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MARS/PRISM:  

Dear Mr Gregson

Agsafe – Application for revocation of authorisation and substitution A91027
and A91029 – interested party consultation

Thank you for your letter of 5 January 2007 in which you invited comments from the
Australian Pesticides and Veterinary Medicines Authority (APVMA) on an
application from Agsafe Ltd seeking to revoke authorisations A90680 and A90681
and substitute them with replacement authorisations.

I have attached answers to the questions that you outlined in Attachment A to your
letter.

The APVMA has no objections to the substitution and believes that program run by
Agsafe Ltd has considerable merit in ensuring the safe storage, handling and use of
agricultural chemicals.

Yours sincerely

Dr Joe Smith
Chief Executive Officer
Australian Pesticides and Veterinary Medicines Authority
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Submission by the Australian Pesticides and Veterinary Medicines Authority - 
Agsafe Limited's application for revocation and substitution. 

1. The Australian Pesticides and Veterinary Medicines Authority (APVMA) is an 
Australian government authority responsible for the assessment and 
registration of pesticides and veterinary medicines and for their regulation up 
to and including the point of retail sale. 

The APVMA administers the National Registration Scheme for Agricultural 
and Veterinary Chemicals (NRS) in partnership with the States and Territories 
under the Agricultural and Veterinay Chemicals Code Act 1994 ("Agvet 
Code") and with the active involvement of other Australian government 
agencies. The Agricultural and Veterinay Chemicals Code Regulations 
1995 ("Regulations") were made under the Agvet Code. 

The Agvet Code contains provisions for the approval and registration of 
chemical products and control of importation, manufacture, supply and 
advertising of chemical products. 

The APVMA does not regulate the storage, handling and transport of 
agricultural and veterinary chemicals, however Regulations state that it is a 
condition of registration of such products that the containers must meet certain 
standards including: 

Impervious to chemical reaction with contents; 
Have sufficient strength and impermeability to prevent leakage of 
contents during handling, transport and storage; 
If it intended to opened more than once, to be able to be securely and 
readily closed and reclosed; 
Have sufficient excess capacity to prevent it from breaking if its 
contents expand during handling, transport or storage; and 
Enable all or any part of its contents to be removed or discharged so 
that with reasonable care the contents cannot harm any person or have 
an unintended effect that is harmful to the environment. 

The businesses therefore covered by this legislation are the companies or 
individuals who register agricultural or chemical products for supply in 
Australia. These range from multi-national chemical companies to importers 
of ready-made product, through to small-scale businesses with limited 
production facilities. 

2. The APVMA applies three compliance strategies to ensure that the standards 
of registration are maintained: 



Prevention - promoting greater awareness and understanding of 
registration and compliance requirements; 
Quality facilitation - publication of relevant standards, guidelines and 
management of the Manufacturers' Licensing Scheme and the Adverse 
Experience Reporting Program; and 
Surveillance and enforcement - actively investigating alleged breaches 
and implementing risk based enforcement strategies, including 
prosecution, recall or negotiate compliance. 

The APVMA receives and processes complaints relating to non-compliance 
with the Agvet Code. This is explained further in answer 6. 

The APVMA also manages the Agricultural Chemical Quality Assurance 
(AgQA) program to support the registration requirement that the active 
constituents in agricultural chemical products supplied in Australia meet 
minimum purity and maximum impurity levels. Samples of chemicals are 
taken and tested and company records are inspected as part of the AgQA 
program. 

The APVMA manages two adverse experience reporting programs, one each 
for pesticides and veterinary medicines. The programs are designed to 
provide the APVMA with feedback about the performance of registered 
pesticides and veterinary medicines when used as directed on the approved 
label. 

The APVMA audits suppliers of Hormonal Growth Promotants (HGPs) under 
the National HGP Control and Monitoring System managed by the Australian 
Quarantine and Inspection Service (AQIS). The System was introduced in 
1993 in response to demands by the European Union (EU) for meat and meat 
products from cattle not treated with HGPs. 

The Manufacturers Licensing Scheme requires all Australian based 
manufacturers of veterinary medicines to be licensed and to meet standards 
described in the Code of Good Manufacturing Practice. The Scheme aims to 
ensure consistent quality of veterinary products manufactured and supplied in 
Australia. License holders are audited by the APVMA. 

3. There is no requirement in the APVMA's legislation nor is there any practice 
within the APVMA that businesses must obtain accreditation through the 
Agsafe Guardian Program as a means of demonstrating compliance with the 
Agvet Code. 

4. The Agvet Code stipulates monetary penalties, imposed through the Courts, 
for non-compliance with the Code. Furthermore there are administrative 
regulatory actions that can be taken under the Agvet Code, such as testing 
orders (for chemical products that are suspected not to meet certain standards) 



and recalls (of unregistered chemical products or registered products that may 
be hazardous to people, animals or the environment, or may prejudice trade 
between Australia and its trading partners, or may not be effective according 
to the APVMA's criteria for that product). Furthermore the APVMA may 
request the Court that an injunction be granted restraining a company from 
performing a particular action, eg. supplying a chemical product that does not 
comply with the Agvet Code. 

5. The APVMA does not certify that businesses have complied with relevant 
legislative requirements. However, all products that are assessed and 
registered by the APVMA for supply in Australia must carry an approved 
label that bears the APVMA's approval number (eg. "APVMA Approval No. 
1234510107"). 

In addition, manufacturers of veterinary chemical products that are licensed 
under the Manufacturers' Licensing Scheme are issued with a licence by the 
APVMA. 

Lastly, persons who supply Hormonal Growth Promotants (HGPs) must have 
a valid Notification Number issued by the APVMA. 

6. APVMA compliance enforcement action is targeted using intelligence 
gathered from reports of non-compliance submitted by industry, the general 
public, other agencies such as Australian Customs Service, AQIS, TGA and 
police, and APVMA and State field officers. Industry is by far the greatest 
source (constituting some 70%) of reports of non-compliance received by the 
APVMA. After acknowledging receipt of the report, the APVMA assesses the 
actual and potential risk posed by the non-compliance bearing in mind 
APVMA's legislative obligations for public health, the environment, trade and 
product efficacy, by examining the: 

validity of the report's claims (status of registrationlapprova1/ permit1 
consent to import, conditions of registration and approved label 
details etc); 
potential or actual severity of the consequences of the product's 
presence in the marketplace (for example, animal deaths, harm or 
pain and suffering, crop damage etc); 
history of the matter (for example, previous non-compliances or 
responses to previous requests for compliance action); and 
completeness of the information provided and the potential to obtain 
relevant evidence that is legally admissible. 

7. The APVMA does not receive nor expect to receive complaints about the 
Agsafe Guardian Program. 



8. The APVMA is an independent Australian Government statutory authority, 
operating within its own governing legislation. In undertaking its role, the 
APVMA consults with a range of stakeholders including: 

The chemical industry; 
The Australian, State and Territory Governments; 
The general community; 
Farmer and grower organisations; 
Other users of pesticides and veterinary medicines; and 
Other national and international regulators. 

While acknowledging the authorisations granted to Agsafe by the ACCC, the 
APVMA does not generally support any action that would not promote 
competition and fair trade within the industry that it regulates. 

9. The APVMA and its predecessor the National Registration Authority has 
supported the Agsafe accreditation scheme since its inception in 1992. The 
APVMA believes that its role as a statutory authority and the objectives of 
Agsafe are complimentary. 

The APVMA has supported previous applications to the ACCC by Agsafe for 
authorisations granted by the ACCC. 
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