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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-AdverseEvents@mpi.govt.nz

Adverse Event Report: Vertebrate Toxic Agents
ACVM 24 (November 2020)
Adverse event: Any unexpected effect, which is thought to be associated with a formulated trade name product when used in accordance with the approved conditions placed on the registration.
This may include unintended effects, target animal welfare issues, lack of efficacy, non target animal events or alleged interactions with other products or compounds.

· Send the completed report electronically to MPI (ACVM-AdverseEvents@mpi.govt.nz).
· Registrants/Distributors: Attach a detailed report (if available) including action taken or proposed.

· All other reporters: We recommend that you send a copy of this report to the registrant/distributor.

· Refer to the Privacy Act 2020 and Official Information Act 1982 notices at the end of this form regarding collection of information by MPI.
1. Report
	I am a:
	I am reporting:

	
	Manufacturer
	Exposure/Adverse reaction in humans
	

	
	Registrant
	Exposure/Adverse reaction in non-target animal(s) PETS
	

	
	Distributor
	Exposure/Adverse reaction in non-target animal(s) LIVESTOCK
	

	
	Veterinarian
	Exposure/Adverse reaction in non-target animal(s) WILDLIFE
	

	
	Animal owner/Farmer
	Lack of efficacy in a product
	

	
	Affected bystander/
Neighbour
	Other (please specify below)
	

	
	User/Pest control operator/Contractor
	
	

	
	Other (please specify below)
	
	

	
	
	
	

	Date of report
	

	If you are not the registrant/distributor of the product, 
has the registrant/distributor been notified?
	Yes
	

	
	No
	


2. Product Details
	Trade Name
	Registration Number
	

	
	Batch Number
	

	Registrant/Distributor
	Expiry Date
	

	
	Active Ingredient(s)
	

	Storage details (room temp, fridge, shed, car etc)
	

	Is a sample available for analysis?
	Yes
	

	
	No
	


3. Adverse Event Details
	Date and time of product application
	

	Date and time adverse event first observed
	

	Species of animal exposed
	

	What were the target animal/s? 
(i.e. possum versus non target animal such as a pet dog/cat etc)
	

	How was the product applied? 
(aerial, hand drop etc)
	

	Who applied the product?
	 Self

 Contractor

 Unknown

 Other (specify) 

	Outcome 
(if relevant, such as recovery, death, euthanased, ongoing)
	

	Was product used per label 
or off-label?
	  Per label

  Off-label

	Were other product(s) used at the same time as this product?
	  No

  Yes

	If yes, please provide the details (including dose/rate etc)
	

	Describe the adverse event. Include any details about the event that you think are relevant in the space below or as an attachment to this form.

	


4 Registrant’s Use Only
	Details of investigation undertaken (such as batch testing, review of batch records, review of label directions etc)

	

	Trend analysis (more events, batch trends)

	

	Summary/conclusion (any corrective action proposed)

	


5. Reporter’s Contact Details

	Name
	Postal Address

	
	     

	Signature
	Tel
	

	
	Email
	


6. Animal Owner’s Contact Details
(If the owner of the non-target animal, such as pet owner, livestock owner etc)
	Name
	Postal Address

	
	

	
	Tel
	

	
	Email
	


	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 monitoring adverse events in relation to use of vertebrate toxic agents; 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 in a secure location; and

· The collection of information is authorised under section 23 of the ACVM Act as it is a condition of registration for registrants to report any adverse event in relation to the use of vertebrate toxic agents; and

· The provision of this information is necessary in order to manage risks in relation to the use of vertebrate toxic agents; and

· The provision of this information is voluntary for those other than registrants; and

· For registrants, failure to provide the requested information is a breach of the conditions of registration and is likely to result in the registration of a trade name product being suspended under section 30A 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.
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