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Adverse Experience Reporting Program (AERP) 
Periodic Summary Update (PSU) - For Crop And Environment

Registrant’s Reporting Form 

KP83-F04
	Registrant Name:
	
	Reporting Period:

	
	
	/      /
	to
	    /     /

	APVMA Product Number:
	
	Total Quantity Sold In Period:

	
	
	………………………………………….

	Product Name:
	
	Number Of Reports Made In Period:

	
	
	………………………………………….


	References
(Registrant 
& APVMA)
	Batch
(Number 
& Expiry)
	Crop/Plants Details
	Registered name of all other products involved in the adverse experience
	Details of incident/nature of problem 
(Affects, duration and outcome)
	Off-Label use?
(Y / N
reason)
	Registrant’s investigation findings
	Registrant’s causality assessment /algorithm score. (Prob./Pos./Unlikely
/Unknown

	
	
	Crop/plants treated
	Area Exposed
	Area Affected
	Product Exposure
(Date, rate, frequency, method)
	Date of Onset
	
	
	
	
	

	
	
 
	
	

	
	
	
	

	
	
	
	



	Safety and efficacy citations (a brief statement assessing the safety and/or efficacy of the agricultural chemical product with reference to published scientific articles/papers). [WHEN NECESSARY/RELEVANT]



	Reporting incidence (a calculation of the relationship between the number of adverse experience reports classified as probably product-related or possibly product-related against the total amount of product sold for the reporting period).


	Actions taken for safety reasons (a short narrative on what corrective action is necessary in light of the adverse experience information, or provide justification for why no action is required).


	Narrative review (a concise critical analysis and opinion on the risk/benefit profile of the agricultural chemical product including evidence of previously unidentified toxicity or safety concerns, increased frequency of known toxicity or expected adverse experiences, chemical interactions, overdose and its treatment, human adverse experiences associated with the use of the agricultural chemical product, and should indicate whether the safety data remain in line with the cumulative experiences to date and the approved label texts and should specify any future action recommended and the reasons why.) [WHEN NECESSARY/RELEVANT]




Signature: _________________________________________________  Date:  _____/_________/_______

Please return to:

Adverse Experience Reporting Program

Australian Pesticides and Veterinary Medicines Authority

PO Box 6182

Kingston ACT 2604

Enquiries: (02) 6210 4806
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