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What has Australia done
to manage these
challenges ?



Multiple

agencies




Australian Pesticides & Veterinary

Medicines Authority
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New Zealand

~0O0

STANDARDS

Australia = New Zealand

Te Mana Kounga Kai - Ahitereiria me Aotearoa



MRLs arising from product registration [ e ———

ustralian Pesticides and
‘eterinary Medicines Authority

Industry makes
registration Product chemistry

application
Human Health

APVMA Assessment /m

Efficacy & Target
Safety

Residues Determines MRL
assessment & establishes Standard

MRL based
on GAP

Australia New
Label use Dietary Zealand Food

pattern Exposure Standards
GAP Assessment Code

Data from
studies




% :OO STANDARDS
Australia « New Zealand
Te Mana Kounga Kai - Ahitereiria me Aotearoa

Import request and
previous year Codex

MRL
- Annual process for

considering import MRLs
PRI & Codex MRL alignment

Australia Ne
Assesse_s N_IRL Determines Z(Lelalanél Foovcli/
harmonisation & establishes Standards
requests MRL Code

Supporting Dietary
technical Exposure
information Assessment



Product registration applications

Australian Pesticides & Veterinary Food Standards Australia
Medicines Authority New Zealand

Australian Government

Australian Pesticides and
Veterinary Medicines Authority




Annual import MRL requests
and Codex alignment

Product registration applications

Australian Pesticides & Veterinary Food Standards Australia
Medicines Authority New Zealand
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Product registration applications
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Annual import MRL requests

Product registration applications

and Codex alignment

—OQODRENERS

Te Mana Kounga Kai - Ahitereiria me Aotearoa

*  Australian Government
© Australian Pesticides and
Veterinary Medicines Authority

Determines & establishes MRL Determines & establishes MRL

Australia New Zealand

MRL Standard Food Standards Code

Dept's Ag monitor & enforce Dept’'s Health monitor & enforce
compliance of compliance in
use with approved label directions legal supply of food



Can MRLs differ between
the two standards?

YES

It is possible to have different MRLs in the two standards

This will occur if the request for an import MRL is higher than
that required for the local GAP (label use)

But the two standards remain independent from one another
BECAUSE
they are serving different enforcement purposes

Australia New Zealand

MRL Standard Food Standards Code

Enforce compliance of Enforce compliance in
use with approved label directions legal supply of food
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Product Registration Off-labe
authorizations

Manufacturer requested Grower requested
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Off-label
authorizations

Manufacturer requested Grower requested

Only minor & emergency
uses approved via ‘Permit’

Product Registration

All uses approved via label

Facilitating outcomes for specialty crops
through data waivers and extrapolation




Facilitating outcomes for specialty crops
through data waivers and extrapolation

Representative crops and extrapolation principles for risk
assessment and data waivers
January 2019

https://www.apvma.gov.au/crop-groups/representative-crops-extrapolation-principles
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Facilitating outcomes for specialty crops
through data waivers and extrapolation

Utilizes
CROP GROUPING
principles

Representative crops and extrapolation principles for risk
assessment and data waivers
January 2019

https://www.apvma.gov.au/crop-groups/representative-crops-extrapolation-principles 21
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REPRESENTATIVE CROPS—DATA EXTRAPOLATION AND WAIVERS WITHIN CROP GROUPS 7

Crop group

Citrus fruit

Table 1—Extrapolation and data waiver guidance within crop groups

Representative crops*

Orange, lemon

Pome fruits

Apple, pear

Stone fruits

Cherry, plum, apricot/peach

Berries and other small fruits

Raspberries, blueberries,
grapes, strawberry

Bulb vegetables

Onion - bulb, spring onion

Brassica vegetables (except brassica
leafy vegetables)

Cauliflower, cabbage, brussel
sprouts

Legumes Beans, peas
Pulses Bean, pea
Tree nuts Almonds, macadamia

Leafy vegetables: Leafy greens and
Brassica leafy vegetables sub groups
only

Lettuce - head, leaf, spinach

Root and tuber vegetables: Root
vegetables and tuberous/corm
vegetables subgroups only#

Beetroot, carrot, potato

Cereal grains

Barley, wheat, oats, rice€

Qilseed

Canola, cotton, peanut

Herbs

Mint, parsley

Assorted tropical and sub-tropical fruits -
inedible peel

Litchi, avocado, banana,
mango, pineapple, kiwifruit

Fruiting vegetables, cucurbits

Cantaloupe, cucumber,
summer sguash

Fruiting vegetables, other than cucurbits

Tomato, peppers sweet

Stalk and stem vegetables

Celery, asparagus, artichoke

Edible fungi

Grass for sugar production

Sugar cane

Seed for beverages

Coffee

Assorted tropical and sub-tropical fruits -
edible peel

Spices

These are very diverse crop groups. Applicants should discussed proposed use with the APYMA and likely host crops for determination of appropriate

Risk Assessment areas
Residues OHS Environment Efficacy

Herbicide

Fungicide

Crop safety

Insecticide Herbicide Fungicide Insecticide

representative crops on a case-by-case bases.

* these are the identified representative crops, however alternatives may be proposed and discussed with the APVMA. € a separate
environmental data package would be required for rice when extrapolating to/from other cereals grains
# a separate efficacy data package would be required for aguatic root and tuber vegetable subgroup.

Extrapolation (data waiver) is possible

=

Extrapolation is not possible. Confirmatory data/argument required




Data sources for Minor & Specialty crops

Foreign data, CFOP
JMPR / Codex Data Grouping
assessments sources

International
principles of

+/- 25% and
Proportionality
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Funding solutions for minor / specialty crops

$23M awarded for 270 needs across 11 years of grant funding

201516  2016-17 2017-18 2018-19 2019-20 2020-21 2021-22 2022-23 2013-24 2024-25 2025-26

Grants
#

Total $ $1.6M $2.5M $1.7M $2M $2M $2Mm $2Mm $2m $2m $2Mm $3.5M
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Data protection

Add crop groups Extend up to 15 years

+ 6 - 18 months per crop group

« + 6 months per priority need
Add priority uses
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