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Dear APVMA, 
 
Redcap Solutions Pty Ltd is a well-established Sydney-based private consultancy specialising in 
regulatory affairs within the animal health and associated industries. The directors, Dr. Ruth Davis and 
Mr. Alan Pyefinch and their highly qualified team of associates have extensive experience in the animal 
health industry and the team have maintained an excellent and long-standing working relationship with 
APVMA over many years. Redcap Solutions represents many different clients, from large multi-national 
companies to small start-ups and individual entrepreneurs.  
 
Redcap has appreciated the opportunity to be part of the extensive engagement process to this point 
and we are pleased to provide this submission in response to the Public Consultation regarding the 
Revised Veterinary Labelling Code. Please find on the following pages comments and recommendations 
in response to the proposed updated guidance material. 
 
Thank you for the opportunity to comment on this review. 
 
Please do not hesitate to contact us if we can be of further help. 
 

 
 
Robyn Hammond, BScAgr (Hons), ADRBA 
Regulatory Consultant 
Redcap Solutions Pty Ltd 
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Overall comments 
 
• Redcap has appreciated the APVMA’s commitment to engagement and recognition of industry 

input during the review of the Veterinary Labelling Code (VLC).  We believe the outcome will 
provide efficiency and compliance improvements for both regulators and registrants. 

 
• The new layout and functionality features of the VLC help to improve the ease of interpretation 

and have allowed some historic contradictions to be more readily identified and corrected.  In 
particular, the simplified Label presentation and layout instructions have made it much easier to 
see the requirements that relate to labels for prescription products. 

 
• The ability to ‘insert’ specific labelling requirements for each product class into the Label content 

instructions is a significant improvement.  However, it could be further improved by making the 
inserted text more visible, especially when scrolling.  A different text colour or other visual effect 
would improve ease of identifying additional information for consideration. 

 
• The proposed VLC update has unfortunately further perpetuated contentious distinctions relating 

to the ‘class or level of permitted prescribing’.  Wording relating to the prescribing levels of 
prescription-only products was introduced to the VLC without consultation in 2014 and its validity 
has not been addressed with industry.   

 
The rights of veterinarians and other authorised persons to prescribe, authorise or dispense 
veterinary medicines are controlled by State/Territory legislation, including veterinary boards and 
health departments and consequently vary from state to state.  The APVMA assessment process 
does not include a requirement to determine whether or not a prescription-only product may (or 
should) be dispensed or authorised for use under supervision or direction of a registered 
veterinarian, so in the absence of any reference to permitted prescribing in APVMA assessment 
and approval documents it is not possible to confirm which of the VLC statements or layout 
requirements apply. 
 
Until such time as the APVMA develop a process that ensures all State/Territory jurisdictional 
obligations are considered and any level of permitted prescribing decisions are clearly 
communicated, VLC guidance that relies upon determination of the prescribing class cannot be 
used. 

 
• Whilst the proposed VLC has improved the useability of the reference material and has overcome 

numerous inconsistencies and contradictions that appeared in the previous version, it 
unfortunately fails to provide significant change in some of the areas that have been highlighted 
by industry as major issues.  In particular, limited changes have been proposed to the requirements 
for small labels where it is not physically possible to comply with the VLC, but where pack sizes are 
larger than the ‘very small label’ designation.  There is also no new pathway or clarity for non-
standard label types such as fold-out labels, pipettes inside blisters.  Further consultation to 
develop a one-off-approval process for exceptions or interpretations around the VLC would be 
advisable. 

 
• Throughout the updated VLC, examples of specific wording are presented in grey boxes in bold 

type-face.  For improved consistency of interpretation, the VLC should make it clear whether or 
not the APVMA expects the statement to be written in the same manner (ie bold) on the MPL.  A 
general explanatory statement for the overarching expectation would be helpful at the beginning 
of each VLC section (eg Label Content, Presentation and Layout) 
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Recommendations 
 

  Revised version Current version 

Introduction 

Veterinary Labelling Code (Part of 'What to Node/90881 Node/61 

include in your application') 

 
In our experience, this page is rarely accessed as it is not the landing page for the main Veterinary 
Labelling Code link under ‘Registrations and Permits’, is not directly accessible from the main VLC link 
and is difficult to find.  Consequently, it is not a good location for information that is critical to the 
interpretation and understanding of the Labelling Code. This page should be limited to the first two 
paragraphs, containing a basic explanation of the role of the Veterinary Labelling Code for 
inexperienced users (ie the only ones likely to be navigating through the section titled “How to apply to 
register a chemical product”).   
 
Detailed information regarding the scope of the VLC, interpretation of terminology and details 
regarding the process should be included in the main Veterinary Labelling Code landing page 
(Node/90616), with a link provided in the ‘What to include in your application’ section. 
 
 

Veterinary Labelling Code* 

Labelling Codes – landing page for veterinary Taxonomy/term/18561 Previous landing page 

products 

 
Under the heading ‘General information’, the first sentence is more suited to inclusion under the 
heading ‘Veterinary Labelling Code’, the third sentence should appear immediately under the ‘General 
information’ heading and it would be helpful to include a list of the additional guidance sections that 
are considered not to form part of the VLC, rather than just relying on the left-hand navigational menu. 
 
‘Additional Guidance’ should preferably be a hyperlink. 
 
Information regarding the terminology specifically used in the VLC, in particular the terms ‘must’ and 
‘should’ is critical to the interpretation of the subsequent pages and should appear on the landing page 
under General Information to avoid being overlooked by users navigating directly to the Labelling Codes 
rather than via the ‘How to apply …” route. 
 
   

Introduction to preparing a label and the label Node/90616 Node/924 

approval process – veterinary products 

 
No comments regarding this section. 
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Label content – veterinary products Taxonomy/term/18346 Node/938 

 
In paragraph 3, it should not state that the ‘Label content’ page ‘explains the information that must be 
placed on labels’ as that page also includes information that ‘should’ or ‘could’ be included.  The ‘Label 
content’ page ‘explains the information to be placed on labels…’. 
 
If the terminology section is included in the Landing Page information, it should not need to be repeated 
under ‘Label content’.  It should only appear under ‘Label content’ if it doesn’t apply to other sections 
of the Labelling Code. 
 
The Click to view label presentation boxes are a neat solution, but it would be nice to include a reference 
to their purpose / interpretation in the introductory paragraphs.  Specific labelling requirements for 
different classes of products are mentioned, but there is no context provided for the label presentation 
information (and particularly how it relates to the separate ‘Label presentation and layout’ page). It 
should be explained that the content sections describe what the label should contain, while the label 
content presentation sections explain how the content should be expressed or printed. 
 
Under 2. Product Name, it would be helpful to include a link or reference to the page containing 
information relating to multiple label names for a product (https://apvma.gov.au/node/12836). 
 
The new guidance information indicates the product name ‘must describe the dosage form and route 
of administration and, where possible, its intended purpose’.  This is a significant change from the 
previous advice that the ‘name should describe the physical form and route of administration and, 
possibly, its intended purpose’.  Similarly, the previous advice that over-the-counter products ‘are 
normally named according to their purpose’ has been changed to ‘products for over-the-counter sale 
must be named according to their purpose”. There are a significant number of existing registered 
products where the name does not satisfy all of the described characteristics and we believe that the 
APVMA needs to have discretion where it is not practical to comply with such prescriptive 
requirements.  The correct term for use in the guidance is “should”. 
 
Since the APVMA now allow for the ‘label name’ to be different to the ‘distinguishing name’ or 
‘registered name’, and there is no other guidance regarding the acceptability of ‘distinguishing’ or 
‘label’ names, the VLC guidance should be much clearer as to whether the advice relates to the 
‘distinguishing name’, the ‘label name’ or both. 
 
It is proposed that the heading 3.4 Other excipients should state 3.4 Other ingredients for consistency 
with the heading described in the following paragraph. 
 
The label presentation instructions under 4. Statement of claims for use which state that the ‘claims or 
indications for use must be positioned immediately beneath the active constituents, on the main panel 
of the label’ are inconsistent with the new Label presentation and layout guidance (node 18971) which 
states that ‘the statement of the registered claims for use of a product on the main panel of the primary 
pack is not mandatory’ for prescription products.  The statement of claims is not required to appear at 
all on very small containers or discrete doses packed inside a primary pack, so it is not appropriate for 
the label content instructions to include the term ‘must’. 
 
Despite instructions regarding ‘level of permitted prescribing’ arbitrarily appearing in the Vet Labelling 
Code since 2014, there is no provision in the Agvet legislation or in the Poisons Standard for the APVMA 
to establish ‘levels of prescribing’.  Rules regarding Prescribing, Authorising and Dispensing of veterinary 
medicines are included in State/Territory legislation with rules differing in different jurisdictions and 
the Australian Veterinary Association Guidelines for Prescribing, Authorising and Dispensing Veterinary 

3 
Redcap Solutions Pty Ltd; Submission to Vet Labelling Code public consultation; 3 December 2021 

https://apvma.gov.au/taxonomy/term/18346
https://apvma.gov.au/node/938


2021 REVISED VETERINARY LABELLING CODE 
 

Medicines make it clear that ‘a veterinarian assumes personal responsibility’ for acting according to the 
appropriate State/Territory legislation and veterinary board directives.  Before a veterinarian can 
dispense a drug to a ‘proper responsible agent’ for administration, they must be satisfied as to the 
competence of that person.  In our experience, the APVMA has no definitions or guidance regarding 
the attribution of appropriate prescribing levels, so the instructions in the VLC are meaningless, 
potentially contrary to veterinarians’ professional obligations, and should be removed. 
 
Under the heading 5. Net contents statement it would be helpful to have clarification as to whether 
the statement ‘Illegal to sell container separately’ is required to appear on the discrete dosage 
unit/immediate container label, the primary pack or both.   
 
It would be helpful for the label presentation section under 6. Directions for use to specify whether the 
heading (described as a ‘main’ heading) is required to appear in capitals and/or bold font, like the Active 
Constituent heading. 
 
In section 6 there is an instruction that the following statement is required to appear immediately below 
the ‘Directions for use’ heading for all products intended for stomach tubing (except S4 or S8): 

FOR USE ONLY BY OR UNDER the direction of a registered veterinary surgeon. 
However, for prescription products that are permitted to be dispensed, the Label presentation and 
layout instructions require the statement ‘Use as directed by prescribing veterinarian’ to appear 
immediately above the ‘Directions for use’ heading. For non-prescription injectable products the 
statement ‘For intravenous (IV) use by or under the direction of a veterinarian’ is required to appear 
under the ‘Dosage and administration’ subheading (and in the main statement of claims).  It would be 
preferable if the same location was specified for comparable statements throughout the VLC.  
 
Section 6.1 Restraints indicates that the re-treatment interval statement should appear in bold-face 
font, but is silent on typeface requirements for other Restraints statements.  Consistent guidance 
should be provided for all Restraints statements. 
 
Section 7. Withholding period statements in the General Label Content list includes milk withholding 
period statements for intramammary products used in lactating and dry cows under section 7.1.2.2.  A 
slightly different version of the same advice (without the statements regarding premature calving) is 
included as section 7.4 when the tailored advice for Intramammary preparations is selected from the 
drop-down menu.  The duplication and discrepancy should be resolved. 
 
Section 9. Safety directions is somewhat unclear in its explanation of the derivation of the required 
statements.  Within the FAISD, statements required to appear under the heading ‘SAFETY DIRECTIONS’ 
may be derived from the First Aid section of substance-specific statements (Warning statements and 
general safety precautions), as well as from the product-specific listing of Safety Directions. 
 
Section 9.1 First aid warnings are not described in the current VLC and only appeared in the 2014 RLP 
template with no apparent basis for inclusion.  The heading does not appear in the FAISD and the 
proposed information in section 9.1 appears to be a misrepresentation of the instructions in the FAISD. 
 
Compared to the current VLC, the APVMA is proposing to change the heading from ‘FIRST AID’ to ‘FIRST 
AID INSTRUCTIONS’, despite the FAISD specifying that  

‘First aid instructions are to be grouped together and prefaced with the words “FIRST AID” written in 
bold-faced capital letters.’  

There is no justification for the Vet Labelling Code to include instructions that are inconsistent with the 
FAISD.  Unfortunately, the APVMA e-label template (referred to in the VLC) includes separate sections 
titled ‘Safety Directions’, ‘First Aid Instructions’ and ‘First Aid Warnings’ whereas the FAISD requires the 
specified statements to either appear under the heading ‘FIRST AID’ or ‘SAFETY DIRECTIONS’.  
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Instructions and headings described in the VLC and e-label template should not be inconsistent with 
those in the FAISD, which is the reference document for the required statements. 
 
Section 12. Environmental protection statements specifies the heading that must be used, but is 
inconsistent with previous sections (such as 11. Additional user safety) which stipulate that the heading 
must be in bold-face, sans-serif capitals of not less than 1.5 mm in height.  Consistent instructions 
should be provided throughout the VLC. 
 
As above, consistent presentation instructions should be provided for the headings in section 13. 
Disposal and section 14. Storage statements. 
 
The introductory statement to the suggested Disposal statements previously indicated that “The 
following statements should be used as guidance”.  The proposed new VLC states that the same 
statements “are the minimum required”.  Recent communication with APVMA indicates that whilst the 
VLC statements are suggested as usually appropriate, applicants may require modified statements to 
accommodate (for example) references to packaging covenants or recycling initiatives. In such 
instances the VLC statements would not be considered a ‘minimum’. 
 
Under 19. Other label information it would be helpful to include a reference to the potential need to 
consult the Commerce (Trade Descriptions) Act 1905, for information regarding the country of origin 
labelling requirements for imported goods.  That information was previously included in the name and 
address section of the VLC. 
 
 
 

Label presentation and layout – veterinary Taxonomy/term/18961 Node/921 

products 

 
The introductory information under the pull-down menu 2. Label layout suggests separate 
information is provided for  

• Non-prescription products, and 
• Prescription products. 

Information for prescription and non-prescription products was provided separately in previous 
versions of the VLC, but has been combined in the proposed update, so the wording is no longer 
appropriate.  It could be helpful to clarify that information for prescription and non-prescription 
products has been combined. 
 
Under the subheading 2.2 Primary pack – ancillary panels, the guidance indicates that the 
statement ‘Read the [enclosed/attached] leaflet/insert for full instructions’ is not required for 
prescription products.  The exemption for prescription products is a significant change compared to 
previous versions of the VLC and there appears to be no reason for the distinction between 
prescription and non-prescription products.  It is equally as important for veterinarians to know that 
additional, relevant product information is included in a leaflet as it is for non-veterinarians. 
 
In Tables 2.3 and 2.4, the columns describing the minimum information required for prescription 
products (if permitted to be dispensed) is highly likely to be misinterpreted or applied inconsistently 
as the rules relating to the supply and use of veterinary medicines vary between States and 
Territories, and the APVMA does not have a clear role in the determination of whether or not a 
product may be dispensed.  Apart from a few classes of products such as injectable anaesthetics, 
anabolic steroids it is reasonable to expect that most, if not all, prescription veterinary medicines 
could be dispensed at some time or another.  Unless the APVMA conditions of approval for all S4 
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products clearly state whether or not they may be dispensed, the increasing emphasis on the 
distinction in the VLC is confusing and unhelpful.     
 
In Tables 2.3 and 2.4, the guidance indicates the directions for use section of the label should be 
‘divided into the following subsections and expressed in this order’.  However, the list includes 
sections (Withholding periods, Trade advice, Safety directions etc) that are not part of the directions 
for use section according to the Label Content instructions.   
 
In numerous industry consultation sessions, the challenges of producing compliant labels for small 
and very small containers were repeatedly raised as the most common problem faced by 
registrants.  Consequently, it would be helpful if very small labels had a separate subsection (2.4) in 
the label layout part of the VLC.   
 
Disappointingly, only minimal changes have been made to the proposed VLC instructions for small 
and very small containers.  The increase in the qualifying pack size from 5mL/5g to 20mL/20g is 
welcomed, but the lack of guidance for the treatment of labels with space for some, but not all of 
the standard “minimum information” is disappointing.  To illustrate the issue, below is a comparison 
between the information requirements that would apply to the immediate label of a 10mL and a 50 
mL pack. 
 

Minimum information for immediate Minimum reduced information for very 
label of 50 mL pack small containers (10 mL pack) 

• Signal Headings • FOR ANIMAL TREATMENT ONLY  
• Product name • Distinguishing words of product name1 
• ‘Active constituent’ statement • ‘Active constituent’ statement (may be 
• Statement of claims for use1 abbreviated where necessary, e.g. for 
• ‘Net contents’ statement vaccines) 

• Contents (not needed for foils and 
 blisters) 

• Restraints • Name of the person primarily 
• Contraindications responsible for marketing the product 
• Dosage and administration1 • Expiry date 
• Withholding periods1 • Batch number 
• Trade advice1 
• Safety directions 
• First aid instructions1 
• ‘Environmental protection’ statement 
• ‘Storage’ statement  
• Name and address of the person 

primarily responsible for marketing the 
product2 

• APVMA label approval number 
• Expiry date 
• Batch number 

 
The APVMA has yet to propose a workable solution to assist registrants in determining which 
information should be prioritised for inclusion as label size increases from one category to the next.  
An intermediate or sliding scale solution is required. 
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The inadequacy of Information provided in relation to zip-seal labels was also raised in consultations 
with the APVMA but doesn’t appear to have been improved upon in section 2.4 Leaflet as 
proposed.  Zip-seal labels are typically used in instances where the immediate label is too small to 
incorporate all of the required information, but a separate carton and leaflet is undesirable.  
Therefore, it is unrealistic to stipulate that, when folded, all of the required primary label 
information is visible at all times.  The instruction that “it may require certain information to be 
repeated”, without providing any detail regarding what information needs to be repeated is also 
unhelpful.  An earlier version of the Vet Labelling Code included a specific list of the information 
which needed to be visible when the zip-seal label was folded, as well as a list of the information 
which needed to appear on the section of the label which was adhering to the container.  The 
APVMA should consider reinstating similarly specific guidance. 
 
The Leaflet guidance also describes information which should appear on ‘a separate professional 
leaflet or insert’, despite advice that they are not used in Australia.  If it is important to retain the 
option of a separate professional leaflet, the advice should be amended to indicate that such a 
leaflet may be used. 
 
 
 
   

Guidance* 

Guidance for individual, multi- and variable dose Node/90886 Node/937 

forms of veterinary products 

 
The additional guidance is useful for helping to determine how to register a range of related 
products, so should also be accessed (via links) from other sections of the website (eg ‘What to 
include in your registration’) 
  
 

QR codes in the labelling and/or package leaflet Node/92091 New webpage 
of veterinary products 

 
The addition of guidance regarding the APVMA policy regarding the inclusion of QR codes is 
welcomed. 
 

 

Guidance on promotional and display packs for Node/90876 Node/921 (section 
veterinary products 1.6)   

 
It is not clear from the proposed guidance whether promotional and display packs are governed by 
APVMA legislation relating to labelling or advertising.  The requirement to include the signal heading, 
name, active constituents and statement of claims suggests they may be treated as labels, but the 
clause preventing the inclusion of the APVMA approval number indicates they are also considered 
advertising.  Whilst the additional clarification compared to the previous VLC is appreciated, the 
guidance is still quite ambiguous and open to varying interpretations by the regulator and industry.  
Further refinement over coming months is recommended. 
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Guidance on professional packs of oral non- Node/90611 Node/929 

prescription veterinary products 

 
Whilst the proposed guidance on professional packs of oral non-prescription products is similar to the 
previous recommendations, it does not relate to the content, presentation or implementation of labels 
and therefore has little relevance to the Vet Labelling Code.  The information describes the aspects that 
should be considered prior to regulatory approval of large pack sizes and is therefore more 
appropriately referenced in section 9 of the Part 2 data guideline.  
 
As packaging materials are not ‘particulars’ of the APVMA approval, registrants are permitted to 
change the packaging format (for example from blisters to bottles) without applying for approval.  
Consequently, opportunities for the APVMA ‘risk assessment’ described in the proposed guidance may 
not exist.  The APVMA should consider whether the guidance can require registrants to conduct and 
document the risk assessment or whether it is possible to impose additional conditions of registration 
when approving large packs of higher-risk veterinary medicines. 
 
 

Guidance on removable labels for small single- Node/92211 Node/945 (section 8) 
dose vaccines 

 
The proposed guidance indicates APVMA will ‘assess applications for removable labels on a case-by-
case basis’, although no mechanism for making or documenting such an application is described.   
 
If it is possible for APVMA to individually assess and approve removable labels where they are not 
capable of accommodating all of the particulars stipulated by the VLC, then it should be possible to 
establish a similarly controlled process for assessing immediate labels for small containers of non-
vaccine products where space is too limited to comply with the VLC. 
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3 December 2021 

 

Dr Rachel Chay 

Registration Management 

Australian Pesticides and Veterinary Medicines Authority 

 

By email only: VLCfeedback@apvma.gov.au   

 

Dear Dr Chay, 

 

Re: Revised Veterinary Labelling Code 

Thank you for the opportunity to provide comments on the revised Veterinary Labelling Code.  

Animal Medicines Australia (AMA) is the peak industry body representing the leaders of the animal 

medicines industry in Australia. Our members companies are the innovators, manufacturers, 

formulators and registrants of a broad range of veterinary medicine products to protect and treat 

animal illness, disease and injury, and support animal welfare across the livestock, equine and 

companion animal sectors. AMA members range from local businesses to the local divisions of global 

companies and includes companies who manufacture in Australia for global export markets.  AMA 

members represent more than 90% of Australian sales of registered veterinary products. 

AMA welcomes this update to the Veterinary labelling Code (VLC) and associated guidance material. 

The VLC was last updated in 2014/15 and a number of errors and inconsistencies that have accrued 

since then have resulted in ongoing administrative inefficiencies and misunderstandings. 

One of the key problems has been the inconsistent use of ‘may’, ‘should’ and ‘must’ in previous VLC 

guidance. This has made it very difficult for both registrants and assessors to clarify the relevant label 

requirements, and identify and differentiate mandatory requirements from voluntary requirements,  

leading to delays in the label approval process.  
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AMA was pleased to engage with APVMA extensively over the last 18 months to systematically review 

the VLC to ensure that it provides clear and unambiguous guidance material that correctly reflects the 

legislated label requirements, identifies the additional label requirements that are required to satisfy 

APVMA, identifies label content that should be included wherever possible (for example, if the label 

size permits), and the information that may be included at the discretion of the applicant.  

AMA has already provided considerable detailed feedback on the updated VLC during the review 

process. A small number of additional comments are provided in Attachment 1.  

AMA wishes to note that any changes to the VLC arising from this update will not be applied 

retrospectively to existing labels. Any new labelling requirements that differ from previous VLC 

versions will only be applicable to labels approved after the implementation date of the revised VLC.  

The VLC update has been a major undertaking and AMA wishes to congratulate the Registration 

Management team at APVMA on reaching the final stages of this important project. We anticipate 

that the correction of errors and inconsistencies, improved guidance on labelling requirements and 

clearer communication of those requirements through new web pages will have a significant positive 

impact for both the regulator and registrants.  

We look forward to the new VLC being implemented in early 2022.  

If we can provide any further information, please feel free to contact me.  

 

 

Yours Sincerely, 

 

Dr Charmian Bennett 

Director Science and Policy 

(unsigned for electronic submission) 
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