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Data Assessment Report for

Veterinary Medicine: Efficacy
· For new applications, complete this entire form.
· For variation applications, complete the relevant sections.
	1. Identity

	1.1
	Applicant
	

	1.2
	Trade name
	

	1.3
	Registration number (if known)
	

	1.4
	Application type
	

	1.5
	Active ingredient(s) and concentration
	


	2. Proposed use pattern
Guidance as to the content of your assessment is provided in the boxes below. Please replace the guidance with your assessment as you work through the form.  

	
	
	Proposed
	Current (if applicable)

	2.1
	Target species
	
	

	2.2
	Conditions treated
	Include any details you consider relevant.
	

	2.3
	Administration method(s)
	
	

	2.4
	Dosage regime
	
	

	2.5
	Changes to practice
	Include comments on any specific aspects of proposed use that are novel or at variance with similar compounds or common practices.
	


	3. Risk assessment 


	3.1
	Chemical properties
	Comment on the key properties of the active ingredient(s) that affect the efficacy of the trade name product. 

	3.2
	Efficacy


	Describe the supporting data and discuss whether it provides convincing evidence that the product is effective for the indications claimed. If product-specific trials have been performed, briefly summarise the trial design (e.g. number of animals, age/stage of animal for each species, dosing, administration method used etc.) and outcomes (e.g. clinical evaluation results, laboratory results etc.) for each trial. 
Compare trial results to the level of claim proposed (e.g. “aids in control” vs. “prevention” vs. “treatment) and discuss whether the data is sufficient to support it. 
Confirm whether the product used in the trials is identical to that proposed for registration. If a New Zealand-registered positive control and/or reference product is used, comment on the appropriateness of that product as a reference. 
If trials have not been performed, summarise the data provided to support the efficacy of the product and discuss the relevance to this specific formulation.

	3.3
	Statistical analysis
	Comment on the suitability of the method(s) of statistical analysis used.

	3.4
	Animal welfare
	Discuss the potential risk to animal welfare due to lack of efficacy.

	3.5
	Anthelmintics and antibiotics only
	Discuss the potential risk to national productivity due to lack of efficacy.
Discuss the potential for the development of resistance, including whether there was any indication of resistance in the trial work and how that may impact on long-term efficacy of the product.
If data was generated overseas, comment on the relevance of the data to the New Zealand situation, especially with respect to any parasite/pathogen species differences. 

	3.6
	Consistency in data
	If both New Zealand and overseas study data are submitted, indicate the level of consistency between them.
If the product is a vaccine and no New Zealand specific studies have been provided, comment on the potential for cross protection to New Zealand strains. 

	3.7
	Information deviation
	Were information deviations granted, and are they justified?  

	3.8
	Risk/benefit analysis
	Identify any risks and relate these to the benefits of the product.

	3.9
	Conditions/label amendments
	Indicate if conditions or label amendments could be used to manage these risks.


	4. Conformance

	Identify and discuss any issues relating to lack of conformance with the relevant efficacy or bioequivalence standard. 
Ensure that all non-conformances are identified, even those you may consider can be justified. 



	5. Recommendations of the data assessor

	5.1
	Registration approval
	Recommend whether or not the product can be registered on the basis that significant risks to animal welfare or national productivity arising from lack of efficacy can be managed by conditions or label amendments. 

	5.2
	Recommended conditions

	State separately for ease of reference.

	5.3
	Recommended label amendments
	State separately for ease of reference.




	6. Conflict of Interest Statement

Note: MPI may contact you to request more information if necessary to determine whether the assessment can be considered independent.

	I do not have any conflicts of interest regarding this application.

<OR> 

I have the following associations with this application, which may be regarded or perceived as conflict(s) of interest:

List any potential conflicts of interest. 

However, I do not consider that these potential conflicts of interest have affected the objectivity of my assessment, for these reasons:
Explain why they have not influenced your assessment.



	Assessor's name
	

	Signature
	

	Listing status 
(delete 2 options)
	Listed
Provisionally listed

Not listed

	If listed, what are your listed areas of expertise? 
	

	Date signed
	

	Time taken for assessment 
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