Plan/Technical Programme for the management of the outbreak/biosecurity risk appended;
or
  Operating Plan/Technical Programme not appended (This application will not be processed unless the absence of the plan is adequately justified.)


	10. Applicant Statement

	I confirm that:

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

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

· the persons who will have access to the product are suitably qualified or trained to use it; and

· the product will be used as authorised; and

· surplus/unused product will be disposed by treating it in ways that it will no longer be hazardous, such as by incineration.
· 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
	
	Date
	

	Signature
	


	11. MPI Service Charge

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

APPLICATION FEE: $155.25 inc. GST. 
Any additional assessment time required (over one hour) will be billed at the rate of $155.25 (inc GST)/hour.

PAYMENT OPTIONS:

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

	APPROVED CREDITOR  

	CREDIT/DEBIT CARD (preferred option): 
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: ASCR
3. Enter the date of deposit and the payer name on this form 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 approving a request under section 8C of the Agricultural Compounds and Veterinary Medicines (ACVM) Act 1997 for the import and use of an unauthorised agricultural compound or veterinary medicine; 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

· The information will be held on file by MPI; and

· The supply of this information is voluntary; and

· Failure to provide the requested information is likely to result in MPI being unable to approve the request; 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.


Appendix 1
Biosecurity Assessment of Agricultural Compounds or Veterinary Medicines (ACVMs) 
Application Form for Special Circumstances Import Approval
· If the agricultural compound or veterinary medicine contains an ingredient originating from an organism (such as from a plant, animal, fungus, bacteria, virus), 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$117.61 (inc GST) per hour. The fee will be invoiced in conjunction with the ACVM charges.

· If you have questions about this biosecurity assessment for animals or plants, contact animal.imports@mpi.govt.nz
	1. Product Details

	Trade name
	

	List countries where product is registered
	


	2. Manufacturer(s) of the Formulated Product 

Complete for all manufacturers 

	Company name
	Site address

	
	

	
	

	
	

	
	


	3. Does the product contain a viable new organism or a genetically modified organism? 

	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If ‘yes’ include a copy of the relevant EPA approval.)


	4. Formulation Details

Provide details of the full composition of the final formulated trade name product.  

	Ingredient Name

(ISO common name or IUPAC name or chemical name)
	Quantity

(g/kg FORMCHECKBOX 
 or g/L FORMCHECKBOX 
)
	Function

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	5. Is your product a vaccine? 

	 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   

If yes, skip section 6 below and complete the information requirements outlined in Appendix 2. Ensure you take note of section 7 and complete the Applicant Statement (section 8).


	6. If your product is not a vaccine but 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 superceded 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 flowchart 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:




	7. Confidential Information

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


	8. 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
	


Appendix 2 

Additional Information Required for a 
Biosecurity Assessment of a Veterinary Vaccine

Information identified below is additional to that required in the Application for Biosecurity Assessment of Agricultural Compounds or Veterinary Medicines (Appendix 1).

Provide information in a format consistent with these requirements or as a summary document cross-referenced to registration dossiers and/or drug master files which should also be submitted.

Provide the information you have available. If necessary we will contact you or the manufacturer for further information.
If you have questions, contact animal.imports@mpi.govt.nz . 
	Additional information required for products that are veterinary vaccines

	Materials of biological origin
Provide detailed information on all components of biological origin used directly or indirectly in production of the vaccine. Such components include viral/bacterial seeds, cell lines, trypsin, nutritive factors (e.g. serum), fermentation broths/culture media and excipients. 

List every ingredient of animal origin contained in or used in the production of the product, the country and species of origin, approximate date of collection if available, processing/treatment and testing specified.

	Testing standards
MPI will normally accept procedures to test for pathogens that are specified in the Code of Federal Regulations (9CFR 113) or other standards.

Submit details of all testing protocols with the application.

	Certification and audit trails
Provide information to show that an audit trail can track the country, species and date of origin of each product of animal origin used in production of the vaccine. Such audits should be able to correlate batches of finished product with all raw ingredients.

	Other pathogens held and vaccines produced at the facility
List of all pathogens held and vaccines produced within the vaccine manufacturing facility.

List of other activities on the same site (e.g. vaccine research involving challenge trials, veterinary pathology and diagnostic services) and on neighbouring sites (e.g. intensive livestock production, abattoirs, animal research facilities).

	Sterilisation of components of animal origin
Sterilisation procedures must be validated.

Submit a copy of the appropriate SOP with the application.

	Master seeds (virus, bacteria and cells)
A well-documented history of the master seed must be made available. 

Provide the origin, date of isolation, passage history, reversion to virulence, purity and identity confirmation studies.

Provide details of cell lines and nutritive media used for the transport, storage and propagation of the master seed.

For master seeds created many years ago, detailed information on the initial nutritive factors used may not be available. In this situation, it may be possible in some circumstances to establish the safety of the master seed by additional testing and a history of safe use over many years in live vaccines. 

Frequent use and extensive pathogen testing over many years in research laboratories and inactivated vaccine manufacture may also provide an additional level of biosecurity confidence.

Provide details of the testing methods used to establish freedom from contamination by bacteria, fungi, mycoplasma, viruses and pathogens.

	Working and production seeds (virus, bacteria and cells)
Describe the tests used to identify potential pathogens in working and production seeds.

	Nutritive factors
Nutritive factors include serum, foetal serum, serum albumin and other serum products. 

Detail the country and species of origin, processing and/or any pathogen testing.

	Trypsin and other enzymes of animal origin
Provide details on the country of origin, species of origin, processing and any pathogen testing. 

	Fermentation broths and culture media
List all ingredients used in the fermentation broth/production culture media in the import application.

Specify country and species of origin of each ingredient of biological origin along with details of any processing, treatments or testing of either the ingredients or the final culture media/fermentation broth.

	Final product testing – live vaccines
Describe the testing used on live vaccines.
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