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ACVM Programmes and Appraisals 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:  ACVM.RVMSellers@mpi.govt.nz

Operating Plan Template for Sellers of 
Restricted Veterinary Medicines
ACVM 28 (August 2021)
· This form is for persons who want to sell restricted veterinary medicines (RVMs). To sell RVMs, a person (or entity) must have an MPI-approved operating plan under section 28 of the Agricultural Compounds and Veterinary Medicines (ACVM) Act 1997. 
· This template meets the information requirements in Operating Plans for Restricted Veterinary Medicine Sellers. Sellers may submit an operating plan in a different format if the information requirements are met, but assessment is likely to take longer and, as a result, cost more. To facilitate review and appraisal you should fill out the template with cross references to your plan.
· Veterinarians who supply RVMs only in regard to authorisations issued by themselves or other veterinarians in the same veterinary practice are not required to have an MPI-approved operating plan.
· If you are unsure whether you must have an approved operating plan, contact us.
· Send the operating plan electronically to ACVM.RVMsellers@mpi.govt.nz. Electronic signature is acceptable.
· If there are any changes to the details of your operating plan after it has been submitted, you must promptly (within 5 working days) inform MPI of the changes in writing.
· 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.
Part A: General Information
	A1 Company Name

	

	New Zealand Business Number (NZBN)

Provide your NZBN here.

For more information on NZBNs, see www.nzbn.govt.nz
	


	A2 Address and Contact Details

	Street/Physical Address 
	Postal Address 

	
	

	Nominated Responsible Person
	Job Title
	

	
	Telephone
	

	
	Mobile
	

	
	Email
	


	A3 Active Billing Details

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


Part B: Selling Activities

	B1 Seller Type

Indicate what type of seller you are. Tick all that apply

	
	NZ registrant 

	
	Overseas registrant selling via a New Zealand agent

	
	Distributor/ Wholesaler/ Retailer (Circle those that apply)

	
	New Zealand GMP approved manufacturer

	
	Veterinary pharmacy

	
	Veterinary practice/clinic selling to end user with a valid authorisation outside the course of your own veterinary practice

	
	Veterinarian selling to the end user with a valid authorisation, outside the course of your own service
(Veterinarians who supply RVMs only as part of their professional service or services of other veterinarians in the same veterinary practice are not required to have an MPI-approved operating plan.)

	
	Entity selling for export only

	
	Warehouse or single function only – Not a Seller


	B2 Selling Activities

Indicate your selling activities. Tick all that apply

	
	Selling to distributors, wholesalers or retailers

	
	Selling to veterinarians or veterinary practices

	
	Selling to veterinary pharmacies 

	
	Selling to the end user with a valid authorisation

	
	Selling online to the end user with a valid authorisation

	
	Selling to end user with valid authorisation (including breaking down when required)

	
	Selling to end user with valid authorisation (including dispensing when required)

	
	Selling for export

	
	Warehouse or single function only – Not a Seller


	B3 Flow chart of seller process and steps of distribution chain
List steps within the selling process that you conduct including details of contracted activities (such as warehousing, labelling).
If you export only or conduct only a single step, include all details of chain including before and after the steps you conduct.

	For example: Brief summary of steps in process
	Responsibility

	Receiving and approving RVMs
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Storing
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Taking and processing orders
Transporting to contract labeller

Labelling and releasing to end user
	Seller A (approved in this operating plan)

Seller A (approved in this operating plan)

Seller A (approved in this operating plan)
Seller A (approved in this operating plan)
Contracted to x

	
	


	B4 Secondary Sites or Contracted Facilities
If your business has more than one site that will participate in any (or all) aspects of the operating plan, provide address details and the functions performed.

If your business contracts another entity to conduct any function of this operating plan, provide entity name, address details and function.

	Company Name
	Address
	Function  (e.g. warehousing or labelling and supply to end user)

	
	
	

	
	
	

	
	
	

	
	
	

	

	Company Name
	Attachment/Document Name

	
	

	
	

	
	

	
	


	B5 Next Steps in the Distribution Chain

If you distribute to distributer/wholesalers/retailers or veterinary pharmacies, list or append a list of all entities on your client list, excluding veterinary practices and end users, to whom you distribute RVMs.  Include address details.

	Company Name
	Address

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Part C: Requirements of an MPI-Approved Operating Plan 
Below is a series of requirements of an MPI-approved operating plan to sell RVMs in New Zealand. You must complete each section. If a section is not applicable, state why.
	C1 Personnel
List number of employees engaged in handling RVMs and the roles that they are performing (such as veterinarian, veterinary nurse, sales staff, purchasing, inwards goods, warehousing, labelling, release and dispatch).
Describe your procedure for training staff with regard to selling RVMs. 
OR
Attach a copy of your operating procedure for personnel training with a copy of job descriptions for anyone responsible for release of RVMs.

	

	Attach a copy of your procedure(s) for training
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	Attach a copy of job descriptions of personnel responsible for release
	Document/Attachment Name
	Document Number (If applicable)

	
	
	


	C2 Inward Goods
Describe in detail how RVMs, as inward goods, will be receipted into inventory/stock or briefly summarise and attach relevant procedure(s).
For sellers supplying to end users in accordance with a valid authorisation and intending to conduct dispensing or breaking down, provide details of how primary packaging, leaflets and labels will be stored and controlled, and provide details of any associated equipment used.

If you are selling products that specify controlled storage conditions, such as refrigeration, provide details of equipment and controls in place to ensure product stays in the necessary storage conditions from inwards goods through to dispatch and arrival at destination.

	

	Attach a copy of your operating procedure(s) for inward goods 
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C3 Premises and Storage

Describe in detail your system for preventing any damage to RVMs. Include details such as cleaning and security, and any records maintained.

OR
Briefly summarise and attach a copy of your relevant operating procedure covering premises, equipment, cleaning, and storage. 

	
	

	Attach a copy of your operating procedure(s)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C4 Storage – Temperature Controls

	Do any RVMs that you sell have specific temperature conditions as specified on the label?
	Yes
  If yes, specify trade names and registration numbers below (or append list)
No
  If no, continue with Section C5

	Trade Name
	ACVM Registration Number

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	Describe in detail your process for temperature control and monitoring and provide evidence that RVMs with temperature conditions (such as refrigeration requirements) are stored in the appropriate conditions.
OR

Briefly summarise and attach the relevant procedure(s) and records

	

	Attach a copy of your operating procedure(s) for temperature control including monitoring records (if applicable)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C5 Disposal of RVMs

Describe in detail your process and arrangements to dispose of damaged and expired RVMs.

OR 
Briefly summarise the process and attach a copy of your operating procedure for disposal.

	
	

	Attach a copy of your operating procedure(s)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C6 Distribution – Verifying the veterinary authorisation and the purchaser

Describe in detail your documented system for ensuring that RVMs are sold only to authorised entities and that the authorisation is valid.

	C6a Selling/supplying to wholesaler/distributor/retailer/veterinary pharmacy (includes online sellers)
Describe in detail your process for confirming that the purchaser has an MPI-approved operating plan to sell RVMs. If you have a regular client/account holder list, your process should detail the checks conducted in order to set up a new client and the timeframe for regular checking of your clients/accounts holders approved status. Also include how checks are conducted for one-off clients to ensure they have an MPI-approved RVM seller operating plan.
OR
Briefly summarise the process and attach a copy of your operating procedure for verifying the purchaser and controlling RVM sales.

	

	Attach a copy of your operating procedure(s)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	

	C6b Selling/supplying to veterinarians/veterinary practices
Describe in detail the process for confirming that a veterinarian is a registered practising veterinarian (or that a veterinary practice has registered veterinarians) and has no restrictions associated with the authorisation of RVMs
If the purchaser is ordering on behalf of a veterinary pharmacy or a veterinary wholesaler, describe in detail the process for confirming the purchaser has an MPI-approved operating plan to sell RVMs.
If you have a regular client/account holder list that includes veterinarians and/or veterinary clinics, your process should detail the checks conducted in order to set up a new client and the timeframe for regular checking of your clients/accounts holders registered status. It should also include how checks are conducted for one-off clients to ensure they are registered.
OR
Briefly summarise the process and attach a copy of your operating procedure for verifying the purchaser and controlling RVM sales.

	

	Attach a copy of your operating procedure(s) (if different or separate from above)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	C6c Selling/supplying to end user with an authorisation

Explain in detail how the authorisation is checked. 

Describe the procedure for processing an order, what documentation is completed, and how that person ensures the purchase order and product supplied align, and/or directions of the authorising person are followed and relayed to the end user. Describe your process for managing authorisations that allow for repeat supply.

Specify how you will label the product with the required additional details (including directions included in the authorisation).

If you are selling a product in its registered pack size and the proprietary packaging is too small or additional information cannot be added without concealing proprietary information, describe the process for attaching or enclosing the required additional information and authorisation instructions.

State how preparation details will be recorded and traceable to the order and sales records.

OR

Briefly summarise the process and provide relevant procedures.

	

	Attach a copy of your operating procedure(s) (if different or separate from above)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	C6d Selling for export or export only

Describe in detail the procedure for processing an order, what documentation is completed and how that person ensures the purchase order and product align with the order. If selling for export only, include details of release and transportation to the border and whether any re-labelling is to occur.
If selling domestically and for export, detail how RVMs intended for export will be managed.
OR
Summarise process briefly and attach applicable documented operating procedures.

	

	Attach a copy of your operating procedure(s) (if different or separate from above)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	


	C7 Breaking Down Product (As Required by an Authorisation)

If you are selling to end users with a valid authorisation and the authorisation requires you to break down product, describe the process for determining appropriate packaging and explain or provide the procedure for conducting the re-packaging and labelling of the product including the required proprietary information, along with the seller’s details and authorisation instructions). Include how you will label and store left over broken down package.

	If you are selling to end users with a valid authorisation, do you intend to accept authorisations that require you to break down product?
	Yes
  
If yes, describe in detail your process for breaking down product including storage 

of leftover product and any additional packing and labelling that is required. Include 

details of the trade name and registration number of products broken-down.


OR 



Briefly summarise and attach your documented procedure including details of trade 

name and registration number of products broken down
No
  
If no, continue with Section C8

	

	Trade Name
	Registration Number 

	
	

	
	

	
	

	
	

	Attach a copy of your operating procedure(s)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C8 Dispensing Product (As Required by an Authorisation)

If you are selling to end users with a valid authorisation and the authorisation requires you to dispense into alternative packaging (i.e. broach primary packaging), describe the process for determining appropriate packaging and explain or provide the procedure for conducting the packing and labelling of the product (including the required proprietary information, along with the sellers details and authorisation instructions). Include how you will label, store and assign shelf life to broached (opened) packages. Detail how leftover product will be managed.

	If you are selling to end users with a valid authorisation, do you intend to accept authorisations that require you to dispense product?
	Yes
  
If yes, specify describe in detail your process for dispensing product including 


storage of leftover product, packing requirements, labelling requirements and 


quality control that is required. Include details of the trade name and registration 


number of products dispensed.



OR 



Briefly summarise and attach your documented procedure including details of trade 

name and registration number of products dispensed.
No
  
If no, continue with Section C9

	

	Trade Name
	Registration Number 

	
	

	
	

	
	

	
	

	Attach a copy of your operating procedure(s)
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C9 Preparing an Order for Dispatch, Labelling and Release
There must be a system of ensuring the correct products are picked to meet an order. 

Identify who is responsible for processing an order, preparing the documentation, and readying the product for dispatch. Describe your procedure for preparing an order.
If you are selling products that require controlled conditions (such as cold chain products), describe the process for ensuring these are maintained in their required conditions during labelling, dispensing or breaking down (if applicable) and through to dispatch.
Specify the quality control procedures that will be used to ensure that the consignment complies with the purchase order or the authorising person’s directions, and the consignment has been prepared, packaged, and labelled properly before the release is signed off.
State who is responsible for quality control before release of an order for dispatch.
OR
Summarise briefly and attach a copy of your relevant operating procedure(s).

	

	Name of person (or role) responsible for release of order
	
	

	Attach a copy of your operating procedure(s) for preparing an order
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	Attach a copy of your operating procedure(s) for release 
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	Are you selling to end users with a valid authorisation?
	Yes
  If yes, describe in detail your procedure for labelling with required details OR briefly 

        summarise and attach procedure(s)
No
  If no, continue with Section C10

	

	Attach a copy of your operating procedure for labelling 
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	


	C10 Transport 

Describe in detail your procedure for transport, including security during transport and tracking consignments.
If you are transporting products that require controlled conditions (such as cold chain products), describe the process for ensuring these are maintained in their required conditions through dispatch until they have reached their destination. Include details for any contractors as applicable.
OR
Summarise briefly and attach a copy of your operating procedure for transport.

	

	Attach a copy of your operating procedure(s) for transport
	Document/Attachment Name
	Document Number (If applicable)

	
	
	


	C11 Stock Control

Describe in detail your system of monitoring stock levels (such as stock takes, cycle counts). Include a description of how discrepancies are recorded and investigated.
OR
Summarise briefly and attach a copy of your operating procedure for stock control.

	

	Attach a copy of your operating procedure(s) for stock control
	Document/Attachment Name
	Document Number (If applicable)

	
	
	


	C12 Compliance Monitoring 

Describe in detail your procedures for compliance monitoring. Include how you monitor critical control points in your systems OR summarise briefly and attach applicable procedures.
Describe in detail how non-compliances will be recorded and remedial action taken, and how notifications to authorising veterinarians and MPI will be carried out.
Describe in detail your process for review, including your review period.

OR 

Summarise briefly and attach a copy of your operating procedure(s) for compliance monitoring.

	

	Attach a copy of your operating procedure(s) for compliance monitoring 
	Document/Attachment Name
	Document Number (If applicable)

	
	
	

	
	
	

	
	
	


Part D: Applicant Statement and Payment

	D1 Applicant Statement

	I confirm that:

· I am authorised to make this application as a person with legal authority to act on behalf of the Company in section A1; and

· the information supplied in and with this application is truthful and accurate to the best of my knowledge; 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, lodgment with a credit collection agent and/or withdrawal of service.

	Name
	
	Signature
	

	Date
	
	
	


	D2 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:

MPI does not accept cash. Payment must be made using one of the following methods below (please complete the appropriate section).

	APPROVED CREDITOR 
Customer 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: RVMSEL
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 an operating plan under section 28 of 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 

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

· The collection of information is authorised under section 10 of the ACVM Act; 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 an operating plan under section 28 of the ACVM Act; and

· Under Principles 6 and 7 of the Privacy Act 2020, you have the right of access to, and correction of, any personal information that 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.


 

GEN-ETEM-33
August 2021
Page 13 of 13

