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Re: APVMA Consultation for Application Requirements Instrument 

As the peak industry organisation representing the agricultural chemical and biotechnology (plant science) 

sector in Australia, CropLife Australia provides the following comments on the Australian Pesticides and 

Veterinary Medicines Authority (APVMA) Consultation for Application Requirements Instrument. 

 

CropLife acknowledges the potential situation in the regulatory process by which an active ingredient or 

product may be registered in Australia, where the applicant does not possess the legal right to 

manufacture it – either by holding a valid patent, a licensing agreement with the patent holder, or the 

product no longer having intellectual property protection.  The current gap in the regulatory approval 

process of the registration of a new active constituent by a first-time registrant raised grave concerns. It is 

open to abuse and we commend both the Department of Agriculture, Water and the Environment (the 

Department) and the Australian Pesticides and Veterinary Medicines Authority (APVMA) for recognising the 

severity of the issue, and drafting a Ministerial Order to address the regulatory loophole. 

 

However, in the interpretation of the order which is expressly limited to the laws governing the licensing 

of manufacture, we have concern that the application of the instrument may impinge upon the activities 

of registrants operating in good faith. There do exist inverse circumstances where registration may be 

required for licensing of manufacture to be granted. 

 

Therefore CropLife suggests the following wording: 

 

‘I declare that the active constituent X contained in this product/source of technical active ingredient 

manufactured by Y in Z country at the time it will be manufactured for supply in Australia will not 

contravene, or fail to comply with, any manufacturing law of that country, or part of that country, in which 

it is manufactured’. 



Or more simply: 

“I acknowledge that a condition of approval or registration will be that at the time of supply the 

manufacturing site must have a lawful right to manufacture active constituent X contained in this 

product/source of technical active ingredient manufactured by Y in Z country (as defined by: 

manufacturing law, in relation to a country, or part of a country, means a law that provides for the licensing 

(however described) of the manufacture of agricultural chemical products or active constituents for 

agricultural chemical products.)  

This wording will prevent the above scenario, whereby lawful and legitimate registrations must be required 

before manufacturing licences are granted. There are already declarations in the application form which 

are future tense, so this approach is not without precedent. For example “…that the product will be packed 

in suitable containers; that the active constituent will comply with the APVMA standard…”.  

CropLife is pleased that the APVMA has committed to developing this instrument to prevent abuse of the 

regulatory process, without undue burden on either the applicant or the regulator. We are, as above, 

concerned that the proposed wording could impact legitimate registrations. The suggested wording will 

alleviate our concerns. Please do not hesitate to contact CropLife’s Director of Agricultural Chemical Policy, 

Mr Gregory Sekulic (gregory.sekulic@croplife.org.au | 02 6273 2733), should you require any additional 

information with regard to any aspect of this submission. 

Yours sincerely, 

Gregory Sekulic 
Director, Agricultural Chemistry Policy 



 

13th May 2022 
 

Australian Pesticides and Veterinary Medicines Authority 
GPO Box 3262,  
Sydney NSW 2001 Australia 
 
 
 

RE:  APVMA Consultation for Application Requirements Instrument 
 

 welcome the opportunity to 
comment on the Proposed extensions to the Application Requirements Instrument.  

 
1. The Agricultural and Veterinary Chemicals Code (Conditions of Approval or 

Registration) Order 2021 issued in July 2021 by Hon. David Littleproud, Minister for 

Agriculture and Northern Australia, already provides the APVMA with the legal right to 

request the holder of the approval of active constituents and the holder of the 

registration of agrichemical products to provide the APVMA with written evidence that 

the manufacture of the active constituents (Condition 5(3)) or agricultural chemical 

products (Condition 6(3)) does not contravene, or fail to comply with, any 

manufacturing law of the country, or part of the country, in which it is manufactured. 

This written evidence must be provided by the holder upon written request by the 

APVMA and within 28 days after the request is given. 

 

Therefore, we do not believe the proposed extensions to the Agricultural and 

Veterinary Chemicals Code (Application Requirements) Instrument 2014 are 

necessary. Adding an extra requirement to include a declaration from the applicant at 

the time of submission for basically all applications for approval of new and variation of 

already approved active constituents – as indicated by changes proposed to Section 8 

(see draft exposure document) – and for basically all applications for registration of 

new agricultural chemical products and variations of already products – as indicated by 

changes proposed to/after subsection 14(1) and to/after section 22 and to/after section 

25 (see draft exposure document) – is an unwelcomed and unnecessary extension of 

the original requirements introduced by the Agricultural and Veterinary Chemicals Code 

(Conditions of Approval or Registration) Order 2021. 

 

2. The requirement that the declaration be made by the applicant, will in fact significantly 

increase the administrative, legal, regulatory and quality assurance burden and not, as 

the APVMA states: “place minimal additional administrative burden on applicants and 
holders because the applicant should already have this information or it is readily 
available from the manufacturer.”  
 



 

 

For an Australian applicant it is extremely hard and almost impossible to be totally 

aware of all local licensing requirements (manufacturing laws) in the overseas 

jurisdictions, countries or parts of the countries where all or some steps of 

manufacturing take place either for active constituents or agricultural chemical 

products; and it is extremely hard and almost impossible to assess with sufficient 

degree of certainty that the manufacturers are indeed compliant with all those laws and 

sub-laws to be able to confidently complete such a declaration. 

 

Instead, such a declaration should be made by the manufacturers themselves as they 

are the only entities who can confidently attest to operating legally and in accordance 

with all legislations and regulations in the country or part of the country where they 

operate.  

 

3. If the relevant declarations are to be requested during the registration process, as 

proposed in the exposure draft document, then it should be clearly stated in the 

legislation that there is an option for the declaration to be made EITHER by the 

applicant OR by the manufacturer – that is manufacturing site where either whole or 

part of the manufacturing process takes place. This is the current long-standing 

practice when adding a new manufacturing site for a product, where a manufacturer’s 

declaration can be provided by either an applicant or a manufacturer. Please see the 

relevant templates for the manufacturer’s declaration as available at 

https://apvma.gov.au/node/68501. 

 

 

4. Clarification is required from the APVMA to confirm if these new requirements cover 

only applications for NEW active constituent approvals and NEW agricultural chemical 

product registrations or if they also apply to applications for ANY amendments to 

currently approved active constituents and for ANY amendments to currently registered 

agricultural chemical products. 

 

The Consultation document “Proposed Extensions to the Application Requirements 

Instrument” (3rd paragraph) states…. “the APVMA plans to require applications for 
agricultural active constituent approvals and agricultural chemical product registration 
to include a declaration from the applicant that the active constituent or agricultural 
chemical will meet this condition.” 
 
However, in the proposed draft exposure document (Schedule 1 – Amendments) a 

different wording is used that creates uncertainty as to which applications will require 

this declaration. 



 

 

Point 3, At the end of Section 8, (5) states: For an active constituent for an 
agricultural chemical product, OR ANY VARIATION TO THE PARTICULARS OR 
CONDITIONS of an approved active constituent for an agricultural chemical 
product…… 

 

This means all new active constituent applications AND any variation to an active 

constituent application will require a declaration no matter how minor a variation may 

be. 

 

Point 4, After subsection 14, (1A) which relates to an agricultural chemical product 

states: “For an agricultural chemical product, THE APPLICATION must contain, or 
be accompanied by, a declaration by the applicant…..” 

 

This implies that EVERY application regarding an agricultural chemical product must 

include a declaration even if the application is for a minor label change or a pack size 

change. 

 

Point 6, After Section 22, (22A) states: “a declaration by the applicant in regard to each 

person who performs a step in the manufacture of the repack product”. However, the 

fact that the product is a re-pack or not should be irrelevant if a declaration is required 

for any and every application regarding an agricultural chemical product as implied by 

section discussed above. 

 

5. Finally, the wording in the draft exposure document is confusing particularly with 

respect to the phrase “in regard to each person who performs a step in the 
manufacture of…..”. Does this refer to a legal entity, legal person (ie the manufacturer) 

or a physical/specific person? – this needs to be omitted or re-written to make it clear. 
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Dear Madam/Sir 

Accord is pleased to provide comments to the APVMA’s proposed extensions to the 

Agricultural and Veterinary Chemicals Code (Application Requirements) Instrument 2014 to 

support implementation of the Agricultural and Veterinary Chemicals Code (Conditions of 

Approval or Registration) Order 2021 (the Order). 

Accord is the peak national industry association representing the manufacturers and marketers 

of formulated hygiene, cosmetic, personal care and specialty products, their raw material 

suppliers, and service providers. Accord member companies make and/or market a broad 

range of consumer and commercial goods that play an integral role in safeguarding public 

health, promoting personal hygiene, boosting confidence and emotional wellbeing, maintaining 

comfortable homes and enhancing quality of life, as well as keeping the wheels of commerce 

and industry turning.  Member companies include large global manufacturers as well as small 

dynamic Australian and family-owned businesses. A list of Accord member companies is 

available on our website: http://accord.asn.au/about/members. 

Headline statistics for our industry’s economic footprint include1: 

• Accord’s membership is approximately 100 companies. 
• Collectively, Accord member companies directly contribute more than 12,000 full-

time equivalent jobs. 
• Nationally, more than 175 offices and more than 65 manufacturing sites are 

operated by Accord member companies. 
• 80% of member companies export products overseas. 

 

While the APVMA is not seeking comments on the Order itself, Accord believes that the 
introduction of the Order has been misguided and is impractical in its current form.  The basis 
for introducing the Order is to provide surety that the supply of agricultural active constituents 
and agricultural chemical products are in compliance with any manufacturing law of the 
country, or part of the country, in which it is manufactured.  This broad requirement to meet 
any manufacturing law differs to the definition of manufacturing law in the Order which states: 

manufacturing law, in relation to a country, or part of a country, means a law that 
provides for licensing (however described) of the manufacture of agricultural 
chemical products or active constituents for agricultural chemical products.  
 

An equivalent legislative model in Australia would be the Agricultural and Veterinary 
Chemicals (Administration) Act 1992, the Agricultural Chemicals Code Act 1994, the 
Agricultural and Veterinary Chemicals Code Act 1994 and associated legislative 

 
1 Based on data from Accord’s Industry Size and Scale Survey 2018 
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instruments.  However the requirement that the active constituent must not be supplied if 
the manufacture of the active constituent contravenes, or fails to comply with, any 
manufacturing law of the country, or part of the country, in which it is manufactured could 
mean that the applicant would need to be assured that it met not only the laws around the 
manufacture of agricultural actives or products, but also possibly taxation, environmental, 
modern slavery and industrial relation laws.   
 
We assume that it is not the intent of the Application Requirements Instrument or the Order 
to be interpreted in such a broad way and that the original intent is that it should be taken 
to be similar as to how the legislation applies in Australia with primary legislation, 
regulations and subordinate legislative instruments which relate to agricultural chemical 
actives and products.   
 
However, this is not how the agricultural sector is interpreting this and it is resulting in 
considerable angst as to how an applicant will satisfy the APVMA that the manufacture of 
an active ingredient or agricultural product has met all the relevant laws of the country of 
manufacture. 
 
In the Explanatory Memorandum for the Order, the Minister notes that during the initial 
consultation with key stakeholders in April and May of 2021, that the language of the 
proposed conditions was too open and could potentially have included peripheral laws such 
as employment and taxation.   
 
It stated that the issue had been addressed in the final Order with the definition of 
manufacturing law referring to a specific law for the licensing of agricultural products.  
However, throughout the Order the language has been changed from a law to any 
manufacturing law, such as in the Conditions of approval of active constituents for 
agricultural chemical products 5 (2): 

The active constituent must not be supplied if the manufacture of the active 
constituent contravenes, or fails to comply with, any manufacturing law of the 
country, or part of the country, in which it is manufactured.   
 

It is unclear why the language throughout the Order differs from the definition which is quite 
clear regarding a law and would avoid confusion. 
 
We believe that the potential to cause confusion and include consideration of peripheral 
laws remains. 
 
The APVMA claims that the new requirement for agricultural actives and chemical products 
provides similar regulatory outcomes as applied to veterinary active constituents or 
veterinary products.  However, this is not correct because the Instrument is quite clear 
regarding obligations for overseas manufacturers and provides three avenues for meeting 
good manufacturing practice (GMP) as opposed to meeting any licensing requirements.  
The arrangements for veterinary active constituents and veterinary products provides more 
clarity and regulatory certainty regarding compliance than the proposal for agricultural 
actives and products. 
 
Meeting GMP requirements is not the same as demonstrating full compliance with laws 
regulating manufacturing of veterinary products in the country of origin.  GMP demonstrates 
the quality of the manufacturing process, but overseas manufacturers must still meet the 
conditions of the Application Requirements Instrument for a product to be legally sold in 
Australia.   
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It cannot be argued that there is regulatory equivalence for overseas manufacturers to meet 
GMP with that of applicants having to demonstrate compliance with any manufacturing law 
for agricultural chemical actives or products.   
 
It is difficult to make the judgement that requiring a declaration would have minimal 
administrative burden when it is unclear as to what the declaration is attesting to and what 
evidence is required to satisfy the APVMA that it is accurate. 
 
The APVMA has provided an example of a declaration which could be provided to meet 
the requirements of the Application Requirements Instrument.  However, Members have 
questioned the degree of substantiation required to demonstrate compliance with the 
Declaration.  We note that in some economies, manufacturers are able to obtain a 
certificate of free sale.  Certificates of free sale confirm that the product is able to be legally 
sold in the country of manufacture.  Some economies also provide an export statement for 
actives or products which are not authorised for use in the country of manufacture but are 
able to be exported. 
 
It is not clear from the example declaration which the APVMA has provided in the 
consultation document what additional documentation the APVMA will request to 
substantiate that Pesticides Manufacturer India does not contravene any manufacturing 
law of the country.  The APVMA should provide a list of acceptable documentation which 
would satisfy that the applicant has undertaken due diligence in order to be able to confirm 
that the manufacturer has complied with the relevant legislation such as those provided by 
other economies with certificates of fee sale and/or export statements.  Otherwise, the 
Declaration Statement should read: 

I declare on behalf of Chemicals Co Pty Ltd, that Pesticides Manufacturer India 
has assured me that the active constituent X manufactured by Pesticides 
Manufacturer India does not contravene, or fails to comply with, any manufacturing 
law of the country, or part of the country, in which it is manufactured. 

 
While Accord does not support the current arrangements for demonstrating that a 
manufacturer has not contravened any law in the country of manufacture in its current form, 
we are keen to ensure that industry is able to comply with the new requirement in a cost-
effective way which reduces the regulatory burden and uncertainty on the regulated sector.   
 
We consider that this requires further consideration by the APVMA regarding the interpretation 
and application of the definition to ensure that the language of the proposed conditions does 
not remain too open and does not unintentionally include any peripheral laws which was a 
concern cited by the Minister in the Explanatory Memorandum Statement. 
 
Should you have any questions in relation to Accord’s submission, the contact officer is Ms 
Dusanka Sabic, Accord’s Regulatory Advisor who can be contacted on +61422569222 or by 
email at dsabic@accord.asn.au. 
 
I trust the information provided is of use to the consultation process. 
 
Yours sincerely 
Authorised for electronic submission 
Catherine Oh 
Director, Regulatory & Supply Chain Strategy 
     

4 May 2022 




