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Introduction

APHANZ represents over 80 global and
New Zealand companies, who research,
develop, manufacture, distribute, and

sell innovative animal health and crop
protection products (biology, chemistry
and wider technological innovation).
These underpin healthy animals

and crops, and support improved
environmental, biosecurity and
conservation outcomes.

Our members welcome the Ministry
for Regulation review because they
see that the growth of New Zealand'’s
primary sector and investment in this
country’'s innovation is hampered by
delays in approving new animal and
plant health products. This briefing
summarises APHANZ points to the
review based on member feedback.
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Value of Innovation to NZ

SYSTEM PINCH POINTS CROP PROTECTION VALUE 11.4bn ANIMAL HEALTH VALUE @ 12.68bn

‘%ﬁan‘mvn

LEGISLATION DESIGN & USE

FIELD CROPS FORESTRY PASTURE ~ HORTICULTURE VEGETABLES DAIRY Sal=E 2 B LR, ok
REGULATORY STRUCTURE $7.68 billion $3.22 billion $0.8 billion $0.089 billion
52% of 7-27% of 5-20% of 75% of 88% of | : o i
GOVERNANCE & LEADERSHIP $21bn $5.5bn $171on $5bn $1.4bn oot e S s

CAPACITY/ CAPABILITY

L CE APHANZ SOLUTIONS

INVESTMENT TO ACVM/EPA
TOOLS & RESOURCE FOCUS (GLOBAL & NZ) *

CATS AND DOGS
$256m REVENUE
SERVICE ANIMALS
$3.22m REVENUE

PRODUCT REGISTRATION PROCESS

OUTCOMES FOR INVESTMENT

REPORTING

PRE-APPROVAL | APPROVAL | POST-APPROVAL

CHANGE | MONITOR | CHECK

WORKSAFE/ pEaily Adverse Audis/quality

OTHER rggéslf;?]téc;r;s events assurance

ASSESSMENT
Ful

independent ACVM EPA
assessment

APHANZ MEMBER INNOVATION . Biologicals > il 18 * vaccines

Seed treatments
Biosecurity & pest
management treatments

Animal medicines

THAT WILL HELP NZ GROW *  Biopesticides

Biobactericides Novel chemistry



0) St

&) héaitn

2: New innovative options that will help NZ grow

The innovations that our members want approved include:

« Biologicals living organisms or naturally
occurring substances to control pest
populations, including natural predators,
parasites, pathogens, or competitors. An
example is a new-to-NZ bioinsecticide for
the control of diamondback moth, a pest
in brassica crops. Australia has access to
biological alternatives for fall army worm.

. Softer chemistry updated agrichemicals
that offer a more natural (although not
necessarily “organic”) alternative to
suppress pests and improve crop yield,
reducing dependence on broad-spectrum
pesticides and insecticides. An example is
flupyradifurone to control pests like aphids
and whiteflies that damage crops. US, EU
and Australian trading partners have had
access to this active for many years.

« Inhibitors used with fertilisers to slow
nitrogen conversion in soil and nitrous
oxide emissions, and oral boluses and other
solutions to reduce methane emissions.
With just 5 years left to achieve 2030 climate
targets, many trading partners are already
using these.

Pest management solutions like
norbormide, a highly selective, target
specific rat toxin which will be game-
changing in protecting our precious
biodiversity, and softer pest management
chemistry for use including in organic
certified produce.

Biosecurity solutions like dinotefuran

to control brown marmorated stink bug
and alternatives including biologicals for
control of Fall army worm (in use in other
jurisdictions like Australia).

Preventative medicines like vaccines

that strengthen animal health and reduce
reliance on antibiotics. Vaccines under
research will act as our frontline toolkit for
emerging diseases like high pathogenicity
avian influenza (HPAI) to protect our native
taonga - kakapod, takahé, taturuatu/shore
plover and kaki/black stilt.
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What APHANZ members want to see from the review

APHANZ members support the need for
innovative products approved for use in New
Zealand to be rigorously tested, through a
trusted process and right touch regulation
that balances our resourcing practicalities
as a small country. The regulators - the
Environmental Protection Authority,

the Ministry for Primary Industries and
sometimes WorkSafe NZ - have a critical
role to play. They need the most up to date
science, risk approaches, resource and tools
for the job.

Our members believe that managing risk (e.g.
environmental, trade) is just good governance
and business common sense. What they are
asking for is a balanced risk mindset and
decision making.

They also seek transparency how industry
funding is being used, outcomes delivered for
that and regulator strategies to be smarter
not just bigger. Strategic alignment and
resource focus are as important as resourcing.

Clear objectives and a business-like approach
are critical for New Zealand to grow.

Our members believe it is important to
consider the following:

1. What cost benefit analysis is done to inform
strategic resource prioritsation?

2. How are outcomes and delays reported
against investment, and held accountable
across both systems?

3. What is the current extent of delays in both
regulators, notably the backlog highlighted
by the Sapere report. How long will it take to
clear those?

4. How can we work together to understand
priorites, resource focus, when and how
these delays arise?

5. When can regulators meet with members
to progress industry led solutions proposed
by our members? (e.g. Strategic leadership
forum, Group Standard for Trial products,
Self Assessable changes).
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Issues identified by APHANZ members

Backlog and delays Right touch regulation

There is a significant backlog of applications for For example:

APHANZ members are committed to
solutions, with a range of these brought
forward in 2023/24 to address priorities
including:

Strategic leadership forum
(with terms of reference) to strengthen

alignment and address the backlog.

Group Standard for Trial Products

e.g. lower risk trials run to international
standards, and away from
environmentally sensitive areas.

ACVM self-assessable changes

for minor changes that align with
international practices for well
established products and processes.

Other options to harmonise e.g. rule of
two for companion animals and label
harmonisation where appropriate.

approval. As at June 2024, the EPA reported 121
release applications in the queue (EPA quarterly
report). A 2023 Sapere report estimated 2-4 years
to clear the queue, assuming no new applications
and an additional 12-18 months assessment.
(Sapere report).

It is unclear how resources are prioritised across
product approvals, reassessments and trial
approvals (containment and release). Members
do not understand why EPA are reassessing
chemicals like synthetic pyrethroids ahead of
approving new softer chemicals that reduce/
replace their use.

Members also report ACVM delays.

Members feel the current approval path has a
fragmented framework with legislative gaps,
and inconsistently applied regulatory practices.
Members have not observed frameworks across
the two systems to support strategic alignment
or performance reporting/accountability.

Enhance use of right touch regulation
measures to free up the backlog e.g. approval
of Group Standard for Trial products and self-
assessable changes

Enhance international alignment

Acknowledge wider risk management
frameworks and practices

Clear rules, roles, responsibilities

For example:

Clarify roles between regulators, government
and industry and end users

Regulators focused on “core”, delivering the
basics well for product approvals

Progress APHANZ's proposal for a strategic
leadership forum to strengthen alignment and
a strategy to address the backlog

Clear legislation, guidance and data protection
provisions on requirements, the approval
process and timeframe reporting requirements
that ensures transparency and an equal

playing field


https://www.epa.govt.nz/assets/RecordsAPI/Quarterly-performance-report-to-the-Minister-1-April-to-30-June-2024.pdf
https://www.epa.govt.nz/assets/RecordsAPI/Quarterly-performance-report-to-the-Minister-1-April-to-30-June-2024.pdf
https://www.epa.govt.nz/assets/RecordsAPI/Briefing-to-the-Incoming-Minister-for-the-Environment-December-2023-The-EPAs-role-and-performance-in-assessing-hazardous-substances.pdf
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Issues identified by APHANZ members

Interpretation and risk assessment

To quote one applicant “the regulatory authorities

no longer appear to exercise the precautionary
principle as it was initially intended, instead

they have become overtly risk averse and New
Zealand's agricultural entrepreneurship is being
severely curtailed and is now falling behind other
OECD countries.”

Members feel the current system is heavily
weighted to some risks and not others, misses
opportunity for balance and considering existing
risk management practices and legislative
provisions.

Strong and early engagement with industry
enables understanding of industry systems,
builds trust and valuable science expertise to
inform risk context and decision making.

Members want to support regulators with
solutions and expertise (industry systems,
science, risk and business knowledge), but feel
opportunities have been missed for meaningful
engagement and incorporating their input.

Alongside ESG responsibilities, our members also
have commmercial responsibilities to ensure their
investment can be clearly linked to outcomes.

Members support adequate resource but say
that more industry funding has not moved the
dial to date (e.g. ACVM funding doubled in the
last 5 years). Members also wish to understand
the product approvals outcomes delivered from
signifciant industry funding into wider projects
e.g. complex information technology systems.

Balanced risk mindset
For example:

Establish an independent strategic risk
advisory group to support a risk reset

A strategy to support assessors and access to
the latest science, risk models and tools

Acknowledge security and supply risks for
New Zealand

For example:

- Legislation, regulatory practices and models
accommodate the realities of New Zealand'’s
size in the market, national security, trade
dependency, and supply risks.

An approvals framework that incentivises local
research, access to vital innovation and niche
products for New Zealand.

Transparency, performance reporting and
return on investment and outcomes for
investment

For example:

Address legislative gaps and strengthen
provisions and expectations on principles,
timeframes and performance reporting

A clear performance reporting framework on
how sector funding is used and outcomes
delivered for that

- Consider the role of industry and independent
expertise (risk, communications) in informing
governance oversight and decision making



