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Subject: ‘ APVMA Draft Senate Submission [DLM=For-Official-Use-Only]

Attachments: Senate Inquiry submission - Final Draft - 10 Mar 17.docx
For-Official-Use-Only

Hi there —attached is our draft submission for the senate inquiry. We are on track to submit this afternoon — we are
just doing final number and formatting checks. Any comments would be welcome by lunch time. Cheers Kareena
For-Official-tse-Only

IMPORTANT:: .

This email message and any attached files may be subject to restrictions on use and disclosure under the
Agricultural and Veterinary Chemicals Code Act 1994 and may so contain information that is conﬁdentlal
and/or subject to legal professional privilege.

If you are not the intended recipient, you must not use, copy, disseminate, forward, retain or reproduce this
email. If you received this email in error, please immediately notify the sender by return email or contact the
APVMA on +61-2-6210 4701 (9 am-5 pm AEST/AEDT) and please delete all copies of this email and any
attachments.
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FOREWORD A

FOREWORD

+ The Australian Pesticides and Veterinary Medicines Authority (APVMA) welcomes the opportunity to provide a

submission to the Finance and Public Administration References Committee Inquiry: The operation,-effectiveness
and consequences of the Public Governance, Performance and Accountability (Location of Corporate
Commonwealth Entities) Order 2016.

The APVMA is the independent statutory authority responsible for assessing and registering agricultural and
veterinary (agvet) chemical products proposed for supply and use in Australia. The APVMA evaluates the safety
and performance of chemicals intended for sale in Australia to ensure that the health and safety of people,
animals, crops and the environment are protected.

* On 24 November 201 6, Senator the Hon Mathias Cormann, Deputy Leader of the Government in the Senate and

Minister for Finance, issued a Government Policy Order which specifies that corporate Commonwealth entities
with agncultural policy or regulatory responsibilities are to be located in a regional community that is near a main
campus ofa regional university recognised for research and teaching in the field of agricultural science. The
Govemment Policy Order applies to the APVMA.

On 25 November 2016, the Deputy Prime Minister and Minister for Agriculture and Water Resources, the Hon

.Barnaby Joyce MP, announced that the government had approved $25.6 million to fund relocation of the APVMA

to Armidale i in‘regional NSW.

. The APVMA is undertaking extensive planning to relocate the organisation to Armidale while ensuring it is able to

operate out of Canberra throughout the transition period and continue to provide high quality services for the agvet
industry, focused on ensuring agvet chemical products are safe, effective and do not impact on trade.

This submission provides a high level overview of the roles and responsibilities of the APVMA and outlines the

.approach to planning for the relocation, how the agency proposes to perform its functions from Armidale and

manage risks relating to the move. An overview of key reform activities being concurrently progressed by the
APVMA to streamline the registration process and better align regulatory effort with regulatory risk, including
initiatives under the Agricultural Competitiveness White Paper is also provided.



"1 ROLES AND RESPONSIBILITIES OF THE APVMA

The APVMA has been the statutory autherity resbonsible for the regulation of agvet chemicals since 1993,

Before agvet chemical products can be legally sold, supplied or used in Australia, they must be evaluated and
registered by the APVMA through the National Registration Scheme for Agricultural and Veterinary Chemicals -
(NRS). The states and territories are responsible for regulating and managing the use of agricultural and
veterinary chemical products once they are sold.

More than 11 000 pesticide and veterinary medicine products are currently registered in Australia, including
products for treating crop and garden diseases and pests, and medicines for treating agricultural and companion
animals. Over time, the scope of products regulated by the APVMA has grown due to advances in technology,
increased numbers of generic products, changes to farming practices and a shift to products for the increasingly
large companion animal sector.

The APVMA works primarily with companies manufacturing and marketing agricultural chemical products and
veterinary medicines, and their representatives, in performing these functions.

The APVMA handles over § 000 applications each year and takes a systematic, scientific, evidence-based
approach to making decisions about whether a chemical or proposed use for the chemical meets statutory criteria.
The APVMA evaluates the safety and performance of chemicals intended for sale in Australia, to ensure that the
health and safety of people, animals, crops and the environment are protected. Registered produCts must also not
unduly jeopardise Australia’s trade with other countries.

The APVMA does not undertake independent research into agvet chemicals. We rely on analysis of data and
information submitted by applicants, the majority of which is generated and assessed according to established
guidelines,

Our work supports primary industries—agriculture, forestry, horticulture and aquaculture—by allowing the supply
of safe, effective animal health and crop protection products. Our work also supports consumers, by ensuring that
household and garden pesticides, pool chemicals and pet products are safe to use.

Our role extends beyond registration of pesticides and veterinary medicines to encompass a range of activities
aimed at protecting Australians and ensuring that products are safe. We license and audit veterinary
manufacturers to ensure adherence to APYMA-prescribed manufacturing standards. We also monitor the market
for compliance, and review and take regulatory action on reg:stered pesticides and veterinary medicines when
concems are identified.

The APVMA s a pbrtfolio agency of the Minister for Agriculture and Water Resources.

1.1 Legislative framework

The APVMA is established under the Agricultural and Veterinary Chemicals (Administration) Act 1992
{(Administration Act}). The Administration Act sets out the role of the APVMA to undertake the respon5|blllt|es
conferred on it by the states and teritories under the NRS.



Functions and powers are conferred on the APVMA by the Administration Act, the Agricuftural and Veterinary
Chemicals Code Act 1994 and the Agricuftural and Veterinary Chemicals Code (Agvet Code). The Agvet Code
provides for the evaluation, registration and control of agricultural and veterinary chemical products and related
matters.

The APVMA is a corporate Commonwealth entity under the Public Governance, Performance and Accountability
Act 2013 (PGPA Act) and is nearly fully cost recovered with approximately 40 per cent from application fees and
60 per cent from industry sales levies. The APVMA collects the levies.

12 Functions and Powers

The APVMA is responsible for assessing and registering agricultural and veterinary chemical products proposed
for supply and use in Australia, and for controlling them up to the point of retail sale.

The key functions of the APVMA, which are set out in section 7 of the Adrministration Act, are to:
¢ assess the suitability for sale in Australia of active constituents for proposed or existing chemical products,

registered chemical products and labels for containers for chemical products

» ensure that approvals and registrations for active constituents for chemical products, chemical products and
labels for containers for chemical products comply with the Agvet Code, and the Agricuftural and Veterinary
Chemicals Code Regulations 1995 (Agvet Code Regulations)

+ provide information to the Australian Government and its agencies, and the states and tenitories, about
approved active constituents for proposed or existing chemical products, registered chemical products and
approved labels for such products, and cooperate with the Australian Govermnment and its agencies on matters
relating to the management and contro! of chemical products

¢+ collect and publish relevant information and statistics on approvals and registrations granted and permits and
licences issued under the Agvet Code

e with the Australian Govemment and its agencies, and the states and pérticipating territories, facilitate a
consistent approach to the assessment and control of agvet chemicals

* exchange information relating to chemical products and their use with overseas and intemational bodies that
have similar functions to those of the APVYMA, and

* report to or advise the Minister on matlers relating to the performance of the APVMA’s functions.

The APVMA fulfils these functioné by:

* assessing and registering new chemicals, approving new uses for existing registered products and approving
changes to existing registered products

+ approving labels for registered products

* assessing and apprdving active constituents for proposed or existing registered products

+ issuing permits for minor use, research, emergency use, import and export of agvet chemicals

» reviewing existing chemicals to ensure they are safe to use

* undertaking compliance and engagement activities to ensure products and active constituents available for
use comply with the Agvet Code

¢ managing a licensing scheme for veterinary manufacturers.



















2 THE GOVERNMENT POLICY ORDER

On 24 November 2016, Senator the Hon Mathias Cormann, Deputy Leader of the Government in the Senate and
Minister for Finance, issued a Government Policy Order (GPO) which specifies that corporate Commonwealth
entities with 'agricuttural policy or regulatory responsibilities are to be located in a regional community that is near a
main campus of a regional university recognised for research and teaching in the field of agricultural science. A
regional community is defined as being a community that is not within 150 kilometres by road of Canberra or the
capital city of a State. The GPO applies to the APVMA.

On 25 November 2016, the Deputy Prime Minister and Minister for Agriculture and Water Resources, the Hon

Barnaby Joyce MP, announced that the government had approved $25.6 million to fund relocation of the APVMA
to Armidale in regional NSW,

The GPO does not explicitly state the APVMA is to move to Armidale. Other locations, like Wagga Wagga, meet
the criteria contained in the GPO. However, funding for the relocation provided by Government is tied to the
APVMA moving to Armidale. Therefore, the APVMA CEO, as the statutory officer responsible for the APVMA,
made the decision that the APVMA will relocate to Armidale in order to meet the requirements of the GPO.

All decisions about the implementation of the GPO is the responsibility of the APVMA under the provisions
contained in the Administration Act.

Background

On 12 May 2015 the Hon Barnaby Joyce MP, Minister for Agriculture, wrote to the APVMA CEO about possible
relocation of the APVYMA to Armidale or Toowoomba and sought advice about whether the APVMA would be
willing to relocate and, if so, which location would best suit the needs of the agency.

The APVMA CEO wrote to the Minister on 31 July 2015 advising that she was unable to support the current
proposal to relocate the APVMA to either Toowoomba or Armidale at that time due to the magnitude of expected
losses of expertise and experience. The APVMA CEQ indicated that, therefore, she would have concems about
her ability to perform her legislative obligations under the Administration Act should the APVMA relocate. However,
the APVMA CEO also noted that the Public Governance, Performance and Accountability Act 2013 may provide
an option to make a GPO to effect the relocation and stated she would work with the Minister to enact the
government’s policies and transition strategies.

The APVMA undertook an extensive program of staff consultation, information seséions, site visits and surveys
and sought views from key agricultural and chemical industry groups that engage with the APVMA and the
APVYMA Advisory Board in preparation of their response on the possible relocation of the APVMA.

As part of the Cabinet process in the lead up to the issuing of the GPO, the Hon Barnaby Joyce MP, Deputy Prime
Minister and Minister for Agriculture and Water Resources, wrote to the APVMA CEQ on 10 November 2016
seeking advice on the application of the draft GPO to the APVMA, how it will be implemented and how risks will be
mitigated. The APVMA CEQ responded on 18 November 2016, providing a copy of the Relocation Strategy, which
was subsequently made public (at Attachment B).
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3 THE PLAN FOR RELOCATION

31 Context and assumptions

Previous staff surveys (conducted in 2015 and 2016) indicated a limited number of existing staff were willing to
relocate to Ammidale, with less than 10 regulatory scientists indicating a willingness to move. While the exact
numbers of existing staff intending to move to Armidale is unknown at this time, even if there is a 5|gn|ﬁcant
increase in numbers from these surveys, there will be capability gaps across the organisation, pamcularly in
regard to regulatory scientists. Therefore, it is not feasible to recreate what exists in Canberra in Armidale — new
approaches to the APVMA's business must be found.

The Department for Agriculture and Water Resources (DAWR) engaged consultants Emst & Young (EY) to assess
the economic costs and benefits of relocating the APVMA from Canberra to Armidale, to examine the risks of
relocation and effective strategies or plans that could address the identified risks and to analyse the economic
impacts on Canberra and Armidale. EY identiﬁed the following risks:

» the APVMA may be unable to relocate, or recruit and replace, key APVMA executive, management and
~ technical assessment staff

» during the transition and in the _short-ferm, the APVMA may not be able to sustain its rate of effort for ‘
registration of new agricultural and veterinary chemical products

* the APVMA may be unable to maintain and grow its capability in the medium-term

» the APYMA may have reduced access to agvet chemical stakeholders.

EY suggested a number of mitigation strategies, including short and medium term phased transition to Armidale,
development of a new business model, regulatory scientist training program, relocation/incentive packages,
outsourcing technical assessment work and technological solutions to assist collaboration and engagement.

The APVMA considered phasing the transition by moving teams prior to the full relocation. On balance, this
approach was not pursued as the current IT system would not support a split operation and the time and resources
it would-take to set up a secure and fully functional interim office in Armidale would detract from the effort needed
to develop the permanent accommodation solution, The logistics and support needed to run the Canberra office
and an Armidale office while building a new facility was assessed as being too much of a burden on a small
agency and detrimental in the longer runto a smooth transition to Armidale.

- The other strategies suggested by EY have been picked up in the planning for the relocation to Armidale.

In terrns of long term accommodation in Armidale, an exercise by DAWR in 2016 found that there were no suitable
pre-existing buildings in Armidale and that a new facility would need to be built,

The APVMA holds a large amount of confidential commercial and other highly sensitive information. The security
and protection of this information is of paramount importance to the companies who register products and to all
staff in the agency. Throughout the process of relocation, a major focus will be on ensuring electronic and physical
security of information on agvet chemicals.
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3.3 Relocation activities
There are nine broad cétegon‘es of work underpinning the relocation of the APVMA to Armidale:

1. Developing the business model for how the APVMA will operate in Armidalé.

2. Designing and implementing a digital strategy to underpin the new business model, including developing a
_ remote working framework and capability.

3. Establishing apprOpn'aie arrangements for property in Armidale and managing the Canberra facility.

4. Developing people strategies for current business needs, the future Armidale workforce, the transition team,
retention and relocation, and the health and wellbeing of staff and their families.

5. Developing a knowledge management framework to ensure the knowledge and experience of staff leaving
the agency can be captured, new starters can be trained more quickly and appropriate information systems
designed to underpin the future operation of the APVMA.

6. Communication and engagement to ensure APVMA staff are fully informed of progress and available
options and for stakeholders to be aware and involved in key elements of the relocation.

7. Governance and risk management to ensure the overall projects are managed appropriately and potential
risks are identified early and appropriate mitigation strategies put in place.

8. Detailed planning and logistics for an efficient relocation.

9. Finance and reporting to underpin accountability for the expenditure and effort assigned to the relocation.
All of these activities are linked by a proactive approach to change management.

The progress made in the three months since the GPO was issued is covered in the next section.

34 Indicative timeframes
There are five phases planned for the relocation:

* Phase 1: Planning (until end June 2017) - focusing on developing the Armidale business model, the digital
strategy and the approach for long term accommodation in Amidale. A transition office wntl be opened in
Ammidale.

» Phase 2: Preparation for relocation {July 2017 to March 2019) — involving the construction of the Ammidale
 facility, digital build and testing, scheduling for the physical removal and finalisation of staff intentions and
Ammidate workforce strategy.

+ Phase 3: Final systems testing and site preparation (April 2019 to June 2019) — with final testing of IT
systems for use on site and remote set up of Armidale office.

* Phase 4: Relocation (from July 2019} — transfer of staff to Armidale and remote working arrangements or
assist staff with redeployment or redundancy.

e Phase 5: Windup of Canberra Office (from July 2019) — implementation of strategy for accommodation until
end of lease period and make good of Canberra building. '

These timings are indicative only and will change once more detail is available about the construction of new ofﬁce
accommodation in Armidale,
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¢ Developing an ‘end to end' and interconnected business process operating from one platform, with
interconnected business portals and automated touch points and minimal data entry.

The concept provides opportunities to improve efficiency for industry and the APVMA and will reduce the
administrative burden on clients and staff in the fong run. It will be a significant IT build and, as such, the APVYMA.
. is working to ensure that the design of the integrated system and the underlying business processes is well
planned.

The APVMA is in the process of engaging a digital partner to prepare a detailed proposal with costings to build and
implement a new system for consideration by government this financial year.

The other component of the digital strategy is the design of the remote working framework. Remote working is
more than technology — it needs to ensure people working remotely are connected with the workplace and each
other, they have appropriate support, training and development, and appropriate mechanisms are in place to
manage and monitor workload and performance. There is also a range of work health and safety and secuﬁty
matters that must be worked through.

Preliminary work is underway as part of the business model consultancy in terms of looking at how other agencies
manage remote working amrangements. The draft remote working framework is currently scheduled for completion
at the end of June 2017.

4.3 Property

There are three components to property relating to the relocation: the permanent building in Armidale, a small
transition office in Armidale and the Canberra office.

Armidale - permanent building

The APVMA will require accommodation to be built in Armidale to house the agency. The overall timing of the
relocation will be dependent upon the schedule for completing the building -

The intention is to enter a lease arangement with a private developer. The APVMA received a briefing on

21 December 2016 from the property consultants involved with the expression of interest run by the DAWR fo test

the Armidale market. A specialist senior executive commenced with the APVMA on 6 March 2017 to manage the
- procurement process relating to the permanent building.

Armidale - transition office

The APVMA is currently assessing office space in Armidale to open a small transition office to house the CEOQ,
chief operating officer, chief scientist and other members of the executive when they are in Armidale, members of
the transition team, community liaison and a small locally recruited administration team to undertake APVMA
functions that do not require full secunity access to online systems or access to physical files. The aim is to have
this office operational in March 2017.

Canberra - current office

The lease on the Canberra office ends in October 2020. Management of ongoing maintenance of the building is
required and pianning for the exit of the premises will be undertaken over the next 12 months,
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4.4 People strategies

There are a number of strategies in place and being developed which are critical to support both the continued
operation in Canberra during the transition and the relocation of the agency.

Workfbrce planning - Armidale

A specialist HR company, Bull & Bear, has been engaged to assist the APVMA with workforce issues throughout
the transition and to lead the workforce planning for the future business model. The workforce planning component
will commence once the business model is finalised, including the design of a graduate program to support the
future scientific capacity of the agency. The APVMA has joined the DAWR 2018 graduate program to begin the
process of bringing in new graduates from next year. A workforce plan, coupled with a recruitment strategy, will be
developed to deliver on the agreed business model for Ammidale,

Key assumptions that underpin the antfcipated workforce profile for operating from Armidale include:

* Staff willing to relocate to Armidale — Previous staff surveys suggest only 10-15 per cent of current staff
may consider relocating to Armidale. Nevertheless, every effort will be made to encourage staff to move with
the agency to ensure there is a critical mass of experienced people in Armidale.

 Digital solution — The APVMA can establish a digital solution that will support a large proportion of regulatory

scientists working remotely from anywhere in Australia, working collaboratively and seamlessly connected to
the Armidale office.

* Remote working arrangements — The APVMA is able to manage the human resource implications including

work health and safety, performance management, IT security and physical security of the remote working
arrangements.

* Local recruitment — The APVMA is able to source suitably skilled people (particularly in the case
management, administration and corporate areas) from the Armidale region or attract new staff to Armidale.

¢ Use of contractors and outsourced arrangements — the APVMA is able to secure services from
appropnate sources to fill capability gaps.

Workforce strategies - Canberra

The APVMA is experiencing higher than expected staff departures. While the preference is for current staff to
remain with the APVMA and transition to Armidale, the APVMA acknowledges that a number of staff will choose to
leave prior to the relocation. The APVMA also acknowledges that potential employees may be willing to work for
the APVMA while in Canberra, but will not want to move to Armidale. Similarly, there are a number of new recruits
who have signalled their willingness to move to Armidale. Therefore, the APVMA has taken a multi-layered
approach to attracting potential staff through offering ongoing positions and a range of non-ongoing positions of
various terms to suit the needs of the individual.

The APVMA conducted a general recruitment round in late 2016 which attracted over 200 applications. The
APVMA is using this pool to select people to fill the multiple vacancies across the agency. Further general

recruitment rounds and targeted regulatory science processes are planned and are expected to be a regular
occurrence over the next few years.
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The APVMA is also exploring options to use specialist employment agencies, different scientific networks and links
to other regulators, both in Australia and internationally, to attract staff and fill vacancies. Contractors and
consultants are also being used where possible and appropriate.

Health and wellbeing

Itis a challenging time for staff and their families as they make decisions about their future. The pressures on staff
resulting from staff departures is also significant. The APVMA places a high importance -on looking after the health
and wellbeing of staff. Change management consultants, Bull & Bear, are regularly on site and monitdring the
situation. Twenty-four hour employee assistance arrangements are in place. The APYMA leadership team also
proactively addresses issues that may impact on the health and wellbeing of staff and promotes a range of social
and health-related activities to support staff.

Retention policy

5
Given that a relatively small proportion of current staff is expected to move to Armidale, an attractive retention
package will be provided to retain as many staff as possible until the Canberra office closes to ensure business
continuity, contrlbutlon to the design and implementation of the revised business model and digital strategy,
training of new recruits and ensuring appropriate knowledge transfer is undertaken. The draft retention policy
provided to staff in December 2016 included a retention bonus, professional development, career management
assistance and a range of other workplace support. This policy closed for staff consultation at the end of February
2017. Comments are being worked through and finalised with staff, - :

‘Relocation policy

The draft relocation policy for people permanently transferring to Armidale has been provided to staff for
consultation, Key components of the draft policy include relocation assistance, salary bonuses and return flights to
Canberra for one year. This policy closed for staff consultation at the end of February 2017, Comments are belng
worked through and finalised with staff.

Transition team

The relocation will be led by the Chief Operating Officer (COO), who is overseeing all corporate and relocation
related services to ensure the relocation happens with as minimal disruption as possible to services to support
business as usual. Following approval by the Public Service Commissioneri in December 2016, two new senior
positions have been recruited to support the COO:

» Relocation Operations Manager — responsible for the overall planning, scheduling and delivery of the
logistics of the relocation (including property related matters), as well as ensuring appropriate risk
management, procurement governance, record keeping and staff liaison arrangements are in place.

+ Digital Strategy Executlve Director — responsible for ensuring the digital strategy is deS|gned and delivered
to underpin the Armidale business model, including overseeing linkages to ‘business as usual systems and
the new digital strategy as well as the transition from the existing system to the new system.

The Relocation Operations Manager commenced on 6 March 2017 and the Digital Strategy Executive Director
commenced on 23 February 2017. These leaders are in the process of forming their teams. A range of
contractors and consultants will be engaged for specialist tasks.



17

4.5 Knowledge management

Knowledge management is a high priority, given the numbers of pecple leaving the agency and the need to bring
on new (inexperienced) staff quickly. Bull & Bear has begun work on capturing the key elements of information and
knowledge needed for the various job families within the APVMA and is in the process of designing a framework to
ensure knowledge is captured and conveyed during the transition and appropriate strategies are in place to
manage information under the new Armidale business model.

4.6 Communication and engagement

A communication strategy is being implemented to support staff and stakeholders during the transition as well as
manage associated media and issues. Seftons Communications has been engaged to manage the
communications surrounding the relocation.

The focus to date has been on providing information to staff and handling media following the November 2016
announcement. A program for communicating to stakeholders'began in January 2017, as well as a program to
provide information about the Armidale region to staff. Senior APVMA staff members visited Ammidale on

14 December 2016 to meet with a range of local stakeholders, including the Armidale Regional Council and the
University of New England. Regular visits to Armidale are planned to ensure the integration of the APVMA into the
local community is a positive experience for all parties. '

APVMA staff are actively involved In the design of the Amrmidale business model and in other elements of the
relocation. Stakeholders will be engaged in various activities relating to the relocation, primarily through the
APVMA Relocation Advisory Committee (ARAC).

The APVMA Relocation Advisory Committee

ARAC was established by the APYMA CEQ to provide strategic advice on major aspects of the relocation and the
transition of the APVMA from Canberra to Armidale. ARAC is made up of representatives from the APVMA, peak
industry bodies as well as Amidale Regional Council, University of New England and the Department of
Agriculture and Water Resources. '

ARAC is not a decision making body and does not have any direct say on the day-to-day management of the
relocation project or the allocation of resources. The purpose of ARAC is to:

»  assist with the design of the business model for the APVMA operating out of Ammidale

« provide input to the design and delivery of the digital strategy to underpin the Armidale business mode!

¢ identify strategic risks and advice on mitigation strategies related to the relocation of the APVMA,

+ identify relocation related stakeholder issues and advice on engagement and communication activities and
issues management (as appropriate}

+ provide high level oversight of the progress against key milestones

+ consider other relevant issues referred to ARAC by the APVMA CEO.

The ARAC Terms of Reference are at Attachment C
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4.7 Governance and risk management

The development and transition to a new business model for the APVMA operating out of Armidale is a complex
task. Identifying risks and mitigation strategies is a critical part of the planning phase. The APVMA Executive and

"ARAC will be the primary forums for continual analysis and updating of the risk framework, with a specialist risk

management position to be established as part of the transition team. The APVMA Audit and Risk Committee will
also play a critical function in ensuring appropriate frameworks are in place to identify and manage risk.

The key strategic risks impacting on the APVMA that relate to current operations from Canberra and the transition
to Armidale have been identified as risks to:

» delivery of legislative obligations and completion of the relocation in a timely manner

* potential for making inappropniate decisions that result in significant harm; loss or liability

¢ maintenance of organiSationél éapability and staff wellbeing

"o relationships with stakehaolders

+ digital and systems capability

« financial sustainability,

There is a high risk of impacts on business continulty throughout the transition period from anticipated staff
departures (particularly the possibility of Iosihg highly skilled and experienced staff), the lengthy time it takes to
train new starters, and the re-tasking of existing staff to support critical work underpinning the transition. The
impact on the quality and timeliness of decision making will be carefully monitored and managed. The APVMA has
also begun work on a fast track basic training program for regulatory scientists commencing with the agency.

The ability of the APVMA to meet legislated timeframes will be affected during the transition to Armidale. The
APVMA continues to look at ways to improve the efficiency of business systems and other measures to reduce the
burden on staff in perforrhing their duties. The APVMA also recognises the potential uncertainty for applicants in
knowing when their applications will be finalised. Work is underway on mechanisms to more easily provide
applicants with expected completion dates, including ways to communicate any uncertainty around timeframes.

4.8  Planning and logistics

Detailed planning for the logistics of the move will commence shortly, given the recent engagement of a Relocation
Operations Manager. The overall timeframes will be driven by timeframes associated with the building of office
accommodation in Armidale.

4.9 Finance and reporting

A budget of $25.6 million has been provided by government to support the relocation. Additional funding for the
digital strategy will be determined by government in coming months. The detailed budget is currently being
developed now that the Relocation Operations Manager and the Digital Strategy Executive Director has
commenced. ' '
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International assessments

The APVMA has developed guidance for industry on acceptéd intermnational data, standards and assessments
including OECD guidelines, assessments and standards by OECD members and agencies. A technical policy
framework will be published in March 2017 following extensive consultation with industry.

The key features of this framework are:

*  Definitions of acceptable international assessments, including their potential scope and a list of organisations
whose assessment reports the APVMA will accept,

» A clear statement that the active constituent or product which is the subject of the international assessment
must be identical to the active constituent or product intended for approval or registration, respectwely, in
Australia,

» Listed criteria that the international assessment must fulfil to be acceptable to APVMA,
+ Requirements covering the submission of multiple assessments and underying data or studies

¢ Confirmation of how the APVMA will use the data provided, including a clear statement that the APVMA does
' not simply adopt the conclusions of an international assessment—each international assessment must be fit-
for-purpose and supported by studies that fulfil our regulatory (data) requirements, and

* Guidelines for the submission of an intemational assessment.

The APVMA has provided guidance to staff on how to handle international assessments and it is now up to
industry to submit international assessments in support of registration applications. Industry are being encouraged
to discuss any international assessments with the APVMA prior to submission to ensure the best use can be made
of this data and information.

Technical guidance

The APVMA has published adopted relevant international technical guidance material, including from the OECD.
Re-working of applicable APVMA data guidelines to better align with international technical guidance material
(including the incorporation of OECD Data Point Numbering into the pesticide data guidelines) and providing

greater clarity to applicants on the Austrahan-only information contained in APVYMA data guidance matenial is
required.

Contestable assessment services

The APVMA is conducting a pilot for efficacy assessments to be obtained by applicants prior to submitting an
application. The pilot commenced on 1 July 2016 utilising approved external scientific reviewers already engaged
by the APVMA and will conclude in June 2017, Companies can nominate to participate in the pllot To date, two
applications have been received by the APVMA through this pilot.
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Crop groupings

The APVMA is working with Department of Agriculture and Water Resources on a project to improve access to
chemical products for use on minor crops by streamlining registration requirements.

An official Australian crop groups list, and the individual crops which form these groups, has been finalised and
published. The next phase to be progressed is to review and update data guidelines to identify representative
crops from each group which can be used to generate acceptable data for safety, efficacy and trade criteria.

The APVMA is also about to commence a project to determine which permits are suitable for conversion to full
registration.

Enhancing user experiences

The objectives of the enhanced applicant experience suite of projects are to obtain a clear uhderstanding of what
applicants want from the APVMA, to explain more clearly how to make a registration application and navigate the
application system, and improve technical guidance material.

A Usability Review of our online services/channels is complete. Opportunities for short/medium and long term
have been identified and work is underway to implement these.

Fully modular assessment system

The APVMA is defining the conceptual framework, business requirements and legislative changes required to
support a fully modular assessment system for applications. This will enable tailoring of assessments and
regulatory treatment to individual applications. The modular system will be flexible and better able to make use of
intemational or third party assessments and crop groupings. A proposal is being agreed with the Department of
Agriculture and Water Resources for inclusion in broader reform to agvet chemical regulation. Consideraticn of the
design requirements will be included in the digitat strategy for operation of the APVMA from Armidale.

Fast-track registration

Since 29 July 2016, the APVMA has piloted a fast-track registration pathway for companies wanting to repack their
own products. As at 21 February 2017, we have received 17 applications: four are being processed; eight did not
meet the fast-track criteria and have been processed via the normal ltem 8 péthway; and five eligible applications
had their products registered in an average of 10 days. This compares to the legislative timeframe for these types
of applications of three months and is also less than the 21 -day timeframe we set ourselves for the pilot.

The pilot used IT enhancements and internal process revisions to reduce the time taken to process these
applications. This initiative was directly responsible for identifying the business change to allow upfront payment of
the full application fee, implemented on 24 November 2016.

The APVMA is continuing the fast-track registration pathway for applications that meet the same criteria set for the
pilot. Before we widen the scope for the types of applications that can use the fast-track pathway, we need to
make further enhancements that will make processing these applications less onerous. We are reviewing the

lessons leamt from the pilot to identify business processes and legislative changes that could improve the current
process.
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Standards for low risk products

' Registration standards will define the conditions under which the APVMA is satisfled in relation to a particular

group of products. Products that meet the requirements of the standard could achieve registration through the fast-
track registration system. The APVMA will need to develop guidance material for industry in developing such
standards. Monographs for low risk ingredients or classes of ingredients would again define the conditions under
which such an ingredient would be considered ‘low risk'. Consultation with dairy sanitiser and anti-fouling paint
industry members is ongoing to determine how this approach may be, useful for those products The APVMA will
then explore this option with other industry sectors where appropriate,

Notifia ble variations

~ In September 2016, the APVMA expanded the list of nofiftable variations — minor changes that are accepted by

notification, rather than an application — as an outcome of the lower regulatory approaches to registration project.
Five new items were added to the list of notifiable variations which allow companies to make minor changes to
active constituents, products and labels through a simpler and faster process of notification. The APVMA will
continue to look for other application types that may be suitable to be a notifiable variation.









