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[bookmark: _Toc72224309]how to complete the report template
Guidance material to complete each section of the report is available on our website. For ease of use, a link to the relevant guidance material for each section is available at the start of each section of the template.
When completing the report, please note the following:
for new applications, complete the entire assessment template following the guidance provided in each section
for variation applications, complete the relevant sections of the assessment template report
for immunobiologicals, this template should include an assessment of the active(s) and veterinary products where appropriate
this report should be an in depth consideration and critical review of the application, taking account of current scientific and regulatory requirements for the registration of veterinary products by the APVMA. It should not be a direct copy of the applicant’s dossier, or the applicant’s detailed and critical summaries
this report should be written in a clear language and in a logical manner, providing a complete overview of the data available, providing adequate detail and describing the strengths and weaknesses of the data provided and the overall application leading to the overall conclusions
this report should reference the relevant regulatory requirements (eg European, United States or British Pharmacopoeia, European Guidelines or 9 CFR etc) as to how the conclusions of the assessment were drawn. Comment should be made if requirements are considered mandatory or advisory
any outstanding points or critical issues should be clearly highlighted and drafted such that questions can easily be transferred to the applicant
conclusions on the quality, safety, efficacy and trade should be made where relevant
any identified risks and proposed risk mitigation measures should be clearly explained
a clear and precise conclusion on the application should be provided in the executive summary
further guidance on the registration of new veterinary vaccines and variations to registered vaccines is available on our website
this report should be amended to reflect whether the Expert is creating a chemistry/manufacturing report and/or efficacy/safety. The superfluous sections can be deleted as appropriate
the Expert should create an Appendix of all outstanding points at the end of the report. These are the major and minor points that the Applicant should address for the registration or variation to progress.
For information on how the APVMA manages personal information submitted in this report, see our Privacy Policy.
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[bookmark: _Toc72224310]Application details
Please complete the following fields:
1. Applicant: 
2. Applicant’s address: 
3. Authorised agent: 
4. Product name: 
5. Registration number (if known): 
6. Application number: 
7. Active ingredient(s) and potency/titre per dose: 
8. Adjuvant (quantitative): 
9. Excipients: 
10. Pharmaceutical form: 
11. Brief description of active (GMO, recombinant, live, inactivated): 
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[bookmark: _Toc72224311]Proposed use pattern and product particulars
[bookmark: _Toc26175681]Table 1:	Proposed use pattern and product particulars
	
	
	Proposed
	Current (if applicable)

	2.1
	Target species
	
	

	2.2
	Efficacy claims
onset of immunity (OOI)
duration of immunity (DOI)
	
	

	2.3
	Amounts to be administered
	
	

	2.4
	Administration route(s)
	
	

	2.5
	Shelf-life
as packaged
after opening
after dilution
	
	

	2.6
	Storage
	
	

	2.7
	Primary packaging
Size(s)
	
	

	2.5
	Novel elements of application
(Include comments on any specific aspects of proposed use or product particulars that are novel or at variance with similar registered immunobiologicals)
	
	


3		

[bookmark: _Toc72224312]Executive summary
See the ‘Executive summary’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224313]Part 1
[bookmark: _Toc72224314]Application overview
See the ‘Application overview’ instructions on our website for guidance on how to complete this section.



[bookmark: _Toc72224315]Immunological properties
See the ‘Immunological properties’ instructions on our website for guidance on how to complete this section.



[bookmark: _Toc72224316]Clinical particulars
See the ‘Clinical particulars’ instructions on our website for guidance on how to complete this section.



[bookmark: _Toc72224317]Registration status overseas
See the ‘Registration status overseas’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224318]Part 2: Chemistry and manufacture of the immunobiological active and product
See the ‘Part 2: Chemistry and manufacture of the immunobiological active and product’ instructions on our website for additional guidance on how to complete all sections in Part 2.
[bookmark: _Toc72224319]GMP status of the manufacturing facility
See the ‘GMP status of the manufacturing facility’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224320]Formulation or composition of product
See the ‘Formulation or composition of product’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224321]Containers
See the ‘Containers’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224322]Manufacturing process of the final product
See the ‘Manufacturing process of the final product’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224323]Production, control and testing of starting materials
See the ‘Production, control and testing of starting materials’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224324]Starting materials listed in pharmacopoeias
See the ‘Starting materials listed in pharmacopoeias’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224325]Starting materials not listed in pharmacopoeias
Starting materials of biological origin
See the ‘Starting materials of biological origin’ instructions on our website for guidance on how to complete this section.




Starting materials of non-biological origin
[bookmark: _Toc414373836]See the ‘Starting materials of non-biological origin’ instructions on our website for guidance on how to complete this section.




In-house preparation of media and solutions consisting of several components
See the ‘In-house preparation of media and solutions consisting of several components’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224326]In-process control tests during production
See the ‘In-process control tests during production’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc414373837][bookmark: _Toc72224327]Control tests on the final product
See the ‘Control tests on the final product’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224328]Consistency of production
See the ‘Consistency of production’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224329]Stability of the finished product
See the ‘Stability of the finished product’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224330]Conclusions on chemistry (quality) and manufacturing
See the ‘Conclusions on chemistry (quality) and manufacturing’ instructions on our website for guidance on how to complete this section.




	Conclusions on chemistry (quality) and manufacturing	15

[bookmark: _Toc72224331]Part 5: Residues and trade
[bookmark: _Toc72224332]Part 5A: Residues
See the ‘Part 5A: Residues’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224333]Part 5B: Trade
See the ‘Part 5B: Trade’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224334]Part 6: Occupational health and safety
See the ‘Part 6: Occupational health and safety’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224335]Part 7: Environment
See the ‘Part 7: Environment’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224336]Environmental risk assessment (ERA)
See the ‘Environmental Risk Assessment (ERA)’ instructions on our website for guidance on how to complete this section.




13		

[bookmark: _Toc72224337]Part 8: Efficacy and safety—efficacy
[bookmark: _Toc72224338]Introduction
See the ‘Introduction’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224339]Challenge model
See the ‘Challenge model’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224340]Efficacy parameters and tests
See the ‘Efficacy parameters and tests’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224341]Dose determination
See the ‘Dose determination’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224342]Efficacy laboratory trials/pen studies
See the ‘Efficacy laboratory trials/pen studies’ instructions on our website for guidance on how to complete this section.
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[bookmark: _Toc72224343]Onset of immunity
See the ‘Onset of immunity’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summary tables.
Table 3:	Study summary table
	Reference and study title:

	Objectives
	

	Trial design
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Challenge
	

	Efficacy parameters
	

	Statistical method
	

	Results
	

	Appropriateness of trial/experimental design
	

	Discussion
	

	Conclusions
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[bookmark: _Toc72224344]Duration of immunity
See the ‘Duration of immunity’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summary tables.
Table 4:	Study summary table
	Reference and study title:

	Objectives
	

	Trial design
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Challenge
	

	Efficacy parameters
	

	Statistical method
	

	Results
	

	Appropriateness of trial/experimental design
	

	Discussion
	

	Conclusions
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[bookmark: _Toc72224345]Maternally derived antibodies (MDA)
See the ‘Maternally derived antibodies (MDA)’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summary tables.
Table 5:	Study summary table
	Reference and study title:

	Objectives
	

	Trial design
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Challenge
	

	Efficacy parameters
	

	Statistical method
	

	Results
	

	Appropriateness of trial/experimental design
	

	Discussion
	

	Conclusions
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[bookmark: _Toc72224346]Interactions with other immunobiologicals
See the ‘Interactions with other immunobiologicals’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summary tables.
Table 6:	Study summary table
	Reference and study title:

	Objectives
	

	Trial design
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Challenge
	

	Efficacy parameters
	

	Statistical method
	

	Results
	

	Appropriateness of trial/experimental design
	

	Discussion
	

	Conclusions
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[bookmark: _Toc72224347]Field trials
See the ‘Field trials’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summary tables.
[bookmark: _Toc26175699]Table 7:	Summary of field trials
	Reference and study title: 

	Objectives
	

	Study design
	

	Study sites
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Natural challenge
	

	Efficacy parameters
	

	Statistical method
	

	Results

	Efficacy parameters
	

	Discussion

	Deviations
	

	Interactions
	

	Discussion
	

	Conclusions
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[bookmark: _Toc72224348]Conclusion on field trials
See the ‘Conclusion on field trials’ instructions on our website for guidance on how to complete this section.




[bookmark: _Toc72224349]Overall conclusion on efficacy
See the ‘Overall conclusion on efficacy’ instructions on our website for guidance on how to complete this section and the following summary table.
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Table 8:	Efficacy laboratory trials/pen studies and field trials summary table
	Reference/study title:
	Animals
	Vaccine
	Vaccination scheme
	Trial design
	Results
	Conclusion
	Comment
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[bookmark: _Toc72224350]Part 8: Efficacy and safety—Safety
[bookmark: _Toc72224351]Safety introduction
See the ‘Safety introduction’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224352]Laboratory trials/pen studies
See the ‘Laboratory trials/pen studies’ instructions on our website for guidance on how to complete this section.






[bookmark: _Toc72224353]Safety of the administration of the proposed dose
See the ‘Safety of the administration of the proposed dose’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summaries.
Table 9:	Study summary 
	Reference and study title: 

	Objectives
	

	Study design
	

	Study site
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Results

	Safety parameters
	

	Discussion

	Discussion
	

	Conclusions
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[bookmark: _Toc72224354]Safety of the administration of an overdose
See the ‘Safety of the administration of an overdose’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summaries.
Table 9:	Study summary 
	Reference and study title: 

	Objectives
	

	Study design
	

	Study site
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Results

	Safety parameters
	

	Discussion

	Discussion
	

	Conclusions
	




[bookmark: _Toc72224355]Safety of the repeated administration of the proposed dose
See the ‘Safety of the repeated administration of the proposed dose’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summaries.
Table 9:	Study summary 
	Reference and study title: 

	Objectives
	

	Study design
	

	Study site
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Results

	Safety parameters
	

	Discussion

	Discussion
	

	Conclusions
	




[bookmark: _Toc72224356]Examination of reproductive performance
See the ‘Examination of reproductive performance’ instructions on our website for guidance on how to complete this section.
Duplicate the following table template if you require additional study summaries.
Table 9:	Study summary 
	Reference and study title: 

	Objectives
	

	Study design
	

	Study site
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Results

	Safety parameters
	

	Discussion

	Discussion
	

	Conclusions
	




[bookmark: _Toc72224357]Examination of immunobiological functions
See the ‘Examination of immunobiological functions’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224358]Special requirements for live vaccines
[bookmark: _Toc72224359]Spread of the vaccine strain
See the ‘Spread of the vaccine strain’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224360]Dissemination in the vaccinated animal
See the ‘Dissemination in the vaccinated animal’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224361]Reversion to virulence of attenuated vaccines
See the ‘Reversion to virulence of attenuated vaccines’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224362]Biological properties of the vaccine strain
See the ‘Biological properties of the vaccine strain’ instructions on our website for guidance on how to complete this section.






[bookmark: _Toc72224363]Field trials
See the ‘Field trials’ instructions on our website for guidance on how to complete this section.
Table 7:	Summary of field trials
	Reference and study title: 

	Objectives
	

	Study design
	

	Study sites
	

	Compliance with regulatory guidelines
	

	Animals
	

	Animal status on inclusion
	

	Vaccine
	

	Control product/placebo
	

	Vaccination scheme
	

	Statistical method
	

	Results

	Safety parameters
	

	Discussion

	Deviations
	

	Interactions
	

	Discussion
	

	Conclusions
	




[bookmark: _Toc72224364]Conclusion on field trials
See the ‘Conclusion on field trials’ instructions on our website for guidance on how to complete this section.





[bookmark: _Toc72224365]Overall conclusion on safety
See the ‘Overall conclusion on safety’ instructions on our website for guidance on how to complete this section and the following summary table.






Table 10:	Safety studies summary table
	Reference/study title:
	Animals
	Vaccine
	Trial design
	Results
	Discussion
	Conclusion
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[bookmark: _Toc72224366]Overall conclusions on the application
See the ‘Overall conclusions on the application’ instructions on our website for guidance on how to complete this section.









[bookmark: _Toc72224367]Outstanding points on chemistry, manufacturing, efficacy and safety
See the ‘Outstanding points on chemistry, manufacturing, efficacy and safety’ instructions on our website for guidance on how to complete this section.
[bookmark: _Toc72224368]Chemistry and manufacture





[bookmark: _Toc72224369]Efficacy and safety
1. 
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[bookmark: _Toc72224370]References
[bookmark: _Toc72224371]Supplementary guidelines
EMA/CVMP Veterinary Immunological Guidelines, General: ema.europa.eu/en/veterinary-regulatory/research-development/scientific-guidelines/immunologicals/immunologicals-general
EMA/CVMP Veterinary Immunological Guidelines, Stability: ema.europa.eu/en/veterinary-regulatory/research-development/scientific-guidelines/immunologicals/immunologicals-stability:
DNA vaccines non-amplifiable in eukaryotic cells for veterinary use
Duration of protection achieved by veterinary vaccines
Environmental risk assessment for immunological veterinary medicinal products
EU requirements for batches with maximum and minimum titre or batch potency for developmental safety and efficacy studies
Field trials with veterinary vaccines
Live recombinant vector vaccines for veterinary use
Requirements for the production and control of immunological veterinary medicinal products
Requirements for combined vaccines and associations of immunological veterinary medicinal products (IVMPs)
Use of adjuvanted veterinary vaccines
User safety for immunological veterinary medicinal products
VICH GL2 Validation of analytical procedures: methodology
VICH GL17 Stability testing of biotechnological/biological veterinary medicinal products
VICH GL25 Biologicals: testing of residual formaldehyde
VICH GL26 Biologicals: testing of residual moisture
VICH GL34 Biologicals: testing for the detection of Mycoplasma contamination
VICH GL40 Test procedures and acceptance criteria for new biotechnological/biological veterinary medicinal products
VICH GL 41 Target animal safety: examination of live veterinary vaccines in target animals for absence of reversion to virulence
VICH GL44 Target animal safety for veterinary live and inactivated vaccines
VICH GL50 Harmonisation of criteria to waive target animal batch safety testing for inactivated vaccines for veterinary use
VICH GL55 Harmonisation of criteria to waive target animal batch safety testing for live vaccines for veterinary use
British Pharmacopoeia: pharmacopoeia.com
European Pharmacopoeia: edqm.eu/en/european-pharmacopoeia-ph-eur-9th-edition
Code of Federal Regulations, Title 9: Animal and Animal Products (Parts 113 and 114)
[bookmark: _Toc72224372]Other APVMA or agency documents
Import Permit for Biological Products
The Australian Code of Good Manufacturing Practice for Veterinary Chemical Products
Vet Labelling Code
OGTR Guidelines
Recognition of Overseas Manufacturers of Veterinary Chemical Products (GMP Technote Series, No. 99/01)
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[bookmark: _Toc72224373]Confidential Commercial Information appendix
All assessment and discussion of the studies not relied on must be considered confidential commercial information and placed in this appendix. Each page of the appendix must be clearly labelled in the footer in bold capital letters: CONFIDENTIAL COMMERCIAL INFORMATION.




CONFIDENTIAL COMMERCIAL INFORMATION
[bookmark: _Toc72224374]Attachment 1: Covering letter template
See the ‘Covering letter template’ instructions on our website for guidance on how to complete this section.
Please choose between the standard statements provided in the template when writing your recommendations. These types of statements help APVMA evaluators in determining the efficacy and target animal safety of a product.
1. [bookmark: _Toc72224375]Positive recommendation with no caveats
It is my opinion that use of [product name and application number] according to the label instructions:
Would not be likely to have an unintended effect that is harmful to the target animals (that is, for veterinary products)/people/the environment/things [choose relevant terms and delete others]
Would be effective as claimed on the label.
2. [bookmark: _Toc72224376]Positive recommendation with suggested APVMA action
It is my opinion that use of [product name and application number] according to the label instructions:
Would not be likely to have an unintended effect that is harmful to the target animals (that is, for veterinary products)/people/the environment/things [choose relevant terms and delete others]
Would be effective as claimed on the label.
I further advise that the APVMA consider the following:


3. [bookmark: _Toc72224377]Positive recommendation with caveats
It is my opinion that use of [product name and application number] according to the label instructions:
Would not be likely to have an unintended effect that is harmful to the target animals (that is, for veterinary products)/people/the environment/things [choose relevant terms and delete others]
Would be effective as claimed on the label
If the following label modifications or restrictions are applied:
1. 

4. [bookmark: _Toc72224378]Negative recommendation with further information required
It is my opinion, based on the data provided with the application that the APVMA cannot be satisfied that the use of [product name and application number] according to the label instructions:
Would not be likely to have an unintended effect that is harmful to the target animals (that is, for veterinary products)/people/the environment/things [choose relevant terms and delete others]
Would be effective as claimed on the label.
[You may need to edit or delete one of the above statements.]
In order for the APVMA to further consider this submission, the applicant must provide the following information or answer the following questions:
1. 

5. [bookmark: _Toc72224379]Negative recommendation
It is my opinion based on the data provided with the application that the APVMA can NOT be satisfied that use of [product name and application number] according to the label instructions:
Would not be likely to have an unintended effect that is harmful to the target animals (that is, for veterinary products)/people/the environment/things [choose relevant terms and delete others]
Would be effective as claimed on the label.
[You may need to edit or delete one of the above statements.]
The basis of this recommendation is detailed below.
[A description of reasons must be given.]
In future applications, the applicant is advised to:
1. 
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