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Data Assessment Report for

Veterinary Medicine: WHP Recommendations
· 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
	Active ingredient(s) and impurities related to residue definition
	

	1.5
	Application type
	


	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
	Use situation
	
	

	2.2
	Condition(s) treated
	Include any details you consider relevant.
	

	2.3
	Application/
Administration method and site
	
	

	2.4
	Application rates/Dosage 
	
	

	2.5
	Number and timing of treatments
	
	

	2.6
	Changes to agricultural practice (if any)
	Include comments on any specific aspects of proposed use that are novel or at variance with similar compounds or common practices.
	

	2.7
	Formulation details
	Comment on any formulation details that may impact the residue profile of the product (e.g. absorption enhancers etc.)
	


	3. MRLs

	Insert the exact MRL or MPL statement for the stated active ingredient(s) as documented in the New Zealand Mandatory Food Standard Table of MRLS or the Meat Residue Regulations Notice or the Dairy Residue Standard.

If an active ingredient is exempt from an MRL/MPL, please state.


	4. Residue trial support information

	1. Provide a concise statement on the quantity, quality, validity and completeness of the supporting information.

2. Record that the appropriate marker residue was determined. 

3. Note the appropriateness and validity of any procedure referenced in the residues dossier report. 

4. Note any deviations and amendments to the study plan that may adversely affect the residue profile as documented. 

5. Note any noncompliance with GLP or GAP that may impact on the validity of any individual data points, the trial and residues profile as a whole, and which includes any break in traceability of any data elements.

6. Report on each study separately, according to the number of studies the registrant elects to supply.

7. Document the accreditation status of all organisations participating in the residue studies. 

8. Identify the principal individuals together with their roles and qualifications. 

9. Report all audits carried out that relate to the residue study. 

10. Identify the auditors. 


	5. Residue trial methodology

	1. Within each study comment on the clinical and analytical phase separately. Summarise any relevant trial details. 

2. Report on all methods used, both clinical and analytical.   

3. Document the method validation parameters.

Tissue Residue Study  No XXX
Tissue Residue Study  No XYZ
Milk Residue Study  No AAA

Eggs Residue Study  No ABC




	6. Results and data reduction

	1. Tabulate the uncorrected residue concentrations (in tissue). 

2. Having noted the comments in section 4 above, document any adjustments, corrections or manipulations to the data points and tabulate. 

3. Note the particular reason(s) for any data point adjustment. 

4. Perform data reduction using the method(s) described in the information requirements. 

5. If a different method is used, the additional information as required in the requirements must be included.

6. Present the results clearly in the form of a table and/or graph so the relationship of the points reflecting the UCL of the mean and the MRL/MPL is shown.


	7. Comments

	Document any other issues relevant to the application for the proposed WHP.




	8. Withholding period (WHP)

	Identify the residues and tissues of concern and rationale for proposed withholding period(s).

List assessed, allocated or default WHP for meat, lactating cows, dry cows, chickens, eggs, fish, honey separately; list PNTI separately.
If applicable, comment on the suitability of the use of the product and/or milk from treated dams in bobby calves. 

If the assessment determines that the product is not to be used in food producing animals, please discuss the rationale behind this conclusion in detail.



	9. Conformance

	Provide a statement regarding the level of conformance to the ACVM residue information requirements. 
Ensure that all non-conformances are identified, even those you may consider to be justified. Where information deviations have been granted, comment on their impact. 



	10. Further advice to the applicant

	Note any inconsistencies and noncompliance in the dossier.  

Include any explanatory notes in support of the recommendation or conclusion.




	11. Further advice to the ACVM Group

	Note any inconsistencies in the dossier. 

Note any inconsistencies in the information requirements. 
Note any issues or areas not addressed by ACVM information requirements as a consequence of this review. 




	12. 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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