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Dear Minister Seymour,

Further to earlier correspondence, our coalition wanted to get back in contact regarding the announcement on
the 21st February confirming the highly anticipated and well received “Comprehensive” review of the
Industrial Hemp Regulations 2006 this year, as per the following Media releases on this same date;

In trial hemp r lations t review Ministry for R lation

Industrial hemp regulations to be reviewed | Beehive.govt.nz

As advised prior, since this Regulatory review announcement on the 21st February we have been in direct
contact with Tim McGiven (cced above), with the intention of sharing our industry expertise and experience in
the coming weeks and months to support the best possible outcomes from this Regulatory review.

Whilst industry celebrated the original review announcement milestone as per the above media releases,
following these further communications with Tim and the team at the Ministry of Regulation, these
celebrations have been short lived. We refer to the attached briefing document and the below
correspondence, confirming that this review will be limited to secondary legislation to remove or reduce
licencing requirements, which while still recognising the Regulatory challenges facing the New Zealand iHemp
Industry, is limiting and certainly falls well short of rejuvenating the industry and the “economic growth” that
you highlighted in these earlier Media communications.

This is a further disappointment for our coalition after waiting 15 months for a cross-government response to
our Hemp Industry Strategic Proposal for Regulatory Change document, that never arrived, and in short the
news of “Approach 1” is a handbrake on the significant progress we thought had been made in 2025 with the
“Comprehensive review” that was announced in February.

We would like to again highlight the original 5 Objectives of our Hemp Industry Strategic Proposal for
Regulatory Change (as attached), which are accounted for in the briefing document and remain relevant as
follows;

1. Ease regulatory burdens on iHemp growers and processors.

2. Open commercial and regulatory pathways for the domestic supply of New Zealand iHemp products for
animal nutrition.

3. Open commercial and regulatory pathways for New Zealand iHemp derived Cannabinoids, by allowing
the supply of iHemp derived Biomass (Leaves and Flowers) produced under an Industrial Hemp Licence
to a Medicinal Cannabis Licence holder.

4. Open commercial and regulatory pathways for New Zealand iHemp derived Biomass (Leaves and
Flowers) to be processed into non-psychoactive cannabinoid, terpene and flavonoid iHemp products
and to be sold as a dietary supplement/ natural health product.

5. Integrate iHemp as a carbon sequestration offset of farming emissions within the He Waka Eke Noa

framework.
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Ministry for Regulation

Te Manatu Waeture

9 April 2025

Richard Barge
richard@beok.co.nz

Official information request
Our ref: RO0855

Téna koe Richard

Thank you for your Official Information Act 1982 (OIA) request received on 12 March 2025.
You requested:

We would also be grateful for copies of the documentation offered to Ministers ahead
of the decision to undertake a review of iHemp regulation; in particular the briefing
paper to, and details of the directions given by, the Minister. This is not for
publication, rather for reference. We ask in good faith - aiming to avoid using the OIA
process as we appreciate how clumsy and time consuming the OIA can be for officials.

Information released
We have identified the below document in scope of your request. Some information has
been withheld under section9(2)(a) of the OIA to protect the privacy of natural persons.

Date Reference Title Decision

23/01/2025 MFR2025-001 | Advice on progressing changes to industrial Released
hemp regulation

See the attached Appendix A for the requested information. We would also like to draw
your attention to several contextual points for when you review the briefing:

e We can confirm that after considering the Ministry’s advice, the Minister agreed in
principle to Approach 1, to use secondary legislation to remove or reduce licencing
requirements on the industrial hemp sector.

e Thetimeline set outin Table 1is no longer applicable due to the Ministry needing
to reprioritise resourcing in February and March (we will be in touch with further
details on updated timeframes and contact points).

Page 1 0of 2





e The request for priority on the 2025 Legislation Programme was not submitted as
this was only required for Approaches 2 or 3.

Right of review
If you wish to discuss this decision with us, please contact hello@regulation.govt.nz.

You have the right to seek an investigation and review by the Ombudsman of this decision.
Information about how to make a complaint is available at
www.ombudsman.parliament.nz or freephone 0800 802 602.

Please note that we may publish this response (with your details removed) on the Ministry
for Regulation website.

Nga mihi

Rppomd

Aisling Risdon
Head of Ministerial Services
Ministry for Regulation
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To Hon David Seymour, Minister for Regulation

Title Advice on progressing changes to industrial | Nymber MFR2025-001
hemp regulation

Date 23 January 2025 Priority: Medium

Action Sought | For decision Due Date 27 January 2025

Copy to Hon Simeon Brown, Minister of Health

Hon Mark Mitchell, Minister of Police
Hon Todd McLay, Minister of Agriculture
Hon Andrew Hoggard, Minister for Food Safety

Hon Nicola Grigg, Associate Minister of Agriculture (Horticulture)

Contact Person | Andrew Royle Phone s 9(2)(a)

Attachments N/A Security Level | IN CONFIDENCE

The Ministry of Health, the Ministry for Primary Industries and New Zealand Police have
Consultation been consulted on this paper. MfR officials have engaged with the New Zealand Hemp
Industries Association to understand their priorities for regulatory change.

Executive Summary

1. The Ministry for Regulation (MfR) has been investigating concerns from the industrial
hemp sector that it is subject to unnecessary regulation. In response to MfR advice you
have agreed to progress a Cabinet paper in your own right as Minister for Regulation
(MFR2024-159 refers).

2. Following further engagement with the sector and relevant agencies, officials have
identified three approaches for deregulating or reducing regulatory requirements on the
industrial hemp sector. Targeted changes to secondary legislation to permit cultivation
and dealings with industrial hemp without a licence could be completed within months
through the regulation making powers within the Misuse of Drugs Act 1975. However, this
approach would not address the wider regulatory changes the hemp sector is advocating
for, which span licencing, interactions with other regulatory systems, and changing
regulatory practice.

3. Subject to consultation with the new Minister of Health, we recommend that you agree to
add industrial hemp to the Ministry’s review programme which would enable officials to
fully assess the sector’s proposals and obtain input from wider stakeholders. Depending
on your prioritisation within the programme, we consider this would be a small to medium
review that we could complete within 2025.

IN CONFIDENCE
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Recommended Action

We recommend that you:

a note that following further engagement with the sector and relevant
agencies, officials have identified two approaches for deregulating or
reducing regulatory requirements on the industrial hemp sector; the first ~ Noted
through changes to secondary legislation and the second a regulatory
review.

b note that the New Zealand Hemp Industries Association is supportive of a
regulatory review with a scope aligning with their 2023 Hemp Industry
Strategic Proposal for Regulatory Change which covers the licensing Noted
regime, interactions with other regulations and changes in regulatory
practice.

C note Ministry for Primary Industries (MPI) advice that interactions with
the Agricultural Compounds and Veterinary Medicines Act 1997 (ACVM)
and changing the regulator to MPI should be out of scope of a review, due
to potential impacts on international trade. We consider that issue can Noted
be resolved when determining the scope of the review with Cabinet, and
there would still be value in proceeding with a review even if ACVM were
out of scope.

d agree in principle, subject to consultation with the new Minister of
Health, to:

i.  Approach 1, use secondary legislation to remove or reduce Agree /Disagree
licencing requirements on the industrial hemp sector (with no
future regulatory review)

or

ii.  Approach 2, add industrial hemp to the review programme and
take a paper to Cabinet seeking agreement to commence an Agree / Disagree
Industrial Hemp Regulatory Review (recommended by officials)

or

iii.  Approach 3, make changes through secondary legislation and
add industrial hemp to the review programme (i.e. a mixture of
Approaches 1 and 2).

Agree /Disagree

e note that officials will soon be providing you with advice on the
regulatory review programme, and that if you agree to a review, timelines  pted
for an Industrial Hemp regulatory review would be assessed by its priority
within the wider programme.

f agree thatin line with our recommended approach the associated Agree / Disagree
legislative bid should be a category 5 to proceed to Select Committee by

IN CONFIDENCE
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the end of 2025 to allow time for a regulatory review and subsequent
Cabinet decisions.

g agree to reconfirm the arrangements for this work with the new Minister
of Health.

Agree / Disagree
h  agree to forward this briefing to relevant Ministers. Agree /Disagree
Proactive Release Recommendations

i agree that the Ministry for Regulation release this briefing subject to

appropriate redactions once it has been considered by you and the Agree/Disagree
associated Cabinet paper considered by Cabinet.

s 9(2)(a)

Andrew Royle

Deputy Chief Executive, Policy
Ministry for Regulation

Date: 23/01/2025

Hon David Seymour
Minister for Regulation
Date:

IN CONFIDENCE
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Purpose of Report

4, This paper provides advice on approaches to deregulating or reducing regulatory requirements on
the industrial hemp sector and progressing with legislative change if required.

Context

5. The Ministry for Regulation (MfR) has been investigating concerns from the industrial hemp sector
that it is subject to unnecessary regulation. In response to MfR advice you have agreed to progress
a Cabinet paper in your own right as Minister for Regulation (MFR2024-159 refers).

6. We understand that your objective is to deregulate the hemp sector by removing industrial hemp
from the Misuse of Drugs Act 1975 (MODA) reflecting that hemp has very low levels of
tetrahydrocannabinol (THC), the cannabinoid that produces a psychoactive effect, and therefore
shouldn’t sit within the MODA regulatory framework.

7. Since first briefing you on this topic, officials have engaged with relevant agencies including the
Ministry of Health (MoH), which administers MODA* and its regulations, Medsafe, the current
regulator, the Ministry for Primary Industries (MPI), and the New Zealand Police. We have also held
further discussions with the New Zealand Hemp Industries Association (NZHIA) on its ‘Hemp
Industry Strategic Proposal for Regulatory Change’ to better understand the range of regulatory
changes they are seeking.

8. NZHIA have been advocating for a cross-government response to their 2023 proposals which they
presented to the Primary Production Select Committee in late 2024. MPI was previously leading
coordination of this work alongside MoH but has stopped due to resourcing constraints.

Progressing this work

9. Our initial analysis has identified three approaches for progressing this work involving reducing or
removing the requirements for a licence through Order in Council, a regulatory review or a
combination of the two.

Approach 1: Changes through secondary legislation
MODA’s regulation making powers could be used to reduce or remove requirements

10. Industrial hemp is currently classified as a prohibited plant and class C controlled drug under
MODA as both hemp and recreational cannabis come from the cannabis sativa plant species.
However, MODA’s regulation making powers can be used to permit dealings with controlled drugs
and the cultivation of prohibited plants?.

11. The current Misuse of Drugs (Industrial Hemp) Regulations 2006 (the Hemp Regulations) are made
under this same regulation making power. These could have been used to permit hemp cultivation
without a licence, but decision makers at the time chose to use regulations to manage the
perceived risk of hemp being used as a ‘backdoor’ for the illegal growing of high THC varieties of

! The Ministry administers Part 2 of MODA which covers provisions relating to detection, enforcement, and sentencing.
2 See Section 37(1)(d) of MODA
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cannabis through a variety of regulatory tools such as licencing, testing powers, information
keeping and notification requirements.

There is likely minimal non-compliance within the current system

12. Medsafe has provided MfR with information about current compliance levels, which shows that
there are only isolated instances of possible non-compliance, where over the past five years no
industrial hemp licences have had to be suspended or revoked. The New Zealand Police has
similarly confirmed that they are only aware of isolated instances of licenced industrial hemp
growers potentially cultivating illegal cannabis, though they note there are issues with accessing
and locating data on non-compliance. This likely low level of non-compliance indicates that there
is a strong case to rationalise or potentially remove the current licencing requirements to ensure
that the costs imposed are proportionate to the current levels of risk.

These changes could be implemented within months through an Order in Council

13. Should you wish to progress with this approach, officials will provide you with advice on options
for revoking or simplifying the Hemp Regulations (including an option to enable cultivation and
dealings with industrial hemp without a licence) along with a draft Cabinet paper that seeks the
policy decisions required to draft changes to the secondary legislation.

14, As this change would be implemented through Order in Council we would recommend building in
time for a consultation process prior to final policy decisions as this would be the only opportunity
for wider stakeholders to submit (noting that NZHIA does not represent the entire hemp sector).
Table 1 provides two potential timelines, the first with public consultation and the second with
targeted engagement before policy decisions, noting that timelines will depend on the capacity of
agencies to support the policy work and the Parliamentary Counsel Office to draft these changes.

There are risks with this approach and it may not meet the sector’s expectations

15. The changes NZHIA are advocating for are broader than the licencing regime and span interactions
with other regulations that the sector considers is preventing it from accessing additional markets,
which in turn constrains the profitability and attractiveness of industrial hemp compared to other
land uses. NZHIA’s broader proposals® include:

e seeking exemptions under the Agricultural Compounds and Veterinary Medicines Act 1997
(ACVM) to enable the sale of hemp as companion and production animal feed (noting that
MPI has investigated this issue in the past and has identified trade risks should CBD or THC
residues be detected in, or be perceived to be an input to, exported animal products).

e seeking changes to the Misuse of Drugs (Medicinal Cannabis) Regulations 2019 and the
Hemp Regulations to remove the constraints on the supply of industrial hemp seeds and
plants to medicinal cannabis licence holders (noting that further analysis would be
required into alignment with the minimum quality standard that must apply to all
medicinal cannabis products).

e enabling greater access to natural health and nutraceutical markets by exempting hemp
products with naturally occurring CBD levels below a certain threshold from being

3 From discussions with NZHIA and its 2023 Strategic Proposal for Regulatory Change: Hemp Industry Strategic Proposal for
Regulatory Change - New Zealand Hemp Industries Association
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classified as prescription medicines which require a licence to manufacture medicines
under the Medicines Act 1981.

16. Our view, after consulting with relevant agencies, is that these wider interactions would benefit
from a regulatory review to validate whether changes are in fact needed. This could also provide
the opportunity to test the sector’s proposals around self-regulation based on seed certification
and crop registration.

17. NZHIA also continue to express a strong preference to remove hemp from MODA, noting that
under this approach industrial hemp would still technically be both a prohibited plant and class C
controlled drug, despite regulations permitting its cultivation. The sector also suggested officials
consider whether there should be an Industrial Hemp Act in line with some other jurisdictions, and
whether its administration should pass to MPI instead of MoH.

18. Due to these factors, we consider it is likely that even with changes removing the licencing
requirements, the sector will continue to advocate for a wider regulatory review.

Table 1% Potential timelines for Approach 1

Timeline 1: With public consultation Timeline 2: With targeted

engagement

Drafting consultation material Jan-Feb 2025 NA
Cablpet commlt'Fee (commence 4 Mar 2025 (EXP) NA
public consultation)
Cabinet ((50m mence public 10 Mar 2025 NA
consultation)
Consultation period 12 Mar to 9 Apr 2025

NA

(4 weeks)

Engagement with experts During cons. period Jan - Feb 2025

Submissions analysis

10 Apr to 17 Apr 2025

NA

Cab paper consultation (agency
2 weeks, Ministerial 2 weeks)

17 Apr to 15 May 2025

25 Feb to 19 Mar 2025

Cabinet committee (final policy

amendment)

.. 20 May 2025 (EXP) 25 Mar 2025 (EXP)
decisions)
Cabinet (final policy decisions) 26 May 2025 31 Mar 2025
Drafting of secondary legislation 28 May to 4 Sep 2025 April to June 2025

(Approx. 3 months) (Approx. 3 months)

LEG committee 11 Sep 2025 26 Jun 2025
Cabinet 15 Sep 2025 30 Jun 2025
Executive council and gazettal (if
secondary legislation Sep to Oct 2025 Jul to Aug 2025

*These timeframes based on indicative committee dates and are on the basis of going to EXP committee but we can work with
your office to revisit the timeframes should we need to explore different committees.
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Approach 2: Industrial Hemp Regulatory Review (recommended by officials)
A regulatory review could generate more benefits for the sector than targeted changes
19. Aregulatory review would enable MfR, in consultation with relevant agencies, to assess:

e the marginal benefits of removing industrial hemp from MODA compared to permitting it
through regulations, as well as receiving advice from Ministry of Foreign Affairs and Trade
as to whether this would impact our obligations under International Drug Control
Conventions®.

e whether new Industrial Hemp Legislation would be needed should a regulatory framework
still be required once hemp is removed from MODA, noting this would also have to look at
the appropriate regulator.

o whether changes should be made to address interactions with other regulatory systems to
enable greater plant utilisation and to access additional markets.

e models for self-regulation proposed by the sector.

20. If you wish to add industrial hemp to the regulatory review programme, MfR will develop a terms
of reference in consultation with agencies and the sector for you to take to Cabinet. Timing would
depend on its priority within the review programme, noting that MfR officials are currently
preparing advice on options for the review programme. A significant amount of analysis has
already been undertaken by MfR and other agencies into industrial hemp which should streamline
the review process.

21. The final scope of an industrial hemp regulatory review would require consultation with relevant
Ministers. MPI has noted that it considers that interactions with ACVM and changing the regulator to
MPI should be out of scope of an Industrial Hemp Regulatory Review due to MPI’s recent
investigations into both topics which found:

e ina 2022 review that Hemp is not suitable for an exemption under ACVM due to the trade
risks to New Zealand’s $18 billion dollar livestock industry

e that shifting administration of hemp regulation to MPI would not produce sufficient
benefits to the industry and would likely result in more regulatory complexity and costs to
the industry.

22.  We consider that these issues could be addressed at the terms of reference stage of a review,
where one option would be to focus the regulatory review on the interactions with other Health
regulation such as the Medicines Act and Medicinal Cannabis Regulations, as opposed to looking
at regulations which manage risks to trade. We consider there is still added value in a review if
ACVM is ruled out of scope.

Roles and responsibilities for progressing legislation should be confirmed alongside the terms of reference

® NZHIA points out that Article 28 of Single Convention on Narcotic Drugs of 1961 as amended by the 1972 Protocol states that ‘This
Convention shall not apply to the cultivation of the cannabis plant exclusively for industrial purposes (fibre and seed) or
horticultural purposes’, however, officials would need to test the scope of this exemption. For example, Tasmania found that
excluding industrial hemp from their legislated definition of cannabis may affect compliance with this convention.
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23. The regulatory review may result in new primary legislation and/or amending MODA, as well as
changes to secondary legislation. It will be important to have established roles and responsibilities
for this at the outset of the regulatory review to ensure its findings can be promptly implemented.
We propose that this be addressed within the Cabinet paper that seeks approval of the terms of
reference, noting that agencies have raised concerns with their capacity to support this work.

Aregulatory review would enable time for wider consultation and analysis

24, Aregulatory review would provide time to undertake wider consultation. This may not appear
necessary considering the small size of the sector and the limited magnitude of the likely impacts
under the options. However, we understand that NZHIA does not have full coverage of the hemp
sector and other stakeholders beyond the sector may have an interest in hemp regulation, such as
the wider food industry, exporters, non-governmental organisations and iwi/Maori groups. Due to
the technical nature of the policy area, public consultation would also provide a useful
opportunity to identify further options, unintended consequences or impacts we are unaware of
currently.

25. On 15 January 2025 we provided your office with a draft request for priority on the 2025
Legislation Programme, should this work require primary legislation. The bid provided two
timelines, the first for a Category 5 bid to proceed to Select Committee by the end of 2025 and the
second for a Category 4 bid to be passed by the end of 2025 if possible. To provide sufficient time
for a regulatory review, we recommend that the bid be Category 5.

Approach 3: Changes through secondary legislation in advance of a regulatory review

26. A third approach could be a mixture of the previous two where targeted changes are made
through secondary legislation to reduce or remove the requirements for a licence along with a
commitment to add industrial hemp to the review programme, where the wider issues raised in
NZHIA’s strategic proposal could be addressed. This may help to mitigate some of the sector’s
concerns with Approach 1, however, there may be a risk that the changes to secondary legislation
are perceived as premature if progressed before a regulatory review is completed.

Risks

27. Approaches 2 and 3 could result in more benefits to the sector, but also carry increased risk should
the resulting regulatory review recommend removing hemp from MODA and amending the
regulations. This is largely due to complexity of amending MODA and the interactions of industrial
hemp with MODA, the Medicines Act 1981, the Agricultural Compounds and Veterinary Medicines
Act 1997 and secondary legislation under each of these Acts. If these interactions are not
adequately worked through pre-Cabinet, there is a risk that ‘fixes’ may need to be made to the
resulting primary and/or secondary legislation.

28. As noted, MPI has flagged the potential risks to trade should ACVM be within scope of a regulatory
review and our discussions with agencies have shown there are also risks in terms of capacity to
support the ongoing policy work due to other priorities within their portfolios.
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Financial Implications

29. The regulatory review may result in recommended changes that will have financial implications
for different agencies depending on the preferred option. For instance, removing or simplifying the
licencing regime may reduce costs on Medsafe to administer the current system.

Next Steps

30. Once you have consulted with the new Minister of Health and indicated your preferred approach,
we will work with your office to update the bid for the 2025 Legislation Programme and provide
you with a draft cabinet paper if required.

31. We will also work with your office on communications and engagement for this work. The Primary
Production Select Committee has invited the MoH to present to the committee on industrial hemp
regulation in February 2025. We will explore how we can support MoH in this and whether
announcements could be aligned with the hearing timeframes.

32. Due to the potential implications of this work for the Ministry of Health, New Zealand Police, and
the Ministry for Primary Industries, we recommend that you forward this briefing to the Ministers
responsible for these agencies for their information.
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Executive Summary

The global industrial Hemp (iHemp) market size is estimated to be valued

at USD 6.8 billion in 2022 and is projected to reach USD 181 billion by 2027,
recording a compound annual growth rate (CAGR) of 21.6% in terms of
value'. The global eco fibers market is estimated to be worth USD 52 billion
in 2022 and is projected to reach USD 78.3 billion by 2027, rising at a CAGR
of 8.5%2. The recent establishment of the Federation of International Hemp
Organisations (FIHO)* and a 2022 special issue report on iHemp from the
UN Conference on Trade and Development?® both signal a turning point for
the industry as the benefits of iHemp are being recognised globally and
standards are being set for the industry to enable efficient international
cooperation and trade. The New Zealand iHemp industry has an immediate
opportunity to participate in this global market growth, subject to regulatory
change critical to the success of the local industry.

The interested parties responsible for this proposal all have an involvement
with the Hemp Industry liaison Group (HILG), and a desire to work with
Government through this forum to facilitate positive outcomes for the iHemp
Industry. As a follow up to the previous HILG meeting in August 2022, these
parties have collated a set of Objectives for the wider industry, that require
Regulatory intervention to be achieved. To facilitate constructive discussions
with the respective Government agencies, supporting information across
each of these Objectives has also been prepared so that Government is

well informed on the required change, and the positive outcomes that this

iHemp Industry Strategic Proposal for Regulatory Change | 2

change will generate for the iHemp Industry, and all of Aotearoa. These
positive outcomes include the focal points of the economy, health (social,
community and physical), and the environment.

Regulatory intervention for iHemp applies to the government departments
of the Ministry of Health (MOH), the Regulatory Practice and Analysis (RPA)
branch of Medsafe, the Medicinal Cannabis Agency (MCA), the Ministry

of Primary Industries (MPI), and the regional development and economic
benefits of iHemp as highlighted are also of relevance to the Ministry of
Business, Innovation and Employment (MBIE). However, it should also be
noted that this document includes information relevant to the Ministry for
the Environment (MfE), given the repeated reference to the environmental
benefits of iHemp and its ongoing relevance as an alternate land use to
other more intensive farming sectors, as well as proposed amendments to
the New Zealand Emissions Trading Scheme (ETS). A modern, robust iHemp
economy - with reliable iHemp farming and supply chain applications - will
help to achieve Aotearoa’s environmental and carbon targets, since fast-
growing iHemp is a mighty carbon sink with a plethora of industrial uses
such as healthy homes made from hempcrete.

Due to the large range of issues to be addressed, the Strategic Proposal has
taken a short and medium term approach, which can be reviewed against
the priorities of government ministries and industry needs.
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Industry Profiles of the Interested Parties

New Zealand Hemp Industries Association N Z I—I I A

The New Zealand Hemp Industries Association Food. Fibre. Health.

(NZHIA) has over the past 25 years recognised

the remarkable potential of iHemp for Aotearoa and sought to overcome

the stigma of cannabis that has held back its potential. As a non-

profit organisation with members across all sectors including farmers,
entrepreneurs, consumers and scientific partners such as Callaghan
Innovation, the NZHIA has been leading the industry by hosting industry
events, developing tools for iHemp licence holders, educating and sharing
knowledge, and looking overseas to see what really works. The NZHIA's
slogan is “Food. Fibre. Health”, because historically those are the three pillars
of the global iHemp industry.

New Zealand

Medicinal Cannabis Council
Te Kaunihera Rautini

o Aotearoa

New Zealand Medicinal Cannabis Council

The New Zealand Medicinal Cannabis Council
(NZMCQC) is the peak body for the New Zealand medicinal cannabis sector to
coordinate and represent organisations involved in all aspects of the industry
in New Zealand. More than 20 member companies are represented by the
Council, including ancillary services such as testing labs, “cultivation only”
(biomass) suppliers, vertical (seed to sale) producers of finished products
and regulatory consultants. The Council is determined that the New Zealand
industry and its products will be built on sound science and underpinned by
industry processes and standards that ensure patients, prescribers and our
export markets have confidence in our sector and its products.

AOTEAROA
HEMP ALLIANCE

Aotearoa Hemp Alliance

The Aotearoa Hemp Alliance (AHA) was established
to enable and facilitate commercial pathways to market for low THC Hemp
derived products in New Zealand and abroad, by engagement with parallel
industry partners, regulatory bodies and government, that will support the
successful development of a regional iHemp industry in New Zealand. The
founding members of the alliance are three vertically integrated iHemp
companies located in three diverse regions of NZ - Midlands (Canterbury),
KANAPU Hemp Foods (Hawke's Bay) and Hemp Connect (Horowhenua). The
ambition of the alliance is to achieve changes to current NZ legislation for
iHemp and CBD that will open-up new and existing opportunities for growth,
enabling better farm-gate returns and an economically sustainable industry
for the regions.





Objective 1
Ease regulatory burdens
on iHemp growers and
Processors

Supported By
NZHIA _$ AOCTEAROA

Food. Fibre. Health.






Strategic Objective 1

Ease regulatory burdens on iHemp growers and processors.

Barriers

1.

Low THC iHemp is heavily regulated as a
controlled drug, relative to its low risk. This
compliance and regulatory burden is deterring
growers from producing iHemp.

Current laws and MOH licensing restrict where
iHemp can be grown and by whom, and
restrict access to some parts of the iHemp
planti.e. leaves and flowers.

The Misuse of Drugs (Industrial Hemp)
Regulations 2006 have remained unchanged
and are no longer fit for purpose relative to
global changes in iHemp legislation and wider
Cannabis legislation during this time.

The inconsistency of the Misuse of Drugs Act
(MODA) 1975 categorising “any plant of the
genus Cannabis” as a prohibited plant, while

in comparison the Misuse of Drugs (Industrial
Hemp) Regulations 2006 specifies that low
THC cultivars can be approved by the Director-
General as iHemp and only iHemp can be
made into Hemp products.

Magnitude of Change * %%

Supported By AHA M NZHIAM NZMCC
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Solutions

Short term, review government interpretation
and enable the existing regulations via examples
such as longer licensing periods (i.e. 5 years),
recognizing Seed certification and historical
compliance as a means to reduce THC
testing requirements, working with industry to
define and standardize testing methodology
for cannabinoids including acceptance of
“Not Detected”, rewarding documentation
compliance with shorter licensing turnaround
times, and improving engagement and
communication with Licence Holders.

Medium term, undertake a review of the iHemp
regulations to make legislative changes to
enable the iHemp industry to achieve full plant
utilization and access to export markets for
food, fiber and health markets.

Medium term, as part of the above review,
amend MODA to exempt all approved iHemp
cultivars and seed as defined in the Misuse of
Drugs (Industrial Hemp) Regulations 2006.

Medium term, shift iHemp administration to MPI
and change to a more efficient framework for
registering iHemp cultivation.

MOH licensing may continue for medicinal
varieties of cannabis.

Targeted Outcomes

Farm gate revenue increase to the value of
NZ$19 million by 2027 based on the local
production of an additional 2000 hectares of
iHemp (1800ha for Dual cropping, and 200ha
for Biomass production).

Licensing regimes targeted to the specified
use of a cannabis cultivar allow risk appropriate
regulatory oversight while building arable
industry (i.e. seed, grain, fibre) and horticultural
industry (i.e. leaves and flowers) confidence.

Job creation, created on farm and regionally
throughout a high value, compliance based
industry.

Environmental benefits (as introduced above in
the Executive Summary and as per Objective 5).

Support industries will benefit from the
economic activity, and logistics, marketing, legal
and analytical businesses will thrive with positive
outcomes for NZ, as we claim geographic
indicators on new products, highlighting
Aotearoa in overseas markets.
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Open commercial and regulatory pathways for the domestic supply of New Zealand iHemp products for Animal Nutrition.

Barriers

1. Current scheduling of THC as a Controlled
Drug.

2. Current scheduling of CBD as a prescription
medicine.

3. MOH/MPI ACVM interpretation of THC content
as absolute zero.

4. Perceived market access concerns, in selected
export markets.

Magnitude of Change %% %%
Supported By AHA M NZHIAM NZMCC

Solutions

Short term, update regulatory guidance
consistent with industry best practice in major
markets such as Australia and Canada, that
allows the supply of iHemp products as an
animal feed to selected companion or non-
production animals.

Medium term, amend regulatory guidance to
allow the sale of iHemp seed foods for Animal
Nutrition in New Zealand on a risk and evidence-
based assessment for both companion animals
and production animals. Examples could
include an exemption under the ACVM Act,
Section 8B, or an exemption under the ACVM
Act, Section 8C.

Medium term, provide government funding to
facilitate local industry research on the use of
iHemp seed foods and iHemp plant material as
a feed for production animals in Aotearoa, which
can be benchmarked against international
research.

Medium term, revise and align MOH/MPI ACVM
interpretation of THC content as undetectable
as opposed to absolute zero.

Medium term, using the available local and
international scientific evidence and clearly
defined testing standards, make further
improvements to the regulations that will enable
the industry to grow domestic sales in the
animal feed market.

Targeted Outcomes

iHemp market value increase in the range

of $4.75 to $5.25 million by 2025 based on
securing >1% of the NZ Cat food market
(estimated $275 million) and >1% of the NZ Dog
food market (estimated $210 million)”.

iHemp market value increase in the range of
$14.00 to $23.00 million by 2027 based on
securing >1% of the NZ production animal feed
market (Livestock and Chickens, estimated $1.9
billion)*.

Improved economic returns from iHemp co-
products will help the industry scale, as these
secondary animal feed markets have a higher
value than current uses as a soil conditioner or
compost (or in some cases incurring a cost of
disposal).

Improved Animal Health.

Utilization of co-products/waste stream
contributing to Zero waste and a circular
economy.

Job creation, as detailed within Objective 1.





Objective 3
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pathways for New Zealand iHemp
derived Cannabinoids, by allowing
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(Leaves and Flowers) produced under
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Open commercial and regulatory pathways for New Zealand iHemp derived Cannabinoids, by allowing the supply of iHemp
derived Biomass (Leaves and Flowers) produced under an Industrial Hemp Licence to a Medicinal Cannabis Licence holder.

Barriers

1.

Current MOH iHemp Licensing framework.

2. Current MCA licensing framework, which for

example only allows the supply of 50 iHemp
seeds or 20 iHemp plants to a Medicinal
Cannabis licence holder, which is not practical
in a farming sense.

Current scheduling of THC as a Controlled
Drug.

. Current scheduling of CBD as a prescription

medicine.

Magnitude of Change %% %%
Supported By AHA M NZHIAM NZMCC

Solutions

- Short term, change Medicinal Cannabis

regulations as part of MCA review, to allow the
supply of iHemp derived Biomass produced
under an Industrial Hemp Licence to a Medicinal
Cannabis Licence holder.

- Short term, change Misuse of Drugs (Industrial

Hemp) Regulations 2006 to align with the MCA
revisions.

- Medium term, allow Dual cropping under

an Industrial Hemp Licence, to permit the
production and supply of Biomass (leaves and
flower) with Fibre, or Biomass (leaves and flower)
with seed/grain.

Targeted Outcomes

- Farm gate revenue increase to the value of

NZ$19 million by 2027 based on the local
production of an additional 2000 hectares of
iHemp (1800ha for Dual cropping, and 200ha
for Biomass production)*.

- Job creation, created on farm and throughout a

high value, compliance based industry involving
high tech roles such as laboratory testing.

- Environmental benefits (as introduced above in

the Executive Summary and as per Objective 5).

- Utilization of co-products/waste stream

contributing to Zero waste and a circular
economy.

- Support industries will benefit as detailed within

Objective 1.
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Open commercial and regulatory pathways for New Zealand iHemp derived Biomass (Leaves and Flowers) to be processed into non-
psychoactive cannabinoid, terpene and flavonoid iHemp products and to be sold as a dietary supplement/natural health product.

Barriers

1.

Lack of understanding that low THC iHemp is
not a risk in and of itself, and can have positive
outcomes when used appropriately in food,
fiber and health applications.

Ignoring regulatory lessons learnt overseas and
international leads.

Naturally occurring CBD limited to 75 mg/kg i.e.
Cannabidiol must not be present in any iHemp
seed food for sale at a level greater than 75

mg/kg.

Lack of a pathway for the export of iHemp
products that are legally acceptable in selected
overseas jurisdictions.

Lack of protection from synthetic products and
cannabinoids that can have a psychotropic
effect, such as Delta 8 and HHC derived from
CBD.

Magnitude of Change %% *%
Supported By AHA M NZHIAM NZMCC

Solutions

Short term, change regulations via the current
Medicines Classification Committee (MCC)
review to allow CBD to move from a Prescription
medicine to “Pharmacist only”, as first step
toward achieving this objective.

Short term, acknowledge that whole plant
utilisation is essential for a successful iHemp
arable and horticultural industry.

Short term, interpret and/or revise regulations
to allow a pathway for the export of non-
psychoactive Cannabinoid iHemp products to
selected overseas jurisdictions where the legal
sale of these products is permitted.

Short term, establish the shortest distance to a
political intervention for low dosage plant based
CBD and other non-psychoactive Cannabinoid
iHemp productst.

Short term, allow access to all parts of the
plant to create innovative products and new
technology in a wide range of industries.

Medium term, change regulations to allow low
dosage non-psychoactive iHemp products to be
recognized as a safe and low risk natural health
product under the Therapeutic Products Billt.

Medium term, ban synthetic cannabinoids and
any process that will produce a psychoactive
substance from iHemp.

Targeted Outcomes

+

Market value increase from a new horticultural
crop in the range of $24.7 million (MPI Sapere
Report June 2021)* to $1.5 billion (NZHIA/
AGMARDT Nick Marsh Report September 2020)
by 2023.

Enhanced health outcomes for New

Zealanders via improved homeostasis of the
endocannabinoid system, delivered from

iHemp foods and natural health products, whilst
creating a new vertically integrated industry with
significant export potential.

Immediate access to export markets will
keep the industry innovating and provide the
necessary revenue to develop capacity and
scale, creating regional development, and
investment opportunities.

Job creation, as detailed within Objective 3.

Support industries will benefit as detailed within
Objective 1.

Whilst the NZMCC supports this overall Objective, this solution is
not currently supported by the NZMCC without evidence to support
which components will be covered or excluded. The NZMCC also
notes that it supports alignment between the Misuse of Drugs
(Industrial Hemp) Regulations 2006 and the Medicinal Cannabis
scheme and identifies this potential solution as an area in which it is
essential for there to be alignment.
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Strategic Objective 5

Integrate iHemp as a carbon sequestration offset of farming emissions within the He Waka Eke Noa framework.

Barriers Solutions Targeted Outcomes
1. The Emissions Trading Scheme (ETS) only - Short term, recognise the carbon sequestering - Whereas forestry ties up land in the long-term,
recognizes regenerating and planted native abilities of iHemp, and create a certifiable iHemp is useful as a rotational crop which
(indigenous) forest, forests of exotic tree Carbon credit for trading via the New Zealand means farmers can reduce carbon emissions at
species, and mixed-species forest. Emissions Trading Register (NZETR). a faster rate than with forestry alone, improving

- Short term, provide government funding returns to farmers.

to facilitate local industry research on the - Increase production of iHemp plant material
environmental benefits of iHemp as an that can be sold for sustainable industrial
alternative land use and NZ farming cropping purposes, such as building materials, biochar
rotation option, which can be benchmarked and biodiesel.

against international research. ) . s
9 - Achieve industry scale and availability of raw
materials for the circular economy.

- Job creation, as detailed within Objective 3.

Magnitude of Change %% %%
Supported By AHA M NZHIAM NZMCC
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Strategic Objectives Summary & Concluding Statements

This paper clearly defines a set of selected Objectives for the New Zealand
iHemp industry, all of which require intervention from Government for these
Objectives and related targeted outcomes to be achieved.

These Obijectives include the following;
. Ease regulatory burdens on iHemp growers and processors.

« Open commercial and regulatory pathways for the domestic supply of
New Zealand iHemp products for animal nutrition.

« Open commercial and regulatory pathways for New Zealand iHemp
derived Cannabinoids, by allowing the supply of iHemp derived Biomass
(Leaves and Flowers) produced under an Industrial Hemp Licence to a
Medicinal Cannabis Licence holder.

w AOTEAROA

2 HEMP ALLIANCE

NZIHIA

Food. Fibre. Health.

« Open commercial and regulatory pathways for New Zealand iHemp
derived Biomass (Leaves and Flowers) to be processed into non-
psychoactive cannabinoid, terpene and flavonoid iHemp products and
to be sold as a dietary supplement/ natural health product.

« Integrate iHemp as a carbon sequestration offset of farming emissions
within the He Waka Eke Noa framework.

The supporting information across each of these Objectives (Barriers,
Solutions, Targeted Outcomes) has been collated to ensure that Government
is well informed on the required change, and the positive outcomes across
economy, health (social, community and physical), and the environment,

that this regulatory change will generate for the iHemp Industry and all of
Aotearoa. On behalf of the wider industry, the unified parties of the NZHIA,
AHA and NZMCC look forward to working with Government to bring these
required regulatory changes into effect.

New Zealand
Medicinal Cannabis Council

Te Kaunihera Rautini
o Acotearoa
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Supporting Information

* Federation of International Hemp Organizations.
www.fiho.org

~ New Zealand Petfood Manufacturers Association.
www.petfoodnz.co.nz/market.htm

* Animal feed market calculation - objective 2 - basis of calculation: total
“2022" supply (domestic and imported, includes all grains) 5,831,288
tonnes, 1% = 58,300 Tonnes - at $300/ton= $17.49 million and at
$500/ton = $2915 million Range of feed values from $300/ton (~PKE)
to $500 (~Maize or Wheat)

* Farm gate revenue calculation - Objective 3 - basis of calculation: $19
million = $5,000*1800 hectares + $50,000*200 hectares

International Federation of Cannabis and Hemp Associations.
www.ifcha.org/en/homepage

Hemp Feed Coalition.
www.hempfeedcoalition.org/
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Summary of Strategic Objectives

Obijectives
Ease Regulatory Burdens Animal Nutrition iHemp Derived Biomass Supplements / Natural Health Carbon Offset

NZIHIA v v v v v

Food. Fibre. Health.

% AOTEAROA \/ \/ ‘/ \/ \/

New Zealand

Sle Medicinal Cannabis Counci / / / / /
Te Kaunihera Rautini
o Aotearoa

Short Term v v v v v

Medium Term v v v v

Magnitude of Change 2.0, 0. 1. 0.0.8/ 1. 0.0.0 ¢ 1. 0.0.0.0.¢ 1. 0.0.0.¢

Notes: Short term <12 months, medium term < 36 months.
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Acknowledgement and privacy

The Ministry for Regulation (the Ministry) would like to express gratitude to all the
stakeholders, experts and others who took the time and spent resources to make
submissions or to meet with the Agricultural and Horticultural Products Regulatory Review
team.

The Ministry has removed names and other identifying details from the information
presented in this Summary of Engagement (this report). Where there was a small number
of stakeholders in a particular category, we have been mindful to ensure comments cannot
be attributable to a particular party.

If you have concerns with how submissions have been reflected, please contact us at:
reviews@regulation.govt.nz.

Additionally, if you submitted and would like a copy of the personal information we hold
about you, or want to correct that information, please make a Privacy Act request? in
writing to: privacy.officer@regulation.govt.nz.

Engagement approach

The Terms of Reference (TOR) for the Review? set out the initial engagement approach. The
Ministry engaged with industry representative groups and businesses through a mixture of
online meetings and written submissions.?

Additional targeted engagement was held with stakeholders who could provide the
Review with an understanding of the following areas:

e potential public health impacts;

e potential environmental impacts;

e considerations for the development of new products;

e theimportance of appropriately managing product use to safeguard New Zealand’s
official assurances and trade for primary products; and

e cultural and other potential impacts to Maori.

Table 1 identifies the categories of stakeholders engaged during the Review. A list of
groups and organisations who provided written submissions is attached as Appendix 1.
The list does not include individuals.

" The Ministry of Regulation’s guide to making Privacy Act requests can be found here.

2The Review’s Terms of Reference can be found here.

3 Approximately 60% of stakeholders who participated in direct engagement meetings also provided
written submissions.
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Table 1: Number of engagements by stakeholder category and engagement type

Number of engagements by

engagement type

Stakeholder category
Direct Indirect
(meeting) (submission)

Agricultural associations (including peak bodies) 7 9
Horticultural associations (including peak bodies) 12 8
Product manufacturers 5 19
(including representative associations)
Primary products exporters 2 3
Maori interests 3 2
Environmental interest groups 5 7
Public health 3 1
Research and development (R&D) 9 7
companies and bodies
Veterinary associations 1 2
Growers 0 5
Government subject matter experts 10 0
Other (including individuals, local government, 0 27
academics and researchers, consumers)
Total 57 88

Executive summary

On 1 August 2024, the Ministry for Regulation (the Ministry) commenced a review into the
approval path for agricultural and horticultural products used to manage plants and
animals under the Agricultural Compound and Veterinary Medicines (ACVM) and
Hazardous Substances and New Organisms (HSNO) regulatory systems (the Review). The
purpose of the Review was to assess how the current regulatory approach is delivering on
and balancing the objectives of enabling access to products and ensuring that risks of
products are known and appropriately managed. This report summarises what was heard
from stakeholders during initial engagement.






Key themes

While stakeholders largely agreed that
change was needed, they had different
views on what those changes should be.

Most acknowledged that the existing
regulatory system effectively
manages key risks, including risks to
human health and to New Zealand’s
trade reputation.

Most agreed that system changes
should focus on ensuring the right
balance between managing trade
risks, minimising environmental
harm, and ensuring those who grow
and produce agricultural products
and provide care to animals have
access to the products they need.

Most commented on the regulators’
risk settings but expressed different
views on how risks should be
weighted and the level of scrutiny
applied.

Many agreed that the regulatory
system, in its current form, has not
kept up with the pace of change.
They said that the systems must be
managed in accordance with
national and international
environmental obligations and best
practices, comply with free trade
agreements, and align with
international trends.

Many described challenges from New
Zealand having a two-regulator
system. Although the regulators, New
Zealand Food Safety (NZFS) and the
Environmental Protection Authority
(EPA), have separate and distinct
responsibilities owing to their
specific legislation, stakeholders who
seek product approvals indicated

that, from their perspective, there is
unnecessary duplication in the end-
to-end process. They noted New
Zealand’s system is particularly
frustrating to those accustomed to
overseas, single-regulator systems.

Most mentioned challenges specific
to New Zealand. Challenges they
identified included unique climate
and weather patterns, farming
methodologies, and the need to
protect native flora and fauna. New
Zealand’s major crops, such as
kiwifruit and apples, are minor crops
globally and manufacturers have less
incentive to generate data and
develop products for those crops
than for staple crops like maize and
wheat.

Opposing views

There were opposing views on some
themes:

Nearly all expressed views on how
the regulators manage risks and
what risks they should consider
when making decisions. Views
tended to be weighted towards each
stakeholder’s own interests.

Views varied on the acceptable level
of risk of agricultural and
horticultural products.

Some acknowledged the issue of
“freeriders”, which is when a
regulator uses data that was
produced by a different applicant to
make decisions on a new
application. Some acknowledged
that the practice may broadly benefit
the industry by facilitating approval
of new applications. Others said the
practice was unfair to those who






bore the costs of producing the
original data.

Stakeholders who export agricultural
and horticultural products had
different views (among each other)
on regulator performance. They
generally agreed NZFS appears to
take a more risk-based approach
than the EPA.

How stakeholders defined
“environment” and the effect of the
definition on the regulatory system
was different. Some expressed the
view that the regulations should only
focus on the natural environment
while others said they should include
the economic success of local
communities.

Stakeholders were divided on
whether non-regulatory quality
systems are robust enough to
adequately manage product risks.

Stakeholders did not agree on the
level of prescription/flexibility that
should be present in legislation.

A few stakeholders said they were
well supported by the regulators and

experienced good communication
from them during the application
process. Many did not.

e Most stakeholders said that the
approval process for new products
takes too long, but one stakeholder
countered this view, saying some
industry expectations may be
unrealistic.

Out of scope issues

Some stakeholders commented on
matters that were out of scope of the
review. For completeness, we have
included those comments in this report,
and they may be considered for possible
future work on these regulatory systems.

In summary

Submissions and direct engagements
reflected a variety of views including
some areas of strong agreement and
others where there was disagreement.
While there was consensus that changes
are needed to the regulatory system,
submitters had different views about
what those changes should be.






1. What does the current system do well?

Stakeholders acknowledged that the system effectively manages

key risks

Stakeholders broadly acknowledged that
the regulatory system is effective at
managing key risks, including to human
health and to New Zealand’s trade
reputation. Agricultural and horticultural
stakeholders agreed that robust
standards are needed for a good regime

to protect trade, market access, public
safety, and New Zealand’s brand. Other
stakeholders noted that the regulatory
approval process gives users confidence
that a product is expected to perform to
an agreed standard.

Stakeholders told us some things the ACVM framework gets right

One manufacturer praised NZFS for
having excellent communication with
them while processing their application.
Agricultural stakeholders also
acknowledged support from NZFS during
emergency/exotic disease incursions and
noted that NZFS’ processing times have
improved in some areas in recent years.

A few stakeholders mentioned that the
ACVM regulations were well-aligned with
those overseas and acknowledged that
New Zealand’s regulatory focus on
residues in exports was understandable
given New Zealand’s economic focus on
agricultural exports.

One stakeholder mentioned that, from a
crop protection perspective, the ACVM
system works well. They noted that NZFS

staff are solution-oriented, and it is clear
to them that decision-making is driven by
improving productivity and ensuring food
safety. They acknowledged that as an
applicant they always want decisions
faster, but they are under the impression
that NZFS are working as quickly as they
can, considering their funding levels.
Another praised the recently established
Inhibitor Operational Forum, a
stakeholder group.

Stakeholders praised the
external/independent data assessment
model, noting that it allowed NZFS to
complete their assessments within
statutory timeframes. One stakeholder
considered it should be extended to help
with applications under HSNO.






Stakeholders told us some things the HSNO framework gets right

One stakeholder noted that group
standards under the HSNO regulatory
system are effective, and they help to
reduce the burden on manufacturers and
importers. Several stakeholders noted
that they would like the group standards
to be extended to ACVM or used in
different ways, further demonstrating

general support for that regulatory
approach.

One stakeholder also commented
positively on the EPA’s effort and
initiatives to implement shorter
application pathways.

2. What are the opportunities for

improvement?

Some risk settings are not quite right

Regulator risk settings and
decision-making

Most stakeholders commented on the
risk settings of one or both regulators.
Manufacturers, researchers, growers, and
agricultural and horticultural
associations generally indicated that the
risk approach was overly restrictive or
was not aligned to support trade.

Some producers and exporters said they
do not support an overall reduction in
risk management. Public health
stakeholders noted that smaller Pacific
nations rely on New Zealand’s product
approvals, which they said increases the
responsibility for New Zealand to make
good decisions.

Regulators’ risk appetite

Stakeholders had different views on
where responsibility for setting risk

appetite should sit within the regulators’
organisations, who should set it, and
what factors should affect the settings. In
general, industry stakeholders said the
current system appears to be overly
cautious. Environmental and public
health stakeholders were comfortable
with a cautious approach.

Risk appetites are not aligned
between the regulators or among
individual assessors

A few manufacturers discussed
inconsistencies in risk appetite among
external ACVM data assessors and
between the two regulators. One
commented that, because the legislation
is not prescriptive, it is open to
interpretation by assessors. They
commented that there are different






things allowed/not allowed between the
two regulators.

The regulators’ risk appetites
appear unpredictable and
inconsistent

One industry stakeholder said that the
regulators either do not have guidance or
do not always follow their own published
guidance. They perceive the regulators’
approach as overly subjective or
uncertain. This means applicants cannot
predict how the regulators will assess the
risk of their product.

Exporters also noted that the regulators’
risk appetites appear to have changed
over time.

The “precautionary approach” is
misunderstood or misapplied for
HSNO assessments

Many industry stakeholders expressed
the view that the EPA is overly cautious
and spoke broadly about how the
“precautionary approach” in HSNO was
misused. A few environmental
stakeholders stressed the importance of
the precautionary principle as a key
factor in alleviating risks where there is
uncertainty about adverse effects.

The level of scrutiny applied is
not always proportional to the
level of risk

Stakeholders had different views on
product risk to trade or environment and
the appropriate level of scrutiny new
products should receive. R&D bodies,
agricultural and horticultural
associations, and manufacturers said
that the risk settings weigh trade risk

inappropriately. They did not have a
unified view on what the appropriate
weighting should be.

A few stakeholders, including some
agricultural associations, said the trade
risk cannot be understated and valued
continued support for the regulator’s
ability to manage these risks. A few
stakeholders made a distinction between
risk management and risk avoidance,
suggesting that the regulators tended
towards the latter.

Environmental, manufacturing, R&D,
public health, agricultural and
horticultural associations all had similar
comments on achieving what they
thought was the right balance between
the demand for innovation and economic
return vs the risk to the environment and
trade. R&D and horticultural associations
noted that the same HSNO controls are
applied to all products regardless of
whether a particular product may pose
lower risk.

There is no risk-based framework
for low-risk products or products
of similar risk

Manufacturers, R&D groups, agricultural
associations, and others commented that
the regulatory approach does not work
well for low-risk products, or products
with a similar risk to others which are
already approved. They noted this results
in disproportionate risk assessments. For
example, stakeholders mentioned animal
feed, for both companion and
agricultural animals, as a low-risk
product that is treated with a high-risk
approach.
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NZ regulators have a bespoke
approach to managing risks

Several agricultural and horticultural
associations, veterinary associations, and
manufacturers commented on the New
Zealand regulators’ bespoke approach.
They made international comparisons to
how our regulators assess product risks.
Environmental stakeholders noted that
some of this difference is due to New
Zealand’s unique biology and climate.

Stakeholders had diverse views
on environmental risk

Environmental stakeholders discussed
the environmental risks of products, both
with regards to desiring the regime to be
strengthened to ensure management of
adverse effects (including better
monitoring/recordkeeping) and noting
that some of these environmental risks
do not appear to be managed equally or
consistently. R&D stakeholders expressed
the view that the environmental risks
were managed robustly by the current
process, but that biologicals in particular
presented challenges to the system
because of their persistence and whether
they naturally occurin the environment.

Not all stakeholders are aware of
potential downstream effects

Environmental stakeholders highlighted
that risks are not solely about the point-
of-use and expressed concern about
downstream effects that products could
have on the environment. This
contrasted with the concerns raised by
horticulture stakeholders who said
regulatory assessments sometimes

consider species that do not existin an
area.

Environmental stakeholders noted the
downstream effects of chemicals
introduced into the environment and
noted the effects can be cumulative over
time and are not always bound to
discrete geographical areas.

The regulator should consider
benefits as well as risks

R&D stakeholders were interested in the
regulator considering the benefits when
accessing certain products, not just the
risks they pose.

Environmental stakeholders asserted
that cost-benefit analyses in general
tended to understate the environmental
risks and overstate potential benefits.
They cautioned consideration of benefits
in approvals as they often come with little
evidence. Public health stakeholders
noted that economic costs should

include the impact to human health.

A cohesive framework to
understand and prioritise
chemicals’ risk is lacking

A few environmental stakeholders and
agriculture and horticulture associations
discussed different ways a risk
framework might be applied by the
regulators. Some stakeholders, including
manufacturers, suggested a common risk
framework between both regulators was
missing, resulting in inconsistent
decisions. One environmental
stakeholder considered the intersection
of three factors to be critical: scale on
which the chemical is being used,
potential environmental harm it could
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cause, and the extent to which the
contaminant’s presence is being detected
in the environment.

Risk assessment is
disproportionate due to lack of
understanding

One horticultural association suggested
that the regulator does not understand
new products, which may be used
differently from more traditional ones.
They noted the regulator is being overly

conservative due to this lack of
understanding.

Food quality and reputational
risks should be added to
assessments

An agricultural association noted that
reputational and food quality risks
should be considered as part of the
regulatory risk assessments, however
one stakeholder noted that the
regulatory focus should be on actual risks
and not perceived risks.

The approval process takes too long

Approvals and reassessments of
products are slow and not
streamlined

Most stakeholders discussed the speed at
which approvals and reassessments were
undertaken and the effect it has on their
business or the broader landscape. Some
stakeholders noted their concern that
some companies are not bringing
products to New Zealand due to the time
that it takes for products to be approved.

They noted that New Zealand’s market is
not large enough to justify the expense or
time involved to seek approval, and so
some manufacturers do not apply. This
means that products available to
overseas competitors are not available to
New Zealand’s growers and producers.

Some agricultural associations and
veterinary organisations were concerned
that they do not have access to
medicines available overseas and

sometimes this leaves veterinarians with
no treatment for certain diseases.

Stakeholders discussed their experience
with the approvals process and ways they
viewed the process to be complex, costly,
or slow. Manufacturers and horticultural
associations discussed the backlog of
applications at the EPA, their view that it
was increasing, and the impact of long
approval times. Stakeholders considered
contributing factors, including (but not
limited to) staff shortages, lack of expert
capability, inappropriate risk appraisal,
staff turnover, and insufficient cost
recovery. Manufacturers and agricultural
and horticultural associations also
reflected these ideas.

Environmental stakeholders contrasted
this, noting that the industry sometimes
has unrealistic expectations. Agricultural
associations suggested that the
regulators should be held to the timelines
written into statute/regulations as they
were in the past.
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The system lacks a unified strategic outlook

Industry struggles to develop and
access new products

Manufacturers mentioned the challenge
of bringing new products to New Zealand
due to the regulatory settings. They
identified speed of approvals and
barriers to trial work as the key
challenges. These are further discussed
in other sections.

No pathway to test and register
products that facilitate
biosecurity preparedness

Horticultural producers were concerned
that there is no fast pathway to test and
register products that support biosecurity
preparedness. One manufacturer
discussed the merits of a rapid approval
pathway for biosecurity purposes.

Reassessments are removing
tools faster than they are
replaced through new approvals

Agricultural and horticultural
associations, exporters, and
manufacturers mentioned that there is
increasing pressure when products are
banned but go unreplaced by newer ones
due to the slow approvals process. Some
stakeholders speculated that the lengthy
reassessment process was exacerbating
this issue.

Regulators need to do horizon

scanning (foresight of overseas
products expected to, or needing to,
come to New Zealand)

Many horticultural associations said that
it was important to them to access new
products, such as biologicals, that
support their Integrated Pest
Management Systems. Agricultural
producers also expressed interest in
having access to emerging technologies.
Both would like to have pathways to
approve these products in place before
they are needed. This is important to
producers who wish to use newer and
often softer chemistry which is less
harmful to the environment. A few
stakeholders expressed interest in New
Zealand being the first place where
products are trialled, tested, or used,
while noting this is not currently so but
some years ago New Zealand was a
country of choice for such trials.

Manufacturers and exporters highlighted
that an onerous approval process can
have a negative impact on investment
decisions to bring products to New
Zealand at all.

There should be strategic
prioritisation of new applications

Horticultural and agricultural
associations want the regulator to ensure
they do not remove all the tools available
to manage a given issue before they are
replaced with new ones, and feel it is
important that the regulators find a way
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to prioritise approvals where there are
other tools being phased out.

Regulators should learn from and
aligning with international
regulators and their regulatory
systems

Many industry stakeholders said that the
regulators should give more attention to
adopting trends or harmonising with
international regulators. A few
stakeholders mentioned specifically
aligning with the CODEX model.
Stakeholders wish to avoid unique
regulatory requirements or duplication of
effort. Horticulture associations called
attention to the minimum standard for
scientific evaluation and the increasing
body of scientific information as drivers
towards pooling resources with
international experts.

Agricultural associations raised the
challenges of a small market and how we
might best leverage developmentsin
other countries and jurisdictions. R&D
stakeholders indicated that the domestic
process was discouraging producers from
coming here. Environmental

stakeholders highlighted the need for
regulation that supports both national
and international environment
obligations, such as climate goals. This
sentiment was mirrored by several
stakeholders who spoke of the influence
these obligations have on their
businesses.

A few R&D stakeholders suggested there
are lessons to be learned from overseas
regulators who they perceive to have
clearer, faster regulatory frameworks.
They identified Australia and Brazil as
examples. One stakeholder discussed a
specific example where they believe the
APVMA (Australian regulator) process
added value to the approval process.

The regulatory framework fails to
address some products

A few stakeholders among agricultural,
manufacturing, and veterinary
stakeholders mentioned there was a lack
of regulatory framework for certain
products which affected how well the
regulatory system worked; specific
examples included treated seeds and pet
foods with functional claims.

The system needs to be updated and future proofed

Harmful legacy chemicals that
predate the current regulatory
system are stillin use

Both environmental groups and
horticultural producers raised that the
current regulatory setup means that
older, more environmentally harmful
chemicals, are still in use. Many of these
chemicals were transferred automatically

from the previous regulatory system to
the system created by the HSNO Act.
Other chemicals are managed under
group standards. Some of these legacy
chemicals have never been assessed, and
only specifically targeted products are
individually reassessed. Newer, softer
chemicals which may have fewer
environmental impact must go through
the lengthy approval pathway - which
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means in the interim these older, but
approved, chemicals are still used.

Public health stakeholders said that the
process to get something that is
identified as harmful assessed (or
reassessed) is too long, and it affects how
long it takes to put interventions in place.

The legislation is interpreted
narrowly or incorrectly

Agricultural and horticultural
associations, manufacturers, veterinary
organisations, and environmental
stakeholders had different views on the
way the regulators interpret current
legislation when making their decisions.

For example, some stakeholders believe
that the definition of “environment”
should also include the communities that
would be affected if the nearby
horticulture businesses are no longer
viable. Largely, those stakeholders who
viewed the legislation as inappropriately
applied focused on how the regulatory
framework considers risk. Other
examples raised were exemptions under
ACVM and the EPA’s interpretation of
“significant new information,” which is
used to trigger a reassessment. One
manufacturer claimed it is unclear on the
legislative basis the EPA uses to carry out
HSNO reassessments.

The system lacks adaptability to change

The regulatory system is
outdated and does not easily
allow for modernisation

Some stakeholders expressed a view that
the current system is outdated and
cannot keep up with the speed needed to
reassess controls or conditions of older
approvals, and some controls are
outdated. One example of an outdated
approach a stakeholder mentioned was
the requirement to publicly notify certain
aerial operations in a local newspaper.

Some exporters expressed the view that
our regulatory systems were falling
behind other countries/competitors and
that this ground was going to be difficult
to make up.

Producers lack access to
innovative tools

Many stakeholders commented on
specific tools they have difficulty
accessing through the current regulatory
framework.

¢ Inhibitors: Most stakeholders
discussed inhibitors, which reduce
methane and nitrous emissions from
stock, and how they fit in the
regulatory framework. Stakeholders
noted they are important to helping
industry meet climate-related goals
and commitments and to respond to
pressures applied by their supply
chains.

Some suggested it may be important
to create a separate path for approval
as the efficacy of these products is
more difficult to quantify. Some
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viewed inhibitors as different from
other categories of products in the
approval framework, with one
stakeholder suggesting efficacy
should not be considered. One R&D
stakeholder noted that it is
challenging to develop emissions-
reducing tools for pasture-based
farming systems, and that New
Zealand farmers are at risk of falling
behind other countries who can use
other methods to reduce emissions.

Biologicals: Several manufacturers,
agricultural associations, and R&D
bodies addressed access to
biologicals. They noted there is a lack
of clear guidance and no appropriate
pathways (the “new organism”
pathway that currently exists is too
difficult) for these products to be
approved and assert that any
pathway needs to be clear and
aligned with international practice.
They are eager to use this new
technology in concert with other
solutions within their crop protection
programmes.

New Organisms: Agricultural and
horticultural associations discussed
challenges bringing whole new
organisms, like beneficial insects,
into New Zealand under the current
regulatory regime. They discussed
ways they found the process difficult
and time-consuming and how it
affects producers’ ability to access
improved products and
technologies.

Drones and technology:
Manufacturers and horticultural
producers expressed interested in

new technologies, like using drones
to spray chemicals, and want more
guidance from the regulator on how
best to employ them.

e Autologous vaccines: One
stakeholder discussed autologous
vaccines, where tumour matter from
an individual animal is incorporated
into a vaccine and dosed back into
the same animal. Because there is no
single formulation for these types of
vaccines, there is currently no way to
progress them through the approval
pathway.

There are barriers to trial work
and research

Manufacturers and agricultural and
horticultural associations discussed their
difficulties undergoing trial work, citing
issues such as limited approval periods
for research, environmental conditions
and animal behaviour, the number and
role of agencies involved in the
approvals, the length of time trials take,
and the difficulty of maintaining records
in partnership with farmers.

A few stakeholders among horticultural
associations and other groups mentioned
ways the current EPA processes introduce
difficulties to doing the research required
to satisfy the regulators - the length of
time it takes to gain approval to trial new
substances being a key pain point. They
mentioned this was exacerbated by New
Zealand’s small market size.

Product use can affect market
access

Several horticultural associations
discussed how Maximum Residue Limits
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(MRLs) restrictions and public perception
can limit the markets they can access.
Increased public access to product
testing and publication of their findings
means companies must react quickly to
public perception issues. As an example,

stakeholders specifically mentioned
glyphosate and its hazard classification,
which is different to that in Australia, to
illustrate the importance of having
internationally accepted standards.

The system appears fragmented and poorly coordinated

The regulatory system appears to
overlap

A few stakeholders, including agricultural
and horticultural associations, other
stakeholders, and manufacturers
perceive overlap between the ACVM and
HSNO regulatory systems, and as a result
it makes the system more complex and
difficult for the end-user to follow. Some
examples included applicants needing to
provide similar information to both
regulators, the same information being
assessed in different ways, and the EPA
asking questions about efficacy when the
applicant believed responsibility for this
lies solely with NZFS.

Agricultural and horticultural
associations, manufacturers and
environmental stakeholders referenced
other legislation they must comply with
when using certain products, and the
challenges associated with that
compliance. They also noted there are
broader systems at play, including
industry initiatives and international
regulatory mechanisms such as Codex.

The regulators appear to be
duplicating the work of
international regulators or not
using their expertise

Many agricultural and horticultural
groups, R&D bodies, and manufacturers
discussed ways they thought the
regulators were duplicating work that
had already been done overseas. They
asserted that some trial work/research is
unnecessarily duplicated, or that the
regulators should be adopting decisions
made by trusted international regulators
to avoid this duplication, with some
considering this approach could be
combined with having the regulators
focus only on risks specific to New
Zealand. One stakeholder mentioned
that the European Union is working
towards restricting import of produce
treated with products no longer
registered in their market, highlighting
the importance of being internationally
connected.

Requirements can be complex
and unclear

Many agricultural producers and some
manufacturers expressed the view that
the approval path was unclear and
complex. Stakeholders specifically
mentioned timeframes, testing criteria,
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overall cost, and lack of guidance as
contributing factors. One stakeholder
said that in addition to the complexity of
the requirements themselves, there was
inefficient use of limited resources and
distrust of the end-users of the products.
One stakeholder noted that the
toxicology requirements were unclear.

Uncertainty and lack of visibility
of approval process

Stakeholders expressed frustration about
the lack of visibility of where their
products were in the approval process.
One agricultural association noted that
the design of the engagement process
forced them to lobby for support.

Stakeholders, including horticultural
associations and others, mentioned
uncertainty around the approval process
regarding timeframes and whether the
information submitted in their
application is sufficient to gain approval.
One noted they do not always know
when more information is required until
many months after submitting the
application, which is time they could
have spent gathering that data.

R&D bodies and other stakeholders noted
that the regulator was not providing the
appropriate level of help to navigate the
process. They mentioned complexity and
delays. One manufacturer noted that not
knowing what pathway their product will
gain approval under makes it difficult to
estimate costs.

Agricultural associations said they want a
more streamlined application process
and supported more timeline
transparency. This is important to their

own processes and resourcing for
business planning purposes.

Inconsistent advice/
interpretation of legislation

Manufacturers and agricultural producers
commented that they have received
conflicting advice from regulators
regarding the legislative requirements.
Some stakeholders stated they feel the
discretion the regulators are allowed in
interpreting legislation/guidance leads to
subjective inconsistencies, with one
stakeholder noting instances where some
products assessed as exempt from a class
by NZFS were later assessed as non-
exempt. Other stakeholders, including
from veterinary organisations and
manufacturers, suggested the legislation
is too prescriptive and there is not
enough flexibility.

Environmental stakeholders highlighted
gaps and lack of information sharing by
EPA and other regulators and industry
which could contribute to applicants’
perception that the regulators are
inconsistent.

Regulations can overlap with
industry programmes

Stakeholders expressed conflicting views
on the value of industry-led programmes
such as Good Agricultural Practice (GAP)
schemes and other guidance.
Horticultural producers submitted that,
in some cases, they go further than
regulatory systems and are rigorously
audited. Environmental groups assert
that the incentives for industry players to
do what they say they will do is not in
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place, and that often industry-led
programmes are not as robust as stated.

Better engagement communication and guidance are needed

Stakeholders want more and
better engagement

Some agricultural stakeholders
highlighted NZFS and the EPA’s
willingness to engage and assist
applicants through their respective
processes with forums, guidance,
diagrams, and templates.

Many stakeholders, including
horticultural associations/exporters,
suggested that the EPA did not
communicate well or listen to their
feedback. They discussed instances
where they provided the EPA with
information but received limited
feedback on whether it was what they
needed. Stakeholders indicated that
having better direct engagement with the
regulator would improve outcomes. One
stakeholder claimed that some
manufacturers and importers are
completely unaware of their obligations
under HSNO.

Horticultural associations and
manufacturers also indicated a lack of
communication around timelines and
process clarity. A few stakeholders,
including veterinary organisations, had
similar comments regarding ACVM. They
noted a lack of transparency and
communication, or that they were not
signalling their requirements
appropriately.

One stakeholder recommended that the
regulatory system needs to better
support the identification of risks to
Maori cultural values. They suggested
more pre-engagement with relevant
parties to assess the impacts of products
on Maori values and interests.

The regulator does not
understand the industry
sufficiently

A few agricultural and horticultural
associations suggested that the EPA does
not have a good understanding of their
industry and does not acknowledge
industry-led risk management.
Horticultural producers suggested that
the regulators had limited understanding
about how fruit and vegetables are grown
and the daily challenges they manage.

The regulators should collaborate
more closely with industry

Some agricultural and horticultural
associations asserted a need for the
regulator to collaborate with industry to
help them address their issues that are
unique to New Zealand’s farming
systems. One manufacturer suggested
the regulatory system align with industry
initiatives, such as Growsafe, a
certification scheme for those who use
agrichemicals. Horticultural associations
also reinforced the idea that the regulator
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and industry should work closely
together.

Some guidance the regulator
could provide is missing or
difficult to obtain

Manufacturers, R&D groups, horticultural
associations and others submitted on
written guidelines they feel are missing,
such as process flow charts, guidance on
registering biologicals, toxicology and
efficacy requirements; a few stakeholders
mentioned wanting more direct support
during the application process, with one
suggesting a dedicated pre-application
team.

Some stakeholders appreciated the
existing ability of NZFS to consult directly
with applicants and found their advice
invaluable, others wanted this extended
into a new service, and some suggested
that they did not work with them as
collaboratively as they worked with other
parties. One stakeholder said that it

would be helpful if NZFS published a list
of other regulators’ guidelines they might
use when making assessments. Some
stakeholders acknowledged that much of
this support requires the regulators to
have adequate resourcing (including
funding and expertise).

Horticultural associations also noted that
the EPA’s process was unclear and lacks
transparency, which could be addressed
using guidance.

Some guidance the regulators
provide is out-of-date

Stakeholders discussed regulator
guidance and their view that it is out of
date. Veterinary organisations,
horticultural associations, and other
stakeholders spoke of contradictions,
unexpected references to overseas
guidance where local guidance was not
available, unclear data requirements, and
guidance not accommodating new
product types, such as inhibitors.

Parts of the system are not fit for purpose

ACVM data assessment is not
working as intended

Veterinary associations, R&D bodies,
manufacturers and some assessors,
themselves, discussed many aspects of
using external data assessors as a
component of the regulatory system. This
included appropriate training and
accreditation, the quality/consistency of
their work, whether their work was being
duplicated by the regulators, and the
global shortage of assessors. Most
stakeholders said the function was
critical and, generally, that there should

be more rigour around them.
Stakeholders also considered whether
the function should sit in-house with
NZFS and whether a conflict of interest
exists when data assessors are paid by
the chemical manufacturers.

Stakeholders also raised the
independence of data assessors and how
conflicts of interest should be managed.
Public health stakeholders noted that
training and accreditation is important
and that the age-profile of existing
assessors could result in a sudden
capability shortfall upon their retirement.
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The EPA uses outdated models to
undertake risk assessments

Agricultural and horticultural
associations, exporters, and
environmental stakeholders were among
those concerned about the outdated
nature of the toxicity and ecotoxicity
models used by the EPA, asserting that it
was forcing the EPA to put greater
controls on products to manage the risks
they could not accurately model. Most
stakeholders said that for them this
meant they either could not access
products, or the EPA’s assessments were
out of step with comparable regulators
overseas. One environmental stakeholder
called attention to the lack of New
Zealand-specific inputs to EPA models.

Lack of or limited data protection
for applicants

The lack of data protection under HSNO
was highlighted by many stakeholders,
some of which also claimed this was a
major concern and source of process
inefficiency, as they must register first
with ACVM to get data protection. This
means submitting an incomplete
application and leaving it sitting with
NZFS in their queue while they submit
their application under HSNO.

Some manufacturers and agricultural
associations believed existing data
protection through ACVM does not last
long enough and should be extended,
especially since the approval timings
have increased. They suggested this
would help them recover R&D costs for
new products. One manufacturer
mentioned that, while reassessments
were financially burdensome, they were

made more so by the lack of data
protection during that process.

Data freeriders

Some stakeholders raised the issue of so-
called “freeriders” where similar
chemistries to existing products can gain
approval by using the data about those
existing products. Because the costs of
generating data are borne by the
applicant, many industry stakeholders
expressed their need to protect the data
to recover their costs. However, some
stakeholders were conflicted about
placing preference on confidentiality
because if the system allowed use of this
data for later applicants, it is likely to
speed up the approvals process.

Treatment of commercially
sensitive information

A few stakeholders discussed the
importance of protecting commercially
sensitive information, with one
stakeholder citing an instance where the
regulator released information that they
had requested be kept private.

Product labelling requirements

Harmonising labels between NZ and AU
markets

Manufacturers were interested in
ensuring labelling is harmonised with
Australia so that New Zealand quantities
could be included in Australian
manufacturing orders, which would
reduce their costs. Stakeholders asserted
the current difficulty of this process puts
New Zealand at risk of losing access to
critically important veterinary medicines.
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Increasingly restrictive controls
threaten growers’ ability to use
products off-label

Several manufacturers and horticultural
associations discussed using products in
ways that are not specified on the label.
Stakeholders asserted that some label
controls limit the options for products
they can use, especially for smaller crops,
and that often the cost to expand the
label to include new uses exceeds their
returns. One said a consequence is that
industry continues to use older and often
more toxic chemistry as it has less
stringent controls.

Stakeholders also raised how industry
manages off-label risk through use of the
Good Agricultural Practice (GAP)
schemes. Horticulture producers indicate
that the schemes provide guidelines for
growers to use products without
exceeding MRL and thus the industry self-
limits the risk from this type of use. One
stakeholder mentioned that while they
were allowed this type of use under
ACVM, since the EPA has started putting
crop-based controls on products, this is
no longer possible.

Verifying label claims adds time and
cost

Manufacturers and horticulture
associations spoke about how difficult it
is to assess product efficacy within New
Zealand. They believe that if a product is
ineffective, growers will not purchase the
product, and it will eventually exit the
market. They also pointed out that ACVM
does not reassess a previously registered
product if something more effective
enters the market, or if resistance
develops to a product. For these reasons,

they believe efficacy assessments should
not be part of ACVM registration.

Label requirements onerous/not
coordinated between regulators

Many manufacturers and some
horticultural associations discussed the
ways in which they view the process
around labelling to be difficult or not
coordinated across both regulators. They
also noted that where labels require a
change the requirements to do so, for the
size of the market, can discourage
suppliers from going through the process
at all. One mentioned the process for
labelling treated seed can contribute to
delays or prevent exports entirely.

Stakeholders noted that overlapping
roles (between ACVM and HSNO) related
to product labelling is confusing and
complex and can lead to inaccurate
information and incompatible use
restrictions. Additionally, one
horticultural association noted they have
seen labels with incorrect EPA-related
information, including HSNO approval
codes.

Some regulations are too onerous

The regulatory requirements to gain
approval are too onerous

Some manufacturers, agricultural and
horticultural associations, and R&D
bodies indicated that some regulatory
requirements are too onerous.
Stakeholders highlighted what they saw
as excessive data requirements and the
costs of generating that additional data
eroding sustainable profit margins. Other
stakeholders indicated the regulator does
not ask for enough information to
understand real-world impacts, and that
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there are risks of applicants cherry-
picking data.

Several stakeholders discussed how the
requirements are applied to veterinary
pharmaceuticals. One said that, in broad
terms, the focus on quality assurance of
veterinary pharmaceutical chemicals was
excessive when applied to managing
risks of animal feed. One manufacturer
noted that for some externally used
products, or products designed for
companion animals, there is no trade risk
present. Some stakeholders discussed
the way veterinary medicines are treated
in the current regulatory system. For
example, a stakeholder said they should
be excluded from HSNO but if regulations
did not change, it was important for NZFS
to retain key experienced staff so they
can continue to take a pragmatic
approach to these products.

One horticultural association said that
the current regulatory system does not
support the government’s stated goal of
doubling exports.

Permitted uses are too restrictive

One horticultural association said that
the approvals system was too restrictive,
and wanted the ability to obtain
something akin to minor use permits
available in other jurisdictions, so they
could use a larger number of products
off-label, especially on smaller crops
where obtaining specific approval is too
costly. They said that the industry advice
and controls in place would help to self-
regulate this type of use. One stakeholder
made a similar point regarding the
exemption and class determination
systems, stating they were “overly

restrictive” and could take a different
approach with lower risk products.
Stakeholders’ views on a different
framework for lower risk products is
discussed further in the section on risk.

The regulators lack enough trained
staff

A few stakeholders commented on the
regulators’ staffing levels. They noted
that insufficient staffing levels are
affecting the speed of assessment and
reassessment processes. Manufacturers
and environmental and public health
stakeholders noted that getting the
expertise and skills required to evaluate
products is difficult - and worse again
because we require expertise specific to
New Zealand’s unique challenges. They
advocated for attracting the appropriate
assessment and toxicology talent and
commented on the constrained
availability of capability in this field
worldwide.

Agricultural associations and
environmental stakeholders raised
under-resourcing issues with both
regulators, and agricultural associations
discussed the balance of resourcing
directed towards assessments versus
reassessments. Public health
stakeholders highlighted the need for up-
to-date models, and the lack of
toxicologists and independent analysists.
Manufacturers discussed general
capability and staff turnover.

Manufacturers also noted they are unsure
about the staff composition and
expertise on governance boards at the
regulators and wondered if they have
people with commercial experience.
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3. Specificissues raised

Hemp

Many stakeholders discussed the barriers
the regulatory systems pose to the hemp
and hemp byproduct industries.
Stakeholders included manufacturers
and growers, public health and
environmental groups, and others.
Among those others were individual
industry supporters, academics,
journalists, and consumers. Stakeholders
expressed similar views on expanding the
industrial hemp industry and the benefits
of doing so, including growing local
opportunities and new revenue streams,
supporting sustainable agricultural
practices, and carbon sequestration.

Stakeholder comments on residue levels
in animal products where hemp products
are used in feed and the potential
trade/market implications of those
residues were relevant to the Review.

Apiculture

Apicultural stakeholders expressed views
similar to other agriculture and
horticulture stakeholders with respect to
the need to reduce approval times for
new products and to streamline and
reduce system overlaps. However, they
also noted the need to facilitate access to
improved products for growers and
appropriately managing those risks. They
focused on their regular need for new
miticides to control varroa mites, which
continually develop resistance. Delaying
access to treatments has implications for

bee health and production. Residues of
glyphosate in honey have also presented
trade risks in the past, and the apiculture
stakeholders stressed the importance of
good exporting standards, continued
management of New Zealand’s
reputation for safe food and a greater
understanding of how residues are found
in honey.

Pest control

Several stakeholders in the pest control
industry, including stakeholders who
focus on aquatic, horticultural, or
environmental pests, commented on
their need to have multiple products
available, particularly to deal with New
Zealand-specific pests, and the speed of
approvals.

Some detailed the challenges they
encountered with the approval process
and the need to obtain three or four
approvals (if on Department of
Conservation land) to conduct field
research. Because the approvals are time
limited, if their approval period lapses
due to delays or other factors, they must
start again.

One stakeholder noted that only two
vertebrate toxic agents (VTAs) have been
approved in 13 years. This stakeholder
suggested New Zealandisin a
biodiversity crisis and has problems that
are different from those the products
were developed to address. For that
reason, there is a need for New Zealand
to develop more bespoke solutions.
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Product resistance

Many horticultural associations
discussed how their industry is impacted
by product resistance. They noted that it
drives a need for constantly evolving
products and technology. This flows into
their discussions on the speed of
approvals, the need for specific expertise
from the regulators, and their ability to
compete in international markets. A few
stakeholders mentioned the regulatory
system influencing whether they develop
products locally.

Hi-Cane

Some stakeholders mentioned Hydrogen
cyanamide (Hi-Cane), a plant growth
regulator widely used in New Zealand.
Because it was the subject of a public
consultation process, with those
submissions publicly available?, we have

not sought to reflect all of those views in
this report.

Regulator cost recovery

Manufacturers and environmental
stakeholders expressed views on the
funding levels for both regulators, the
allocation of that funding, and their view
that the EPA’s functions are under-
recovered. Some expressed the view that
EPA could be more efficient with the
resourcing they have. Environmental
stakeholders generally agreed that the
EPA’s cost recovery should be increased.

Exporters and agricultural and
horticultural associations expressed a
desire for more transparency of the use of
cost-recovered funds and the impact of
those funds on the regulator’s services to
industry, who pay those costs.

4 https://www.epa.govt.nz/public-
consultations/decided/hydrogen-cyanamide-
reassessment/
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4. Out of scope issues

The Review’s TOR identified some matters that were out of scope of the Review. Some
stakeholders commented on those matters. For completeness, we have included their
comments in this report, and they may be considered for future work on these regulatory

systems.

Regulation not directly covered by the ACVM and HSNO

regulatory systems

Some stakeholders commented on
regulatory systems that intersect with
ACVM and HSNO. They included:

e Health and Safety at Work
(Hazardous Substances)
Regulations 2017

e Animal Products Act 1999

e Biosecurity Act 1993

e Regional / District Council Plans
(Land, Air, Water) or Conservation
Management Plans/Strategies and
National Park Management Plans

e Resource Management Act
(Exemption) Regulations 2017

e Department of Conservation
Permissions

e Medical Officer of Health
Permissions

e Misuse of Drugs Act 1975

They noted that these intersecting
systems impact their use or trialling of
agricultural and horticultural products.
They indicated that in some cases,
legislation and linkages between the
different pieces of regulation were not
sufficiently robust.

One stakeholder highlighted that these
intersecting systems (including Animal
Ethics and the Department of
Conservation), combined with animal
behaviour and environmental conditions,
makes R&D trials resource intensive and
lengthy. Further, because containment
and research approvals are time-limited,
if these factors cause delays beyond the
approved time, researchers must seek
new approvals which has cost
implications for their business.

Other functions of the regulatory system (monitoring and

compliance)

Many stakeholders from R&D bodes,
public health, environmental, and
veterinary groups and manufacturers
expressed the view that there is
insufficient monitoring and enforcement
activity for agricultural and horticultural
products. Some stakeholders highlighted

that no data is collected on product sales
and use, resulting in poor auditing.

Environmental stakeholders expressed
the view that New Zealand lacks the
information needed to appropriately
manage the risks of chemicals in the
environment. They noted that without
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monitoring, harm continues without
detection. One stakeholder mentioned
some products with non-exempt claims
being on the market for some time before
enforcement action was taken.

Several stakeholders mentioned areas
where New Zealand could learn from
international practice and provided
examples such as a Pollution Release and
Transfer Register, a national data
collection platform which joins dots
between permitted discharges and
monitoring and traces of contaminants.
One environmental stakeholder noted
that the environmental fate of some
contaminants is poorly captured or
missed. They said thisis due in part
because the regulators have not been
given the power to collect sales
information.

27





Appendix 1: Organisations that made

submissions

Agrizero
AgResearch

Animal and Plant Health New Zealand
(APHNZ)

Animal Medicines Australia
Apiculture NZ

Apple and Pear Board
Balance

Bayer New Zealand

Beef & Lamb NZ

The Brothers Green

Buzz Club Otaki

CH4 Global

Dairy Companies Association of New Zealand
(DCANZ)

DairyNZ

dsm-firmenich

Environmental Defence Society
Environmental Law Commission
EpiVets

Farmers Fruits

Federated Farmers

Feed Ingredient and Additives Association of
Australia (FIAAA)

Fertiliser Association of New Zealand (FANZ)
FMC New Zealand

Fonterra Co-operative Group Limited

GLA Pharma Ltd

Hale Animal Health

HortNZ

International Accreditation New Zealand
(IANZ)

Jaychem

Mars NZ and Royal Canin
Midlands Seed Ltd

Ngai Tahu HSNO Komiti

New Zealand Grain and Seed Association
(NZGSTA)

New Zealand Medicinal Cannabis Council
New Zealand Kiwifruit Growers (NZKGI)
NZ Hemp

NZ Pork

NZ Veterinary Association

NZ Wine

Orillon

Parklink

Parliamentary Commissioner for the
Environment

Petfood NZ

Ruminant BioTech

Syngenta

Tasmanian Hemp Association
UPL New Zealand

Venture Taranaki

Waikato District Council
Waikato Regional Council
Zero Invasive Species

Zespri






Our considered document outlines the magnitude of change that each of these Objectives would bring to our
sector, and while the removal of the regulatory burden that we have identified in Objective 1 is important, it
has the lowest expected positive impact for our sector when comparing to Objectives 2 to 5, all of which
appear to be excluded from your adopted “Approach 1”(see the summary on Page 16 for quick reference).
Furthermore, your adopted “Approach 1” would appear to consider only a portion of the potential Regulatory
change that we identified for Objective 1 alone, with the removal of iHemp from the Misuse of Drugs Act 1975
being an obvious example.

In comparison to our Objective 1, let us also consider Objective 3. In contrast to our current regulatory
settings, in 2024 the USA realised US$417 million in revenue for iHemp grown outdoors, with US$386 million
(approx. 93%) of this revenue generated by the sale of Floral Hemp or “Leaves and flowers” (as per Statistics
released April 17, 2025, by the National Agricultural Statistics Service (NASS), Agricultural Statistics Board,
United States Department of Agriculture (USDA)). In comparison, the supply of these parts of the iHemp plant
are currently constrained in New Zealand within the Misuse of Drugs Act 1975 and the Medicines Act 1981,
and obviously represent a significant growth opportunity if these regulatory settings were to be amended.

Furthermore, let us also consider our Objective 2. As mentioned prior, all of our membership groups were
directly involved in submissions for the recent Agricultural and Horticultural Products Review relating to Hemp
Products and Hemp Animal Feed, and we have also attached the report content from this review relating to
Hemp (see page 24 of the attached Summary of engagement), which was also mentioned in your Media
communications in February. Obviously the exclusion of MPI ACVM from any immediate iHemp Regulatory
review therefore appears to be contradictory and counter-productive.

The above is without even making a start on comparisons to our Objective 4 (5 star) and Objective 5 (4 star),
which along with Objective 3 we have identified as having the greatest magnitude of change across our 5
Objectives.

However before we take our concerns public and to a wider audience of MPs and Government officials, our
coalition of the AHA, NZHIA and NZMCC would ask that you reconsider the alternative Approach 2
recommended by your officials, with the local iHemp industry seeking a review more in line with Approaches 2
or 3than Approach 1.

Of course we are all looking forward to working with the MfR and the MoH on the subsequent Industrial Hemp
Regulatory review in 2025 once confirmed, but to enable the local iHemp industry this review needs to be
extended beyond Approach 1 in the attached briefing document, so that we can bring positive and meaningful
regulatory changes into effect for the benefit of all New Zealanders.

Thank you again for your support of the New Zealand iHemp Industry via the facilitation of this Regulatory
review, and as outlined above we would ask that the scale of the intended regulatory review is reconsidered
and a bold and comprehensive approach adopted that will truly unlock the future potential of this industry
sector.

Andrew Davidson Richard Barge Sally King
Board Chair NZHIA Chair . .

Executive Director
m +64 27 539 5863 NZHIA 021 61 85 61
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PO Box 65, Ashburton 7740 Email:
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From: Timothy McGiven <Timothy.McGiven@regulation.govt.nz>

Sent: Wednesday, 9 April 2025 11:24 am

To: richard@beok.co.nz

Cc: 'Sally King' <sally.king@nzmcc.nz>; Andrew Davidson <andrew.davidson@midlands.co.nz>; Hello
<Hello@regulation.govt.nz>; Peter Clark <Peter.Clark@regulation.govt.nz>; Vy Nguyen
<Vy.Nguyen@regulation.govt.nz>

Subject: Industrial hemp regulations - update and response to information request

Kia ora Richard

Thanks for your patience on this — | have some updates for you below.

First, please find attached the briefing you requested — you will note that due to our internal processes
we have logged it as an OIA. | can confirm that after considering this advice the Minister agreed in
principle to Approach 1. The letter contains additional context for you to be aware of when you read the
briefing.

Second, I’d like to introduce you to Peter Clark (Manager, Regulatory Reviews) and Vy Nguyen (Senior
Advisor, Regulatory Reviews). Peter and Vy’s team led the Agricultural and Horticultural Products
Regulatory Review and they will now be leading this work on industrial hemp for the Ministry. | will
remain involved in a supporting role. | also understand you may have met Peter previously when you
met with the Minister’s Office as he was acting as Private Secretary at that time.

Third, we are currently finalising our timeframes for this work with the Ministry of Health (please note
that the timeframes in the briefing are no longer current — we are working through the forward timeline
now). We are planning to hold a virtual workshop with the sector to discuss any questions you have and
options for amending or revoking the Misuse of Drugs (Industrial Hemp) Regulations 2006. Vy will be in
touch with you with further details soon.

Also, it’s great to see the Primary Production Committee’s report was released yesterday.

Kind regards,

Timothy McGiven (he/him)
Principal Policy Advisor, Regulatory Stewardship
Ministry for Regulation

From: richard@beok.co.nz <richard@beok.co.nz>

Sent: Friday, 4 April 2025 3:43 pm

To: Timothy McGiven <Timothy.McGiven@regulation.govt.nz>

Cc: 'Sally King' <sally.king@nzmcc.nz>; 'Andrew Davidson' <andrew.davidson@midlands.co.nz>
Subject: RE: MFR Scope and terms of reference for the iHemp industry Review

Good afternoon, Tim,

| trust this email finds you well.
On behalf of the NZHIA, AHA and NZMCC, | am following up on previous conversations to see how you are
getting on with the terms of reference/scope of the review of the Industrial Hemp Regulations.
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Following the successful field and factory visit for officials and MPS on the 24th March ( a link to one of the
many articles is included below), we are starting to work on the list of items/issues that can be managed by
Chris James and his RPA team at MOH. This will cover workability issues that can be accommodated within
the existing regulations via an enabling interpretation of the regs or simple changes to forms and procedures
that do not require changes to the regulations.

This will ensure MFR/MOH can focus on a comprehensive review, to highlight changes to the regulations that
will more fully enable the industry and ensure that recommendations to cabinet, follow up actions and
timelines have significant benefit and allow the industry to achieve growth (and realise export potential),
particularly in regard to the key 5 objectives highlighted in the strategic proposal for regulatory change
proposal, copy attached.

We are very keen to have input on the drafting of the scope of the review and look forward to hearing back from
you on the next steps and timing of the review, along with a copy of the MFR briefing to Minister Seymour.

We remain at your service and are keen to keep the momentum going on the review of the industrial hemp
regulations to ensure we achieve meaningful change.

Article regarding the 24th event https://www.rnz.co.nz/news/country/556843/industrial-hemp-should-be-an-
agricultural-crop-not-a-drug-says-grower

Kind regards
Richard

Richard Barge
NZHIA Chair

NZIHIA

Food. Fibre. Health.
New Zealand Hemp Industries Association Inc
22 Gracechurch Drive, Flat Bush, Auckland 2016
Phone: 09 533 6690
Mobile: 021 706 690
Web: www.nzhia.com

Email: richard@nzhia.com

The information contained in this email and any attachment is confidential. It is intended only for the named addressee(s). Access, copying, dissemination or re-use of
information in it by anyone else is unauthorised. Any views or opinions presented are solely those of the author and do not necessarily represent those of NZ Hemp Industries
Association Inc

From: Timothy McGiven <Timothy.McGiven@regulation.govt.nz>

Sent: Thursday, 13 March 2025 2:09 pm

To: richard@beok.co.nz

Cc: 'Sally King' <sally.king@nzmcc.nz>; Andrew Davidson <andrew.davidson@midlands.co.nz>
Subject: RE: MFR Scope and terms of reference for the iHemp industry Review

Thanks Richard — just acknowledging receipt of your email and that I’'ll get back to you all ASAP. On
providing the briefing paper —yes we will provide that. We just need to check in with other agencies that
inputted before sharing.

Thanks for your patience,

Kind regards
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Tim

Timothy McGiven (he/him)
Principal Policy Advisor, Regulatory Stewardship
Ministry for Regulation

Tméra: timothy.mcgiven@regulation.govt.nz

Ministry for Regulation

Te Manatiui Waeture

www.regulation.govt.nz

From: richard@beok.co.nz <richard@beok.co.nz>

Sent: Wednesday, 12 March 2025 3:58 pm

To: Timothy McGiven <Timothy.McGiven@regulation.govt.nz>

Cc: 'Sally King' <sally.king@nzmcc.nz>; Andrew Davidson <andrew.davidson@midlands.co.nz>
Subject: MFR Scope and terms of reference for the iHemp industry Review

Kai ora Tim,

On behalf of AHC, NZMCC and NZ Hemp Industries Association, we are supportive of the review
announcement and would like to build a positive working relationship with MFR during the review
process.

Considering the effect that the scope of the MFR review will have on the iHemp industry, we are
proposing we be proactive, offering insight and options for the draft terms of reference/scope of the
review, prior to the final announcements.

We're all very conscious that there are some low hanging fruit, regarding workability and interpretation
of the regulations. But the economic growth, environmental and social outcomes will only be achieved
with a bold approach and truly “enabling” recommendations made to Cabinet. Addressing the
regulatory challenges around low THC hemp products for consumption is what will assist most with
doubling NZ exports.

The coalition would be grateful for the opportunity to comment and provide feedback on the
terms/scope of the review currently being considered.
® Canyou provide an indication on the process/timetable for consultation, review and submission
to cabinet?
® Areyou willing to share the current MFR thoughts on what will be in/out of scope? For feedback
and comment before the review is announced.

We would also be grateful for copies of the documentation offered to Ministers ahead of the decision to
undertake a review of iHemp regulation; in particular the briefing paper to, and details of the directions
given by, the Minister. This is not for publication, rather for reference. We ask in good faith - aiming to
avoid using the OIA process as we appreciate how clumsy and time consuming the OIA can be for
officials.

I have copied in on this email, Andrew Davidson (Aotearoa Hemp Alliance) and Sally King (NZ Medicinal
Cannabis Council), who partnered with us on the “Hemp industry strategic proposal for regulatory

change” document highlighting 5 key objectives. I’d be grateful if they could be included in any replies.

We are committed to the review and again offer our help and assistance to MFR, and we look forward to
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working closely with the coalition to make the most of the review.

Kind regards
Richard

Richard Barge
NZHIA Chair

NZIHIA

Food. Fibre. Health.
New Zealand Hemp Industries Association Inc
22 Gracechurch Drive, Flat Bush, Auckland 2016
Phone: 09 533 6690
Mobile: 021 706 690
Web: www.nzhia.com

Email: richard@nzhia.com

The information contained in this email and any attachment is confidential. It is intended only for the named addressee(s). Access, copying, dissemination or re-use of

information in it by anyone else is unauthorised. Any views or opinions presented are solely those of the author and do not necessarily represent those of NZ Hemp Industries

Association Inc

From: Timothy McGiven <Timothy.McGiven@regulation.govt.nz>
Sent: Wednesday, 26 February 2025 9:32 am

To: richard@beok.co.nz

Cc: admin@nzhia.com

Subject: RE: Discussion with NZHIA in the new year on industrial hemp regulations

Thanks Richard - Yes we would definitely welcome engagement with NZHIA throughout the review. | will
aim to get out timelines and a project overview in the next couple of weeks. Apologies for any delay —we
are in a very busy period at the moment.

Cheers

From: richard @beok.co.nz <richard@beok.co.nz>

Sent: Wednesday, 26 February 2025 9:04 am

To: Timothy McGiven <Timothy.McGiven@regulation.govt.nz>

Cc: admin@nzhia.com

Subject: RE: Discussion with NZHIA in the new year on industrial hemp regulations

Hi Tim,

Thank you again for sharing the press release last week, the review is indeed very timely, and we are keen to
make the most of the opportunity.

Can you provide us with any timelines for the process? Details on the scope of the “comprehensive” review,
such as what is going to be considered and how industry can be involved.

We are very keen to support the MFR review and make it as useful as possible and can help co-ordinate the
industry to focus on the issues and provide feedback on the areas to be considered.

Our specific aims are to get iHemp (as defined by the iHemp Regulations, less than 0.35% THC) out of control
of Moda and have full plant utilisation, allowing access to the revenue streams from all parts of the plant.

The above is covered by the 5 Objectives in the “Hemp industry strategic proposal for regulatory change”
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We will also be continuing to work with MPI on telling our story, so the above proposal has some context within
government, by explaining what the products are, who makes them, the size of the markets etc, so they can
see why removing the barriers under the 5 Objective headings is a good idea and will lead to growth.

Any information that you can provide on the review would be of great use to the NZHIA as we prepare for
making the most of the review opportunity presented by Hon David Seymour and the MFR.

Kind regards
Richard

Richard Barge
NZHIA Chair

NZIHIA

Food. Fibre. Health.
New Zealand Hemp Industries Association Inc
22 Gracechurch Drive, Flat Bush, Auckland 2016
Phone: 09 533 6690
Mobile: 021 706 690
Web:  www.nzhi m

Email: richard@nzhia.com
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information in it by anyone else is unauthorised. Any views or opinions presented are solely those of the author and do not necessarily represent those of NZ Hemp Industries
Association Inc
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