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Adverse Experience Reporting Program (AERP)
Periodic Summary Update (PSU) - For Veterinary Medicines
Registrant’s Reporting Form

KP83-F05
	Registrant Name:
	
	Reporting Period:

	
	
	      /      /
	to
	      /      /

	APVMA Product Number:
	
	Total Number of Doses Sold in This Period:

	
	
	………………………………………….

	Product Name:
	
	Number of Reports Made in This Period:

	
	
	………………………………………….


	References
(Registrant 
& APVMA)
	Batch
(Number 
& Expiry)
	Animal Details
	Product
exposure
(Date, dose, frequency, route)
	Onset
(Date)
	Other products administered concurrently
(Full name, dose, frequency)
	Reported Event
(Clinical Signs, Duration And Outcome)
	Off-Label Use?
(Y / N
reason)
	Registrant
comments &
causality assessment /algorithm score (Prob./Pos./Unlikely
/Unknown

	
	
	Species
	Breed(s)
	Sex
(M/F
Neut)
	Age
(y/m/
w/d)
	No. exposed
	No. affected
	No. died
	
	
	
	
	
	

	
	
 
	
	
	

	
	
	
	
	

	
	
	
	
	



	Narrative review
Concise critical analysis and opinion on the risk/benefit profile of the veterinary chemical product, increased frequency of known toxicity or expected adverse experiences, chemical interactions, overdose and its treatment, and human adverse experiences associated with the use of the veterinary chemical product.

	
	PLEASE RETURN COMPLETED FORM TO:

Adverse Experience Reporting Program
APVMA, PO Box 6182, KINGSTON ACT 2604

Phone:  (02) 6210 4806
Fax:      (02) 6210 4813
Email:  AERPcoordinator@apvma.gov.au

	
	
	

	Actions taken for safety reasons
Indicate whether the safety data remains in line with the cumulative experiences to date, and provide a short narrative on any corrective action recommendations in light of adverse experience information.


	
	

	
	
	


	Safety and efficacy citations
Brief statement assessing the safety and/or efficacy of the veterinary chemical product, including evidence of previously unidentified toxicity or safety concerns, with reference to published scientific articles/papers.


	
	

	
	
	


Registrant’s representative

Signature:
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