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ACVM 101 Workshop
October 2018

Documents and Data for Application 
Submission



What to submit for different application types

• Data packages
• Data assessment reports
• EPA and Biosecurity approvals
• Other information 

Compiling the Application 



Note: For this exercise, submission of the PDS 
and label(s) with every application is a given. 

Compiling the Application 

Presenter
Presentation Notes
Focusing on supporting information, so there are no cards for PDS and Label



Scenario 1
You are planning to register a new dog and cat wormer that 
is the same as one you already have registered. All details 
of the products are identical, and both products will be 
manufactured at the same overseas site. 

The only difference between the registered product and the 
new product is the trade name. 

The product is a chew that contains beef flavouring.



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP
B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



Scenario 1: B1 (Identical to a registered TNP)

• Application Summary • Biosecurity Approval/Application

Presenter
Presentation Notes
The only supporting documentation is the application summary, which confirms the product is identical in every way to the existing TNP. Biosecurity Approval is product specific, so an application for Biosecurity approval would need to accompany the documents for the new registration. But the clearance for the existing product can be referenced. 



Scenario 1a
You are planning to register a new dog and cat wormer that 
is the same as one that is already registered. All details of 
the products are identical, and both products will be 
manufactured at the same overseas site. 

The only differences between the registered product and the 
new product are the trade name and that the registered 
product is owned by a different registrant. 

The product is a chew that contains beef flavouring.

Presenter
Presentation Notes
What if the two products were identical, but owned by different registrants?



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP
C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



Scenario 1a: B2 (Similar to a registered TNP)

No longer identical to a registered TNP because that 
product is owned by a different registrant

• Application Summary • Biosecurity Approval/Application

• Declaration Letter

Presenter
Presentation Notes
Application is now a B2, not a B1, because the product is no longer identical. A declaration letter now required to confirm equivalence and authorisation to cross-reference all information held for the registered TNP. All else is the same.



Scenario 1b
You are planning to register a new dog and cat wormer that 
is the same as one you already have registered. All details 
of the products are identical, and both products will be 
manufactured at the same overseas site. 
The only difference between the registered product and the 
new product is the trade name and the formulated product 
manufacturer, which is a different overseas 
manufacturer. 

The product is a chew that contains beef flavouring.

Presenter
Presentation Notes
What if the product is identical in every way to a registered product, but that product belongs to a different registrant?



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP
C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



Scenario 1b: B2 (Similar to a registered TNP)

• Application Summary • Chemistry and Manufacturing Data

• Overall Data Assessment Report • Batch Analysis

• Chemistry & Manufacturing Data 
Assessment Report • Stability Data

• Manufacturing Process Validation 
Data

• Cross-Reference/Deviation Technical 
Discussion

• Evidence of GMP Approval • Biosecurity Approval/Application

Presenter
Presentation Notes
A different formulated product manufacture means the product is no longer identical  B2. You could still cross reference some of the chemistry and manufacturing data (potentially including stability) depending on what the changes are between the manufacturer of the first product and the manufacturer of this product.But process validation is a must even if the new manufacturer is following the same process: validation verifies both process and equipment used, so following the same process does not necessarily assure equivalent product. 



Scenario 1c
You are planning to register a new oral wormer that is the same 
as one that is already registered. You own the registered 
product. 
The new product is a version of the registered one, with a 
few minor differences in the formulation to allow claims in 
dogs, cats, sheep, and goats. The dog and cat claims are 
identical to the registered product, and there are similar 
products with sheep and goat claims.
The beef flavouring has been removed in favour of a honey 
flavouring.



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP
C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



Scenario 1c: B2 (Similar to a registered TNP)
• Application Summary • Chemistry and Manufacturing Data
• Overall Data Assessment Report • Batch Analysis
• Chemistry & Manufacturing Data 

Assessment Report • Stability Data

• Safety Data Assessment Report • Cross-Reference/Deviation Technical 
Discussion   –AND/OR–

• Bioequivalence Data  –AND/OR–
• Efficacy Data: NZ and/or overseas 

data with justification 

• Efficacy Data Assessment Report
• Residues Data Assessment Report

• Manufacturing Process Validation Data

• Evidence of GMP Approval • Residues Data (+/-)

• Biosecurity Approval/Application • Target Animal Safety Data (+/-)

Presenter
Presentation Notes
This is now a radically different product – formulation changes, new target species, new claims (for sheep and goat), residue implications.Efficacy – may be able to cross ref claims to existing products and/or provide bioEQ data, but depends on how similar the product is to the existing companion and FPA productsTAS and Residues could be covered off by cross reference/BioEQ, or require stand-alone data- but the registrant will still have to make the case for equivalence for these areas as well (not just efficacy BioEQ)Data assessments could be +/- for TAS and residues depending on stand-alone data: if BioEQ data only, one report could potentially address bot safety and efficacy



Scenario 2
You have a herbicide registered for post-emergence control 
of broadleaf weeds in a range of cereal crops. The 
withholding periods are 28 days in barley and 56 days in all 
other cereals. 

You would like to submit an application to reduce the “all 
other cereals” withholding period to 42 days. 

There are no changes to the product itself or its use patterns 
other than this change.



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP
C9 Administrative Change



Scenario 2: C8 (Change in Withholding Period)

• Application Summary • Residues Data

• Overall Data Assessment Report • Animal Transfer Data
[or review existing]• Residues Data Assessment Report

 Also consider MRLs – may need revision

Presenter
Presentation Notes
The key here is that everything else stays the same, and only the WHP is proposed for change.Residue data must support shortened WHP, and its important to discuss why things have changed – if the previous data was wrong, why? Why is this data set “right”?Cereal crops are considered a primary feed commodity – the impact of a shorter WHP must be considered, though this could be done with the plant residue data compared against existing AT data to determine a revised animal diet burden if necessary. Also think about the existing MRLs – although no use patterns are changing, are they still fit for purpose?



Scenario 2a
You have a herbicide registered for post-emergence control 
of broadleaf weeds in a range of cereal crops. The 
withholding periods are 28 days in barley and 56 days in all 
other cereals. 
You would like to submit an application to reduce the “all 
other cereals” withholding period to 42 days. This is based 
on a slight adjustment to the “other cereals” application 
rate.
There are no other changes to the product or its use patterns.

Presenter
Presentation Notes
What if the application rate for some of the “other cereals” was actually changing? 



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP
C9 Administrative Change

Presenter
Presentation Notes
We already know we have a C8, but we’d be picking up a second variation.



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 
C7 Change in the method of application/administration

C8 Change in WHP
C9 Administrative Change



Scenario 2a: C6 (Change in Application Rate or 
Timing); C8 (Change in Withholding Period)

• Application Summary • Residues Data (+/- MRL proposal)

• Overall Data Assessment Report • Animal Transfer Data                                
[or review existing]

• Residues Data Assessment Report • Toxicology Data

• Efficacy Data Assessment Report • Cross-Reference/Deviation Technical 
Discussion –OR–

• Efficacy Data: NZ and/or overseas 
data with justification

• Crop Safety Data

• Safety Data Assessment Report

• EPA Approval

Presenter
Presentation Notes
Will need to support both the new application rate and the new WHP.Will need to confirm EPA approval – their controls may change if application rate has changedWhether you can reference existing efficacy/safety data or need to generate new data will depend on how different the use is and its impact on the risk profile.



Scenario 3
You have a VTA product registered which uses palm oil as a 
binder. Concerned about deforestation, your company has 
decided to change the binder to sustainably sourced 
coconut oil.

There are no other aspects of the product’s manufacture or 
use that is proposed for change. The product is 
manufactured overseas.



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation
C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



Scenario 3: C1 (Change in Formulation)
• Application Summary • Chemistry and Manufacturing Data

• Overall Data Assessment Report • Batch Analysis

• Chemistry & Manufacturing Data 
Assessment Report • Stability Data

• Efficacy Data Assessment Report • Cross-Reference/Deviation Technical 
Discussion

• EPA Approval • Efficacy Data: NZ and/or overseas data 
with justification

• Biosecurity Approval/Application

Presenter
Presentation Notes
Chemistry and manufacturing data needed – new binder could change the chemistry and stability of the productWill need efficacy data (or cross reference if there is another product similar) – new binder could change the palatability or metabolism of the productTarget species “safety” (humane kill) is covered in the efficacy dataOff-Target species safety is covered by EPA – will need confirmation that existing approval still covers product (or new approval applies)New binder is biologically derived – new biosecurity evaluation will be required. 



Scenario 3a
You have a VTA product registered which uses palm oil as a 
binder. Concerned about deforestation, your company has 
decided to change the binder to sustainably sourced 
coconut oil. 
The new binder requires different equipment that the 
current manufacturer will not be getting, so a new 
formulated product manufacturer is also needed. 
There are no other aspects of the product’s manufacture or 
use that is proposed for change. The product is 
manufactured overseas.



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation
C2 Change in Manufacturing

C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change

Presenter
Presentation Notes
The change is still a C1, but is there anything else we need to cover off now with the manufacturer changing as well?



A1 Novel active ingredient

A2 Known active, new risk profile 

B1 Identical to registered TNP

B2 Similar to registered TNP

C1 Change in formulation

C2 Change in Manufacturing
C3 Change in Shelf life/Packaging

C4 Extension of Use/Additional target species

C5 Additional disease, pest or weed

C6 Change in application rate or timing; 

C7 Change in the method of application/administration

C8 Change in WHP

C9 Administrative Change



Scenario 3a: C1 (Change in Formulation); C2 (Change 
in Manufacturing)

• Application Summary • Chemistry and Manufacturing Data

• Overall Data Assessment Report • Batch Analysis

• Chemistry & Manufacturing Data 
Assessment Report • Stability Data

• Efficacy Data Assessment Report • Cross-Reference/Deviation Technical 
Discussion

• EPA Approval • Efficacy Data: NZ and/or overseas data 
with justification

• Biosecurity Approval/Application • Evidence of GMP Approval

Presenter
Presentation Notes
All other data requirements the same PLUS Evidence of GMP approval for the VTA manufacturer (domestic), or independent assessment of the manufacturer’s quality management system (overseas). Risks associated with differences in equipment and potentially process changes would be covered off in chemistry and manufacturing data and information.
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