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Transitioning to AICIS
introductions

Information for those introducing under
NICNAS exemptions

¢ Australian Government
“ Department of Health

Australian Industral Chemicals Introduction Scheme industrialchemicals.gov.au

Target audience and purpose

m Persons introducing industrial chemicals under certain NICNAS exemption
provisions

= non-cosmetic use (100 kg; no unreasonable risk)
= cosmetic use (<100 kg; no unreasonable risk)
= cosmetic use (<£1%; non-hazardous chemical)

m Transitional arrangements — introductions authorised until 31 August 2022
m Purpose — make the categorisation process as simple as possible
m Chemicals are not listed on our Inventory

m Introductions in accordance with R&D NICNAS exemptions also

authorised — AICIS categorisation see our website
https://www.industrialchemicals.gov.au/help-and-guides/extra-resources-help-you-categorise-your-
introduction/categorisation-chemicals-introduced-research-and-development

ustralian Government

epartment of Health
ustralian Industrial Chemicals Introduction Scheme
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Agenda

m Introduction to AICIS
m Assessed introductions

m The 6-step categorisation
process

m Information you need to
categorise

m Examples

¢ Australian Government

g E Department of Health
Australian Industrial Chemicals Introduction Scheme

Examples
1. Chemical - <100 kg/year
m Work through the 6-step process

m Obligations following categorisation
= Submitting pre-introduction report
= Records kept

2. Same chemical - £1%

3. Same chemical - <25 kg

4. Chemical - <10 kg

m Work through the 6-step process

m Obligations following categorisation
= Submitting post-introduction declaration
= Records kept

stralian Government

artment of Health
Australian Industrial Chemicals
Introduction Scheme

F\troduction to AICIS

industrialchemicals.gov.au




Introduction to AICIS _

m Australian Industrial
Chemicals Introduction
Scheme (AICIS)

m Replaced NICNAS in July
2020

m Regulate chemicals at
the point of introduction
into Australia

Post-
introduction
monitoring

AICIS Key
Functions

Inventory
management

¢ Australian Government

2 Department of Health
Australian Industrial Chemicals Introduction Scheme
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Risk-Based Introduction Categories

If the chemical introduction is not listed on the Inventory

Commercial
Evaluation Authorisation

Listed Exempted Reported Assessed

« The chemical is on the « It's a very low-risk * It's a medium- to

« It's a low-risk

Inventory

« Can be introduced if it's
within the terms of the

Inventory listing
« Keep records
* No fee

! Australian Government
% Department of Health

introduction

* Submit a once-off
declaration after the
chemical introduction

* Keep records

* No fee

Australian Industrial Chemicals Introduction Scheme

introduction

« Submit a once-off
report before the
chemical introduction

« Keep records

* No fee

high-risk introduction « Determine the chemical's
+ Apply for an assessment  commercial potential
+ Assessment certificate « Apply for an authorisation
needed before the « Authorisation needed
chemical introduction before the chemical
« Keep records introduction
« Application fee * Keep records
« Application fee




6/30/2022

Legislation/information to categorise

Key documents Information on our website
m Industrial Chemicals Act 2019 m Categorisation Guide
, . https://www.industrialchemicals.gov.au/help-
m Industrial Chemicals (Gener al) and-guides/quide-categorising-your-chemical-
Rules 2019 importation-and-manufacture
m Industrial Chemicals m Extra resources, e.g. categorisation of:
Categorisation Guidelines = chemicals in cosmetics
https://www.industrialchemicals.gov.au/ab = polymers

out-us/industrial-chemicals-law-australia

= chemicals in fragrance blends
= polyhalogenated organic chemicals

= etc.
https://www.industrialchemicals.gov.au/help-
@%‘LM and-quides/extra-resources-help-you-
e O sateai e categorise-your-introduction

Assessed introductions

industrialchemicals.gov.au



https://www.industrialchemicals.gov.au/help
https://www.industrialchemicals.gov.au/ab
https://www.industrialchemicals.gov.au/help
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Assessed introductions

Some introductions will likely be categorised as assessed
m Chemicals with a sequence of 4 to 20 fully fluorinated carbon atoms

m Persistent polyhalogenated organic chemicals >100 kg/year

m Certain chemicals at the nanoscale

m Persistent gases >100 kg/year

m Organotin chemicals >10 kg/year

m Chemicals with hazard characteristics in human health hazard band C*

m Chemicals with hazard characteristics in environment hazard band D

m Chemicals with certain end uses: tattoo inks, personal vaporisers, offshore,
firefighting, intentional release (e.g. town water treatment, soil conditioner)**

tralian Government
artment of Health
ralian Industrial Chemicals Introduction Scheme

Applications for assessment

m An application for an assessment certificate must be submitted for
introductions of chemicals categorised as assessed

m Introduction of the chemical must be in accordance with the terms of the
issued certificate

m Timeframe: generally 70 working days
m Fee applies

https://www.industrialchemicals.gov.au/business/apply-assessment-certificate#timeframes-
and-assessment-process

m Applications can also be submitted for introductions otherwise categorised
as exempted/reported (e.g. to have the chemical added to our Inventory)

LV Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

10


https://www.industrialchemicals.gov.au/business/apply-assessment-certificate#timeframes
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The 6-step categorisation process

industrialchemicals.gov.au

m Categorisation for exempted and
reported is a 6-step process —
you may not need all 6 steps

m The category for the majority of
introductions meeting the
NICNAS exemption criteria will
be determined using all 6 steps

m We have video guides available
on our website to step you
through it:
https://www.industrialchemicals.gov.au/
help-and-quides/video-quides-learn-
about-aicis-and-your-obligations/video-
series-categorising-your-introduction

Work out your introduction

Important:

m If a chemical was introduced
under the NICNAS exemptions,
it does NOT mean that it is an
exempted introduction under
AICIS - the criteria are NOT the
same.

12
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Can you rule out

Is it automatically
‘Exempted'?

‘Exempted’ or 'Reported'?

Is it automatically
‘Reported'?

Work out your introduction

What is the human
health risk?

category

What is the

environment risk?

Outcome

* . - -
TN 5t T :
[ a Vet Wt v
Pssessed Vary the terms Exempted Reported = medium to high - medium to high « Assessed
of the «low «low « Reported
Inventory listing s very low = very low + Exempted

Outcome = your introduction category
® Exempted OR

® Reported OR

® Assessed

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme
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Work out the indicative risk
Steps 4 and 5

Human health exposure band Environment exposure band
4

! D Medium
< |C Low risk to high
< (153
3 . - .
— - C Low risk  [Low risk  [VIEL[T¥ly
S (B Very low | Very low | Low risk £ to high
2 risk risk g risk
= 5 B Very low [Lowrisk | Low risk
E A Very low |Very low |Low risk |Low risk 2 risk
£ risk risk E
g€ |NotA, |Verylow |Verylow |Verylow |Verylow £ A Very low |Verylow [Lowrisk [Low risk
£ |B,orC |risk risk risk risk H risk risk

‘S [ NotA, B, Very low |Verylow |Verylow |Verylow
¢ Australian Government & CorD |risk risk risk risk

Department of Health
Australian Industrial Chemicals Introduction Scheme

14
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Indicative human health risk

Medium
to high

environment risk

Indicative

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

Work out your introduction category

Step 6 — use the results from steps 4 and 5

15

1. Working out exposure bands (step 4.3 and 5.3)

= need human health categorisation volume
(HHCV) and environment categorisation
volume (ECV)

= quick option: don’t apply exposure and

Tips for faster categorisation

Are you aiming for an exempted or reported introduction?

Human health exposure band

Low risk

Very low
risk

Medium
to high
risk

Very low
risk

Medium
to high
risk

Low risk

Very low
risk

Very low
risk

Low risk

Medium
to high
risk

Medium
to high
risk

Low risk

release reduction factors T c
= HHCV and ECV = introduction volume 3
Example: introduction volume <100 kg — § (B
regardless of use - HHCV <100 kg E
5
e A
! Australian Government S
: J:epnr(:uenl(::ﬂ Health E Not A,
Australian Industrial Chemicals Introduction Scheme i B' or C

16
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Tips for faster categorisation

Are you aiming for an exempted or reported introduction?

. Working out hazard characteristics (step 4.4 and 5.4)

= higher exposure bands = more hazard characteristics
to consider and need more information to be a very

low risk introduction

Human health exposure band

Example: human health exposure band 3

1

<100 kg
= low risk — absence of characteristics in s |C Low risk Medium  Medium
o : ;
hazard band C g [oigh S o high
= very low risk — absence of characteristics 'E B Very low | Very low
in hazard bands C, Band A B risk risk
= quick option: aim for low risk f;
2 |A Very low |Verylow \Low risk
! Australian Government -E risk risk /
" Department of ealth € [NotA, |Verylow |[Verylow |Verylow |Verylow
Australian Industrial Chemicals Introduction Scheme i B, or c risk risk risk risk

17

Information you need to categorise

industrialchemicals.gov.au
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Chemical identity

An introduction cannot be categorised without it

Option 1 Option 2 Option 3

Your supplier gives Your supplier gives Your supplier gives

you the chemical you enough you the introduction
identity (e.g. CAS information to allow category'?
number/name) you to categorise’

2t Australion Government = 'written undertaking required

FREgE T Department of Health

Aumelien Inchal Ehtnico oo Sehenme = 2not recommended for exempted/reported introductions

19

Written undertakings

The supplier holds certain information

m If you rely on information held by someone else (e.g. the overseas supplier
or manufacturer) to categorise your introduction, you must keep a written
undertaking from that person

m Information in the undertaking varies and depends on

= the introduction category
= the information held by that person

m More than 1 undertaking may need to be held for the same introduction

m Undertakings must confirm that the information can be provided if we ask
for it

! Australian Government

™ Department of Health
Australian Industrial Chemicals Introduction Scheme

20
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You don’t know the chemical identity

Option 2 - Supplier gives you enough information to categorise

m You need the categorisation elements that require the identity, e.g.

whether the chemical:
= is listed on our Inventory

= s listed in the Rotterdam or Stockholm convention
= meets the polymer of low concern (PLC) criteria

" is polyhalogenated

= contains certain elements (e.qg. tin, arsenic, cadmium, lead or mercury)
= has any known hazard characteristics

= is on ‘The list of chemicals with high hazards for categorisation’

= is a specified class of introduction

>, ? Australian Government
R Department of Health
Australian Industrial Chemicals Introduction Scheme

21

m Maximum introduction volume
m End use

m Introduction and end use
concentration (£1%7)*

m ‘certain chemicals at the
nanoscale’?

m Specified class of introduction?

https://www.industrialchemicals.gov.au/
glossary/specified-class-introduction

Other information you’ll lik

A

Hazard information:

m Known hazard characteristics of
the chemical

m Information that is available to
demonstrate the absence of
human health and environment
hazard characteristics

22

11
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Other information

Demonstrating the absence of hazard characteristics

m Information needed to demonstrate the
absence of hazard characteristics is set .
out in our Categorisation Guidelines

Human health exposure band

<100 kg
<1%

m HH EB3 - extensive hazard information c Low risk Medium  Medium
to demonstrate low risk is not required to high  to high

. risk risk
m Chemical must not be:

] B Very low |Very low | Lk6w risk ™\ Ve
= Known to have certain hazard risk risk t_okhigh
rs

characteristics

Human health hazard band

= On ‘The list of chemicals with high A |Verylowverylow Ytowrisk o risk
hazards for categorisation’ Not A, |Verylow [Verylow |Verytow |Verylow
B, or C |risk risk risk risk

an Government

ent of Health
n Industrial Chemicals Introduction Scheme
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Summary

m Introductions under the NICNAS exemption provisions must be categorised
under AICIS for introduction to be authorised beyond 31 August 2022

m Introductions may be categorised as exempted, reported or assessed

m There is a 6-step process to work out if your introduction can be exempted
or reported

m You need to know certain information about the chemical you are
introducing to be able to categorise the introduction

¢ Australian Government

f Health
ustrial Chemicals Introduction Scheme

24
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! Australian Government
e rtment of Health

alian Industrial Chemicals
Introduction Scheme

Examples

6/30/2022

industrialchemicals.gov.au

m Chemical is currently being
introduced into Australia in
accordance with the NICNAS
exemption criteria

m cosmetic use (<100 kg; no
unreasonable risk)

m Introducer needs to categorise
the introduction under AICIS

Example 1: scenario

They know:
m chemical identity
m <90 kg per year

m imported in shampoo, hand
soap, body wash

m chemical is a skin and eye
irritant, harmful to aquatic life

m they don’t have any tox/ecotox
study reports

26

13
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Example 1

Work out the introduction category

They know... W Chemicalisn't... H Steps 2-4... n Steps 5-6... u

» chemical identity * Inventory listed

<90 kg per year * Rotterdam or
Stockholm
Convention listed

» a UVCB or high MW
polymer

« halogen, tin, arsenic,
cadmium, lead or
mercury containing

imported in
shampoo, hand
soap, body wash

chemical is a skin
and eye irritant,
harmful to aquatic

ife , * on ‘The list of
« they don’t have chemicals with high
any tox/ecotox hazards for
study reports categorisation’
« a ‘specified class of
introduction

https://www.industrialchemicals.gov.au/help-and-quides/guide-
categorising-your-chemical-importation-and-manufacture

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme
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Australian Government | Australian Industrial Chemicals el gfiesicale ABGUIE EWS: GRHEELES ) Mgl

Department of Health Introduction Scheme Search webpages B

https://www.industrialchemicals.gov.
au/help-and-guides/quide-
categorising-your-chemical-
importation-and-manufacture

Home  Chemical information  Business  Cosmeticsandsoap  Consumers and community  Help and guides

Home Guide to categorising your chemical importation and manufacture Step 2: Introductions that are automatically categorised as exempted

Step 2: Introductions that are automatically categorised as

exempted & aean Coenas | usitin disdil rermiis St canicals Abitus Neos' Gofactis: A egln
Department of Health Introduction Scheme Search webpages n

Certain chemical introductions are considered to be ‘very low risk’ to human health and the {

Compliance obligations apply, including reporting and record-keeping.

Home  Chemical information  Business  Cosmeticsand soap  Consumers and community  Help and guides

On this page

Home > Guide to categorising your chemical importation and manufacture > Step 3: Introductions that are automatically categorised as reported
Chemicals that are imported and subsequently exported

7?‘/ S — Step 3: Int ctions that are automatically categorised as

Low-concern biological polymers

reported

Chemicals that are A Certain chemical introductions are considered to be ‘low risk to human health and the environment and are therefore automatically categorised as reported

) ) ) introductions. Compliance obligations apply including reporting and record-keeping.
Chemicals resulting from non-functionalised surface treatment of listed chemicals

Before you start categorising your introduction
Australian Government ©On this page

Department of Health
Australian Industrial Chemicals Introduction Scheme

Step 0: Introductions that are in the listed category

Low-risk flavour or fragrance blend introductions

Chemicals that are only used for research and development

Step L lnirgductions that cannat be exampted o

28
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Work out the introduction category

They know... W
» chemical identity
<90 kg per year

imported in
shampoo, hand
soap, body wash

chemical is a skin
and eye irritant,
harmful to aquatic
life

they don’t have
any tox/ecotox

Steps 2-4... u

» Steps 2-3: not
automatically
exempted or
reported

* Step 4

Human health:

Chemical isn't... W

* Inventory listed

» Rotterdam or
Stockholm
Convention listed

» a UVCB or high MW
polymer

« halogen, tin, arsenic,

cadmium, lead or

mercury containing

on ‘The list of

chemicals with high

hazards for

Steps 5-6... u

study reports categorisation’
« a ‘specified class of
introduction
. https://www.industrialchemicals.gov.au/help-and-guides/quide-

% Australian Government

categorising-your-chemical-importation-and-manufacture

Department of Health
Australian Industrial Chemicals Introduction Scheme

Example 1

6/30/2022
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! Australian Government
Department of Health

Australian Industrial Chemicals
Introduction Scheme , B
Search webpages

Home  Chemicalinformation  Business ~ Cosmeticsand soap  Consumers and community  Help and guides

Key information:

» Chemical isn’t halogen,
tin, arsenic, cadmium,
lead or mercury
containing

* Chemical is imported in
shampoo, hand soap,
body wash

Home > Guide to categorising your chemical importation and manufacture > Step 4: Work out your introduction's risk to human health
Step 4.1 Introductions that are always medium to high risk for human health

Step 4.1 Introductions that are always medium to high risk for

human health

Some introductions are always medium to high risk to human health. This means they will be in the assessed introduction category and you need to apply foran
assessment certificate.

You are here because you have already gone through Steps 0, 1, 2 and 3 of the categorisation Before you start categorising your introduction

Step O Itroductions that are i th fste category
Step 1: Introductions that cannot be exempted or
: reporsd
Instructions %0

Step 2: Introductions that are automatically

Go through A, B and C to work out if you are, or are not, introducing any of these types of chemicals. You
categorised as exempted

must keep records of study reports and other information that you used to answer each question.

Step 3: Introductions that are automatically
categorised as reported

A. Does your chemical contain a sequence of 4 to 20 fully fluorinated carbon atoms (including per- and
poly-fluorinated alkyl substances, known as PFAS).

https://www.industrialchemicals.gov.

Step 4: Work out your introduction's risk to human
health

B. Is your chemical a certain organic chemical?.

au/help-and-guides/quide-
categorising-your-chemical-
importation-and-manufacture

C. Is your chemical a certain chemical at the nan le?.

Step 4.1 Introductions that are always medium

Example 1

30
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Step 4 continued

m Introduction doesn’t meet
criteria for internationally
assessed for human
health

m Human health
categorisation volume =
90 kg

m Human health exposure
band =3

Australian Government

epartment of Health
Australian Industrial Chemicals Introduction Scheme

Your human health exposure band

Exposure band 1

Key information:

* Chemical is imported in
shampoo, hand soap,
body wash

» <90 kg per year

Exposure band 2

+ The conc ion of your

< o 1

chemical at introduction is
less than 0.1 % and

+ The concentration is less
than 0.1 % across all your
introduction’s end uses
and

+ The introduction is not for
any consumer end use

« The calculated human
health categorisation
volume for your chemical
does not exceed 25kg

Scenario 2

+ The concentration of your
chemical at introduction is
less than 0.1 % and

« The concentration is less
than 0.1 % across all your
introduction’s end uses
and

* The introduction has at
least 1 consumer end use

Example 1

s e

= The calculated human
healt Akt

th categorisation
volume for your chemical
does not exceed 100kg

Scenario 2

* The concentration of your
chemical at introduction is
I:.:l than or equal to 1%

+ The concentration is less

than or equal to 1% across
all your introduction’s end
uses

31

Home

! Australian Government
“ Department of Health

Home

Guide to categorising your chemical importation and manufacture

Australian Industrial Chemicals
Introduction Scheme

Search chemicals Aboutus News Contact us

A Login

Search webpages

‘Chemical information Business C tics and soap C and

Step 4: Work out your introdu

Help and guides

risk to human health

Step 4.4 Work out your human health hazard charact S Human health hazard band C hazard characterist

Human health hazard band C hazard characteristics

Example 1

By Key information:

 chemical is a skin and eye irritant, harmful

reports

to aquatic life
« they don’t have any tox/ecotox study

» chemical isn’t on ‘The list of chemicals with
high hazards for categorisation’

This page accompanies step 4.4 Work out your human health hazard characteristics.

- o o , Human health exposure band
Do not start this page unless you have read Step 4.4 Work out your human health hazard efore you start categorising your introduction
characteristics 1
Step 0: Introductions that are in the listed category
Human health hazard characteristics are split into hazard bands. Hazard characteristics of most concern are Step 1 % n
ep 1: Introductions that cannot be exemgted or C LOW rlSk
in hazard band C, while those of lower concern are in hazard band A. reporied -
c |
Hazard band C has 5 hazard characteristics you need to consider. N T s
categorised as exempted
 carcinogenicity T |
» reproductive toxicity Step 3 Introductions that are automatically ﬁ B Very low Very low | Low risk
S e e
» developmental toxicity (o] g k g k
. = I ris ris
= adverse effects mediated by an endocrine mode of action -
Step 4: Work out your introduction’s risk tef hugleh
= genetic toxicity health =
S
R e o - Very low |Verylow |Low risk |Low risk
. £ risk risk
Australian Government
€ |[NotA, |Verylow |Verylow |Verylow |Verylow
Department of Health E] . . . .
Australian Indusirial Chemicals Introduction Seheme T B, or C |risk risk risk risk

32
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Work out the introduction category
They know... W Chemicalisn't... H Steps 2-4... n Steps 5-6... u
+ chemical identity * Inventory listed - Steps 2-3: not .« Step5
<S0kgperyear | |* Roerdemor suerately
: Ismg?nr:)%domhan d Convention listed reported
soap, body wash * aollJYé:eBr or high MW * Step 4
+ chemical is a skin oy ; i Human health:
L « halogen, tin, arsenic,
and eye irritant, cadmium, lead or - exposure band 3
lr;%rmful to aquatic mercury containing - chemical doesn’t
) » on ‘The list of have characteristics in
. theytdg/n t htave chemicals with high hazard band C
any [oxecoiox hazards for - indicative human
study reports categorisation’ health risk is low
« a ‘specified class of
introduction
Rt o . https://www.industrialchemicals.gov.au/help-and-guides/quide-
e categorising-your-chemical-importation-and-manufacture
Australian Industrial Chemnicals Introduction Scheme

Example 1

33

=
ian G lian Industrial Chemicals = = —
Department of Health Introduction Scheme 2

Home  Chemicalinformation  Business Cosmeticsandsoap  Consumers and community  Help and guides

Key information:

» Chemical isn’t halogen,
tin, arsenic, cadmium,
lead or mercury
containing

* Chemical is imported in

Home > Guide to categorising your chemical importation and manufacture > Step 5: Work out your introduction's risk to the environment
Step 5.1: Introductions that are always medium to high risk to the environment

Step 5.1: Introductions that are always medium to high risk to the
environment

Example 1

Some introductions are always medium to high risk to the environment. This means they will be in the
assessed introduction category and you need to apply for an assessment certificate.

You are at Step 5.1 because you've ruled out Steps 0, 1, 2 and 3 and have completed step 4 of
the categorisation process.

Instructions

Go through A. B, C, D and E to work out f you are, or are not introducing any of these types of chemicals
You must keep records of study reports and other information that you used to answer each question.

A. ls your chemical a certain gas?

B. Is your chemical a certain organotin chemical?

*C. Does your chemical contain a sequence of 4 to 20 fully fiuorinated carbon atoms (including per- and

poly-fluorinated alkyl substances, known as PFAS)2.

*D. ls your chemical 3 cartain ted organic chemical?.

“E. I your chemical 3 certain chemical at the nanoscale?.

Before you start categorising your introduction

Step 0: Introductions that are in the listed category

Step 1: Introductions that canniot be exempted or
reported

Step 2 Introdu
categorised as

Step 3: Introductio
categorised as rep

at are automatically
|

Step 4; Work out your introduction's rick to human
health

Step 5: Work out your introduction's risk to the
environment

Step 5.1: Introductions that are always medium
1o hic s i

34

shampoo, hand soap,
body wash

https://www.industrialchemicals.gov.
au/help-and-guides/quide-
categorising-your-chemical-
importation-and-manufacture

17
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: , Example 1
Key information:

Chemical is imported in
shampoo, hand soap,
body wash

<90 kg per year

Step 5 continued

m Introduction doesn’t meet
criteria for internationally
assessed for environment =

= Environment (:||:)) Your environment exposure band
categorisation volume =

90 kg Exposure band 1 Exposure band 2 ~ Exposure band 3 -

m Environment exposure - The calculated “The calculated + The calculated

environment environment environment
b an d = 2 categorisation volume fol categorisation volume for |  categorisation volume for
your chemical does not your chemical is greater your chemical is greater
exceed 25kg than 25kg, but no more than 1,000kg, but no
than 1,000kg more than 10,000kg

¢ Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

35

.
! Australian Government Australian Industrial Chemicals Seacchdbernicals Mbovitusy Hews Bortacius) 1 Tagin Key |nform at|o n: Exam ple 1

“ Department of Health Introduction Scheme .

Search webpages

» chemical is a skin and eye irritant, harmful to

Home Chemical information Business Cosmetics and soap Consumers and community Help and guides aq uatl C Ilfe

« they don’t have any tox/ecotox study reports

Home > Guide to categorising your chemical it ation and manufacture > Step 5: Work out your introduction’s risk to the environment * Chem!cal Isn t halogen’ tln’ arsen_lc.’

Step 5.4 Work out your environment hazard characteristics > Envirenment hazard band D hazard characteristics Cadmlum, lead or mercury Contalnlng

» chemical isn’t on ‘The list of chemicals with
high hazards for categorisation’

Environment hazard band D hazard characteristics

This page accompanies step 5.4 Work out environment hazard characteristics.

Environment exposure band

4

o Do not start this page unless you have read Step 5.4: Work out your environment hazard Before you start categorising yqUT oAUy o D
characteristics
Step 0: Introductions that are inf the listed cytegory
Environment hazard characteristics are split into hazard bands. Hazard characteristics of most concern are Step 1 Introciuctions that canndt be exempled or
in hazard band D, while those of lower concern are in hazard band A, reported
. Low risk | Low risk
Hazard band D has 5 hazard characteristics you need to consider:
Step 2 Introductions that are ajtorBcally|
categorised as exempted
« Contains arsenic, cadmium, lead or mercury ©
-
» Ozone depleting chemical Step 3 Introductions that o
" " categorised as reported -’ - .
S ke e ol B Very low |Lowrisk | Low risk
« Adverse effects mediated by an endocrine mode of action N .
Step 4: Work out your introducfion'€@k touman rlsk
« Persistent, bioaccumulative and toxic health =
-
c
[ 5 5
£ A Very low |Verylow |Lowrisk |Low risk
S risk risk
Australian Government 2
Department of Health S Not A, B,
Australian Industrial Chemicals Introduction Scheme c
fir] CorD

36
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Work out the introduction category

They know... W
» chemical identity
<90 kg per year
imported in
shampoo, hand
soap, body wash

chemical is a skin
and eye irritant,
harmful to aquatic
life

they don’t have
any tox/ecotox
study reports

Chemical isn't... W

* Inventory listed

» Rotterdam or
Stockholm
Convention listed

» a UVCB or high MW
polymer

« halogen, tin, arsenic,
cadmium, lead or
mercury containing

* on ‘The list of
chemicals with high
hazards for
categorisation’

« a ‘specified class of
introduction

Steps 2-4... u

» Steps 2-3: not
automatically
exempted or
reported

» Step 4

Human health:

- exposure band 3

- chemical doesn’t
have characteristics in
hazard band C

- indicative human
health risk is low

Steps 5-6... u
» Step 5
Environment:

- exposure band 2

- chemical doesn’t
have characteristics
in hazard band D

- indicative
environment risk is
low

» Step 6

Reported introduction

Department of Health

Australian Government

https://www.industrialchemicals.gov.au/help-and-quides/guide-

categorising-your-chemical-importation-and-manufacture

Australian Industrial Chemicals Introduction Scheme

6/30/2022

Example 1

37

Work out your introduction category

Step 6 — use the results from steps 4 and 5

Indicative human health risk

Indicative

environment risk

Very low Low Medium
Very low |Exempted | Reported [WASS=STLe!
Low Reported/| Reported [NWASEESS=G|

Assessed

Department of Health

Australian Government

Australian Industrial Chemicals Introduction Scheme

Assessed

Assessed

38
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Before they introduce:

m Submit a pre-introduction report
(PIR)

https://www.industrialchemicals.gov.au/b
usiness/reporting-and-record-keeping-
obligations/pre-introduction-reports-
reported-category

m Make sure they can meet their
record keeping obligations

https://www.industrialchemicals.gov.au/b
usiness/reporting-and-record-keeping-
obligations/record-keeping-obligations-
reported-introductions

Example 1: Following cate

6/30/2022

After they introduce:

m Introduce chemical in
accordance with the PIR terms

m If the introduction circumstances
change, vary the PIR*

m Keep records about the
introduction

m Indicate that they are introducing
chemicals in the reported
category in their annual
declaration

39

Pre-introduction report (PIR)

m The Australian introducer (or an agent) must submit a pre-introduction
report (PIR) for reported introductions

m Submission is via our business portal
m The contents of the PIR differs depending on the type of introduction

m Main type: ‘highest indicative risk is low risk and the other types do not
apply
= Chemical identity information is required

» This can be provided securely by overseas suppliers - they need to be
enrolled in and then login to our portal

m Step-by-step guide to complete/submit the report:
https://www.industrialchemicals.gov.au/business/reporting-and-record-keeping-
obligations/pre-introduction-reports-reported-category/pre-introduction-report-highest-
indicative-risk-low-risk

! Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

40
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https://www.industrialchemicals.gov.au/business/reporting-and-record-keeping
https://www.industrialchemicals.gov.au/b
https://www.industrialchemicals.gov.au/b

6/30/2022

Users  Registraion  Payments  Annualdeclaration  Chemical inventory services

Key information:
» they know chemical identity

Portfolio 1D
Business name
Report contact

What is the type of your pre-introduction report?*

riskis low isk and the other types do not apply

Whatisthe name of the industrialchemical tobe introduced nto Australia? (For example, marketing
name, trade name or name that you use to refer o the chemical )*

Chemicalname known to me ‘

Do you know the prope 1uPAC

Note: if they hadn’t known the e

chemical identity, they would be =
prompted to enter details of the

person that knew it

AICTS website | Privacy | Provide feedback | Contact s

% Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

Certificate application

PIR slides - Example 1

Portal User ~

Calapplications  Otherapplications ~ PID Evaluations

41

Key information:
» they know chemical identity et

» chemical isn’t a UVCB or high —
MW polymer oo

Whatis the CAS registry number?*

the TUPAC name)*

PIR slides - Example 1

PortalUser +

(CAS rumber of chemical

.t
1 the industialchemical  high melecular wlght polymer?*

i Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

42
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PIR slides - Example 1

Key information:
» <90 kg per year

* imported in shampoo, hand soap,
body wash

Notes:

1. volume selected should align
with the human health and
environment exposure band
criteria

2. cosmetic use is “Personal care
products not covered by other
end uses”, unless only used in
limited environmental release
products (e.g. nail polish)

% Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

6/30/2022

» & 2 B " @

Wil the chemical be Imported into Australla or manufactured in Australia? *

o

' celappican o

Anyotner eng

Specity the end use of the chemical®

Shamgoc, fard sospard so3y wasn,

43

Key information:

* imported in shampoo, hand soap,
body wash

* not a ‘specified class of
introduction’

PIR slides - Example 1

prproducis
care proous not covered by other end uses

Specify the end use of the chemical*

Shamgoc, tard sospard Jo3y wasn,

Docs the introcuction belong to a specifiee class?*

Notes:

1. cosmetic useis not a
‘designated kind of release into
the environment’

2. If reported introduction, animal
test data was not used if it's
human health exposure band 2
or3

oo

Does the ‘a designated kind e

See our guidance for

Yes
oo

Wil the industrial exemical have an end use in cosmeties? ¢

0 Ve
No

Tne fellowing opt

eneral Rules Section 31

i Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

applies to yo.

anima rest data from

maltiple end ses (indluging an end use in cosetics) ANDT used

0201t determine the highest indicetive s the circumstances mentioned in tve Gens

cted on orafeer 1 uly 2020 o derermine o for the chemical. Tris arimal test data s

44
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[ B N
PIR slides - Example 1

Key information:

» chemical is a skin and eye e meenc e ey e
irritant, harmful to aquatic life e

Australian Government

55 Department of Health
Australian Industrial Chemnicals Introduction Scheme

45

PIR slides - Example 1

Key information:

» chemical is a skin and eye
irritant, harmful to aquatic life

* Human health exposure band 3
« Environment exposure band 2

Note: item numbers for the .
exposure band criteria are also in ;
our step-by-step guide:
https://www.industrialchemicals.go
v.au/pre-introduction-report- 8
highest-indicative-risk-low- :
risk/highest-indicative-risk-low-risk-
hazard-and-exposure

What i the environment expostirz band for the chemical?*

Australian Government 4

Department of Health &
Australian Industrial Chemicals Introduction Scheme

46
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https://www.industrialchemicals.go

6/30/2022

Notes:

1. once a PIR is submitted, it will
be indicated via your PIR
dashboard. You will also
receive an email from us.

2. before you submit a PIR, you
should be confident that it
meets the criteria to be a
reported introduction

3. itis not an application, so
cannot be approved or rejected

4. we monitor reported
introductions and may request
information from you to
demonstrate categorisation of
the introduction

i Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

PIR slides - Example 1

Portal User ~

AICIS Business Services

#  Businessdetslls  Users  Registation  Payments  Annualdecaration  Chemi oryservices  Cer plication  PIR  CBlapplications  Otherappications ~ PID  Evaluations

gging any other

Yes, and  understand tha i a section 113 {Industrial Chemicals Act 2019) notice i sent to me, then I may neec o apply for Confidential Business Information (CB) in the ACIS Business Portal
o N

| 1declare for all of the following:*

e the highest indicative risk is

o | Proide eedback | Contactus

47

records about their
introductions

years (including for
chemicals no longer
introduced)

introduction

examples

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

Keeping records

m Introducers must keep

m These must be held for 5

m The types of records differ
depending on the type of

m Our guidance provides
details, checklists and

Search chemicals Aboutus News Contactus A Login

s ian G Australian ial Chemicals
% Department of Health Introduction Scheme

Home  Chemicalinformation  Business  Cosmetics and soap  Consumers and ecommunity  Help and guides

Home > Business > Reporting and record-keeping_obligations > Record-keeping obligations for reported introductions

Record keeping for reported introductions - highest indicative risk is low risk

Record keeping for reported introductions - highest indicative
risk is low risk

For introductions where the highest indicative risk is low risk, you'll nead to keep certain records — and provide them within 20 working days if we ask for them.

On this page

Records you must keep

Download the eping_checklist

Examples of information you can provide on request

https://www.industrialchemicals.gov.au/business/reporting-and-record-
keeping-obligations/record-keeping-obligations-reported-introductions/record-
keeping-reported-introductions-highest-indicative-risk-low-risk

48
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https://www.industrialchemicals.gov.au/business/reporting-and-record

6/30/2022

We may request information

Introducers must keep records about their introductions

» We may ask you for information related to the introduction of your chemicals

information that they hold to us

If you hold a written undertaking from a supplier - ask them to provide the

* Information given to us (by you and your supplier, if applicable)

+ We will review the information to confirm that the introduction is authorised

€CeeL

Australian Government

25 Department of Health
Australian Industrial Chemicals Introduction Scheme

49
A document Other items
m Signed and dated at the time of m Product information sheets containing
categorisation, indicating the CAS information on end use (and supporting
number/name of the chemical and that it that it's imported in liquid form)
isn’t: - .
, m Shipping documents and concentration
= Inventory listed of chemical to support the introduction
= Rotterdam or Stockholm Convention volume (and names of products
listed imported)
= a UVCB or high MW polymer = Information from the supplier, indicating
* halogen, tin, arsenic, cadmium, lead the chemical is a skin and eye irritant
or mercury containing and harmful to aquatic life
= on ‘The list of chemicals V\{ith high https://www.industrialchemicals.gov.au/business
hazardS fOI’ Categonsat'on /reportinq_and_record_keepinq_
= a specified class of introduction obligations/record-keeping-obligations-reported-
Austeatian Government introductions/record-keeping-reported-
W o introductions-highest-indicative-risk-low-risk
50
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Example 2: cosmetic use (51%)

Comparison with example 1 (cosmetic; <100 kg)

| lsame ________________|Differentor possiblydifferent

Categorisation
guide) — step 4.3 — both in human
health exposure band 3

Pre-introduction

report* low risk and the other types do not

apply’ — same type of information
Record keeping* Same type of information

*assuming introduction categorised as reported

Australian Government

" Department of Health
Australian Industrial Chemicals Introduction Scheme

Process (steps 1-6 of Categorisation

Report type: ‘highest indicative risk is

Step 5.3 — environment exposure band —
environment categorisation volume may be
>100 kg

Specific information provided, e.g. select
human health exposure band criteria (item
5 not 4, as shown for example 1)

Additional requirement — a record of the
maximum concentration of the chemical at
introduction and end use

51

Example 3: introducing <25 kg

m Introduction may be able to be reported or exempted

Environment exposure band

4

Human health hazard band

Human health exposure band
1
<100 kg
C Low risk Medium  Medium
to high  to high
risk risk
B Very low Low risk \WYEE o
risk to high §
risk =)
A Very Iow\ Very low \||Low risk / Low risk ﬁ
risk risk / <
Not A, |Very low \ Verylow /| Verylow |Verylow S
B, or C |risk \\isk risk risk £
£
e
. 5
x Australian Government I.I=J
" Department of Health

D ium Medium
to high

Medium
to high
risk

Medium
to high
risk

C Low risk

Very low \| |Low risk || Low risk

risk

A Very low |VeryTow |Lowrisk |Low risk
risk risk
Not A, B, |Very low / |Verylow |Verylow |Verylow
CorD \fksk risk risk risk

Australian Industrial Chemicals Introduction Scheme

52
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... |
Example 3

Introducing <25 kg — which category?

* If criteria to be exempted met - consider whether reported/exempted
category best suits your business/introduction circumstances

Reported (PIR) Exempted (PID) Exempted (PID)
<100 kg <25 kg <10 kg

1. PIR then introduce 1. Introduce then PID 1. Introduce then PID

2. No fee to submit PIR 2. No fee to submit PID 2. No fee to submit PID

3. Less volume monitoring 3. Monitor volume 3. Monitor volume

4. Keep records (V) 4. Keep records (1) 4. Keep records (1)

5. Chem ID - required PIR! 5. Chem ID - required PID' 5 gr;m 1= reeifizec
K., Austrlian Government "If identity not known — written undertaking needed for records
R i i i 2|f identity not known — chem ID not required in PID

53

Example 4: scenario

= Chemical is currently being They know:
introduced into Australia in m chemical is “Adhesive additive Y”
accordance with the NICNAS , . _
exemption criteria m their supplier, Super Adhesives

, Inc., knows the chemical identity
m non-cosmetic use (100 kg; no

unreasonable risk) m <10 kg per year
= Introducer needs to categorise = imported as an additive in
the introduction under AICIS specialist adhesive

m concentration 0.1%-1%
m chemical is a skin sensitiser

m Super Adhesives Inc. will provide
a written undertaking
u

54
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Example 4

Work out the introduction category

They know...
* chemicalis

“

Y

additive in

0.1%-1%

sensitiser

their supplier,
Super Adhesives
Inc., knows the
chemical identity
<10 kg per year

imported as an

dhesive additive

specialist adhesive
concentration

chemical is a skin

Chemical isn't*... H Steps 2-4... u

* Inventory listed

» Rotterdam or
Stockholm
Convention listed

» a UVCB or high MW
polymer

* halogen, tin, arsenic,
cadmium, lead or
mercury containing

* on ‘The list of
chemicals with high
hazards for
categorisation’

« a ‘specified class of
introduction

Steps 5-6... u

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

*They hold a written undertaking from Super Adhesives Inc.

https://www.industrialchemicals.gov.au/help-and-quides/guide-
categorising-your-chemical-importation-and-manufacture

6/30/2022

55

Australian Government
Department of Health

Home Chemical information Business

Australian Industrial Chemicals
Introduction Scheme

Cosmeticsand soap  Consumers and community  Help and guides

https://www.industrialchemicals.gov.

el

au/help-and-guides/quide-
categorising-your-chemical-

importation-and-manufacture

Home Guide to categorising your chemical importation and manufacture Step 2: Introductions that are automatically categorised as exempted

Step 2: Introductions that are automatically categorised as

exempted

Certain chemical introductions are considered to be ‘very low risk’ to human health and the {

¢ Australian Government Australian Industrial Chemicals

Search chemicals About us News Contact us

A Login

Department of Health Introduction Scheme Search webpages

Compliance obligations apply, including reporting and record-keeping.

On this page

Polymers of low concern (PLC)

Low-concern biological polymers

Chemicals that are

Chemicals that are imported and subsequently exported

Chemicals that are only sed for research and development

1o listed chemicals

Chemicals resulting from non-functionalised surface treatment of listed chemicals

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

Home  Chemical information  Business  Cosmeticsand soap  Consumers and community  Help and guides

Home > Guide to categorising your chemical importation and manufacture > Step 3: Introductions that are automatically categorised as reported

Step 3: Int

reported

ctions that are automatically categorised as

Certain chemical introductions are considered to be ‘low risk’ to human health and the environment and are therefore automatically categorised as reported

introductions. Compliance obligations apply including reporting and record-keeping.

Before you start categorising your introduction

On this page

Low-risk flavour or fragrance blend introductions

Step 0: Introductions that are in the listed category

Chemicals that are only used for research and development

Step L lnirgductions that cannat be exampted o

56
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Example 4

Work out the introduction category

They know... W

* chemicalis
“Adhesive additive
v

their supplier,
Super Adhesives
Inc., knows the
chemical identity

<10 kg per year

imported as an
additive in
specialist adhesive
concentration
0.1%-1%

chemical is a skin
sensitiser

Chemical isn't*...

* Inventory listed

» Rotterdam or
Stockholm
Convention listed

» a UVCB or high MW
polymer

* halogen, tin, arsenic,

cadmium, lead or

mercury containing

on ‘The list of

chemicals with high

hazards for

categorisation’

a ‘specified class of

introduction

Steps 2-4...

» Steps 2-3: not
automatically
exempted or
reported

» Step 4

Human health:

u Steps 5-6... u

.

Department of Health

% Australian Government

*They hold a written undertaking from Super Adhesives Inc.

https://www.industrialchemicals.gov.au/help-and-quides/guide-

categorising-your-chemical-importation-and-manufacture

Australian Industrial Chemicals Introduction Scheme

57

Home Chemical information Business Cosmetics and soap

Home > Guide to categorising your chemical importation and manufacture
Step 4.1 Introductions that are always medium to high risk for human health

! Australian Government Australian Industrial Chemicals
¥ Department of Health Introduction Scheme

Search chemicals Aboutus News Contactus

Search webpages

Consumers and community  Help and guides

Step 4: Work out your introduction's risk to human health

Step 4.1 Introductions that are always medium to high risk for

human health

Some introductions are always medium to high risk to human health. This means they will be in the assessed introduction category and you need to apply foran

assessment certificate.

process.

Instructions

You are here because you have already gone through Steps 0, 1, 2 and 3 of the categorisation

Go through A, B and C to work out if you are, or are not, introducing any of these types of chemicals. You
must keep records of study reports and other information that you used to answer each question.

A. Does your chemical contain a sequence of 4 to 20 fully fluorinated carbon atoms (including per- and

Before you start categorising your introduction

Step 0: Introductions that are in the listed category

Step 1: Introductions that cannot be exempted or

reported

categorised as exempted

Step 2: Introductions that are automatically

poly-fluorinated alkyl substances, known as PFAS).

B. Is your chemical a certain Il organic chemical?.

C. Is your chemical a certain chemical at the nan le?.

categorised as reported

Step 3: Introductions that are automatically

Step 4: Work out your introduction's risk to human

health

Step 4.1 Introductions that are always medium

2 o H

Example 4

Key information:

» chemical isn’'t halogen,
tin, arsenic, cadmium,
lead or mercury
containing

» chemical is imported as
an additive in specialist
adhesive

https://www.industrialchemicals.gov.
au/help-and-guides/quide-
categorising-your-chemical-
importation-and-manufacture

58
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Step 4 continued » chemical is imported as

m Introduction doesn’t meet

criteria for internationally
assessed for human
health

m Human health
categorisation volume =
10 kg*

m Human health exposure
band =2

*no exposure reduction factor applied

W Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

: , Example 4
Key information:

an additive in specialist

adhesive
» <10 kg per year

Your human health exposure band

s e

‘Scenario 1
= The calculated human
healtt Sk

Exposure band 1 Exposure band 2

+ The conc ion of your
chemical at introduction iy
less than 0.1 % and

« The calculated human

«+ The concentration is less health categorisation th categorisation
than 0.1 % across all your volume for your chemical ‘volume for your chemical
introduction’s end uses does not exceed 25kg does not exceed 100kg

and
+ The introduction is not for  Scenario 2 Scenario 2
any consumer end use

+ The concentration of your = The concentration of your
chemical at introductionis  chemical at introduction is
less than or equal to 1%

less than 0.1 % and
« The concentration is less and _
than 0.1 % across allyour = The concentration is less

introduction’s end uses than or equal to 1% across
and all your introduction’s end
* The introduction has at uses.

least 1 consumer end use

59

Home
Step 4.4 Work out your human health hazard characteristics

Human health hazard band C hazard characteristics

Home

Australian Government Australian Industrial Chemicals

Department of Health Introduction Scheme

‘Chemical information Business C tics and soap C and

Search chemicals Aboutus News Contact us A Login

Example 4

Guide to categorising your chemical importation and manufacture > Step 4: Work out your intro
Human health hazard band C hazard charact

This page accompanies step 4.4 Work out your human health hazard characteristics.

Do not start this page unless you have read Step 4.4 Work out your human health hazard
characteristics

Key information:

» chemical is a skin sensitiser

» chemical isn’t on ‘The list of
chemicals with high hazards for
categorisation’

Help and guides

risk to human health

Human health exposure band

Before you start categorising your introduction

Human health hazard characteristics are split into hazard bands. Hazard characteristics of most concern are
in hazard band C, while those of lower concern are in hazard band A.

Hazard band C has 5 hazard characteristics you need to consider.

carcinogenicity

reproductive toxicity

developmental toxicity

adverse effects mediated by an endocrine mode of action

genetic toxicity

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

1

Step 0: Introductions that are in the listed category

Step 1: Introductions that cannot be exempted or C LOW riSk

reported

Step 2: Introductions that are automaticall
categorised as exempted

°
c |
]
o
°
- |
S e e sl 8 B Very low Very low | Low risk
g | risk risk
Step 4: Work out your introduction’s risk tof hugfeh
health L
© - -
o 4 i o o @ | A Very low |Verylow |Low risk |Low risk
£ risk risk
£ |[NotA, \(ery low \(ery low \(ery low \(ery low
E B, or C |risk risk risk risk

60
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[ —
Example 4

Work out the introduction category

They know... W
* chemicalis

Chemical isn't*... H Steps 2-4... u

* Inventory listed

Steps 5-6... u

¢ i » Steps 2-3: not . Step5
“Adhesive additive « Rotterdam or automatically ) .
Y’ Stockholm exempted or Environment:
« their supplier, Convention listed reported
Super Adhesives + a UVCB or high MW . Step 4
Inc., knows the polymer Human health:
chemical identity « halogen, tin, arsenic, )

- exposure band 2

- chemical doesn’t
have characteristics in

cadmium, lead or
mercury containing
* on ‘The list of

<10 kg per year
imported as an

additive in ) . .
specialist adhesive ﬁgigldcsalfz;mth high hazdard banc; c
) - indicative human
® concentration categorisation’ health risk is very low
0.1%-1% * a ‘specified class of
» chemicalis a skin introduction
sensitiser

*They hold a written undertaking from Super Adhesives Inc.

.

https://www.industrialchemicals.gov.au/help-and-quides/guide-
categorising-your-chemical-importation-and-manufacture

% Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

61

=
ian G lian Industrial Chemicals = = —
Department of Health Introduction Scheme 2

Example 4

Home  Chemicalinformation  Business Cosmeticsandsoap  Consumers and community  Help and guides

Key information:

» chemical isn’'t halogen,
tin, arsenic, cadmium,
lead or mercury
containing

» chemical is imported as
an additive in specialist
adhesive

Home > Guide to categorising your chemical importation and manufacture > Step 5: Work out your introduction's risk to the environment
Step 5.1: Introductions that are always medium to high risk to the environment

Step 5.1: Introductions that are always medium to high risk to the
environment

Some introductions are always medium to high risk to the environment. This means they will be in the
assessed introduction category and you need to apply for an assessment certificate.

You are at Step 5.1 because you've ruled out Steps 0, 1, 2 and 3 and have completed step 4 of Before you start categorising your introduction

the categorisation process.

Step 0: Introductions that are in the listed category

Step 1: Introductions that canniot be exempted or

Instructions

Go through A. B, C, D and E to work out f you are, or are not introducing any of these types of chemicals
You must keep records of study reports and other information that you used to answer each question.

A. ls your chemical a certain gas?

B. Is your chemical a certain organotin chemical?

*C. Does your chemical contain a sequence of 4 to 20 fully fiuorinated carbon atoms (including per- and

poly-fluorinated alkyl substances, known as PFAS)2.

*D. ls your chemical 3 cartain ted organic chemical?.

“E. I your chemical 3 certain chemical at the nanoscale?.

reported

Step 2 Introdu
categorised as

Step 3: Introductio
categorised as rep

at are automatically
|

Step 4; Work out your introduction's rick to human
health

Step 5: Work out your introduction's risk to the
environment

Step 5.1: Introductions that are always medium
1o hic s i

62

https://www.industrialchemicals.gov.
au/help-and-guides/quide-
categorising-your-chemical-
importation-and-manufacture

31
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: , Example 4
Key information:

Step 5 continued » chemical is imported as

an additive in specialist
adhesive

» <10 kg per year

m Introduction doesn’t meet
criteria for internationally
assessed for environment

= Environment qt) Your environment exposure band

categorisation volume =
10 kg* Exposure band 1 Exposure band 2 ~ Exposure band 3 -

m Environment exposure
band =1

*no release reduction factor applied

« The calculated « The calculated
environment environment
categorisation volume for «categorisation volume for
your chemical is greater your chemical is greater
than 25kg, but no more than 1,000kg, but no
than 1,000kg more than 10,000kg

« The calculated
environment

categorisation volume for
your chemical does not
exceed 25kg

% Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

63

I
s e A K@y information: Example 4

» chemical is a skin sensitiser
Home  Chemicalinformation  Business Cosmeticsandsoap  Consumers and community  Help and guides * chemical isn’t halogen, tin, arsenic,
cadmium, lead or mercury containing

» chemical isn’t on ‘The list of chemicals with
Home Guide to categor e cl tation and manufacture Step 5: Work out your introduction’s risk to the environment . . . y
Evvieniéns hiszard bad B hesatd chalS et high hazards for categorisation

Australian Government Australian Industrial Chemicals Seanh:ahetikeals; Mooy
“ Department of Health Introduction Scheme

Environment hazard band D hazard characteristics

This page accompanies step 5.4 Work out environment hazard characteristics.

Environment exposure band

o Do not start this page unless you have read Step 5.4: Work out your environment hazard Before you start categorising yqUT oAUy o D
characteristics
Step 0: Introductions that are inf the listed cytegory
Environment hazard characteristics are split into hazard bands. Hazard characteristics of most concern are Step 1 Introciuctions that canndt be exempled or
in hazard band D, while those of lower concern are in hazard band A, reported
Low risk | Low risk
Hazard band D has 5 hazard characteristics you need to consider:
Step 2 Introductions that are ajtorBcally|
categorised as exempted
« Contains arsenic, cadmium, lead or mercury ©
o
« Ozone depleting chemical
o
. . = = n
Sthetisfaehoue gas S B Very low |[Lowrisk  [Low risk
« Adverse effects mediated by an endocrine mode of action N .
Step 4: Work out your introducfion'€@k touman rlsk
« Persistent, bioaccumulative and toxic health =
"
c
7] 0 q
£ A Very low |Verylow |Lowrisk |Low risk
- S risk risk
I Australian Government 2
Department of Health S Not A, B,
Australian Industrial Chemicals Introduction Scheme c
fir] CorD

64
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T —
ian G A ian Industrial Chemicals 5g;rcnchem‘c?\s Aboutus News Contactus A Login Key Informatlon Example 4

* Department of Health Introduction Scheme

» chemical is a skin sensitiser
chemical isn’t halogen, tin, arsenic,
cadmium, lead or mercury containing

chemical isn’t on ‘The list of chemicals with
Home Guide to categorising your cher mportation and manufacture Step 5: Work out your introduction’s risk to the environment . . . y
Step 5.4 Wort out your anvronment hazard charactentics > Environment hazard band C hazard charactenstic high hazards for categorisation

Home  Chemical information  Business  Cosmetics andsoap  Consumers and community  Help and guides

Environment hazard band C hazard characteristics

This page accompanies step 5.4 Work out environment hazard characteristics.

Environment exposure band

characteristics and Environment hazard band D.

Do not start this page unless you have read Step 54: Work out your environment hazard Before you start categorising yofr MroaUCIpTT D

Step 0: Introductions that are in Jhe listed calegory

Environment hazard characteristics are split into hazard bands. Hazard characteristics of most concern are

Step 1: Introductions that cannof be exemptpd
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in hazard band D, while those of lower concern are in hazard band A.
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Example 4

Work out the introduction category

They know... M Chemicalisn't... H Steps 2-4... u Steps 5-6... u

+ chemical is * Inventory listed « Steps 2-3: not . Step 5
‘Adhesive additive * Rotterdam or automatically Envi t:

Y Stockholm exempted or nvironment:

+ their supplier, Convention listed reported - exposure band 1
Super Adhesives » a UVCB or high MW - Step 4 - chemical doesn’t
Inc., knows the polymer Human health: have characteristics in
chemical identity « halogen, tin, arsenic, ; hazard band D or C

» <10 kg per year cadmium, lead or B expos.ure band 2 - indicative

- imported as an mercury containing - chemical doesn't environment risk is

R « on ‘The list of have characteristics in very low
additive in B s h d band C
specialist adhesive chemicals with high azard ban - Step 6

» concentration hazards_ for_ y - indicative human Exempted introduction

0.1%-1% ca‘tegor'|§at|on health risk is very low
« a ‘specified class of

» chemical is a skin introduction

sensitiser

*They hold a written undertaking from Super Adhesives Inc.

P . https://www.industrialchemicals.gov.au/help-and-quides/guide-
F—— T categorising-your-chemical-importation-and-manufacture
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Before they introduce:

m Make sure they can meet their
record keeping obligations

https://www.industrialchemicals.gov.au/busine
ss/reporting-and-record-keeping-
obligations/record-keeping-obligations-
exempted-introductions

Example 4: Following cat

6/30/2022

After they introduce:

m Keep records about the
introduction

m Submit a once-off post-introduction
declaration (PID) at the end of the
registration year (by 30 November)

https://www.industrialchemicals.gov.au/business/r
eporting-and-record-keeping-
obligations/exempted-introduction-declarations
m Indicate that they are introducing
chemicals in the exempted
category in their annual declaration

67

Written undertaking

m A written undertaking from Super
Adhesives Inc.

= |Information to categorise their
introduction

= Confirmation that they will provide
information (including CAS
number/name) to us, if requested

https://www.industrialchemicals.gov.au/business/
reporting-and-record-keeping-obligations/record-
keeping-obligations-exempted-
introductions/record-keeping-exempted-
introductions-highest-indicative-risk-very-low

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

Example 4 - records kept

Other items

m Document containing categorisation
steps/outcomes (including exposure
band criteria)

m Product information sheets containing
information on end use (and supporting
that it's imported in liquid form)

m Shipping documents to support the
introduction volume (and names of
products imported)

m The SDS for the chemical, which
indicates that it's a skin sensitiser
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https://www.industrialchemicals.gov.au/business

6/30/2022
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Post-introduction declaration (PID)

m The introducer (or an agent) must submit a post-introduction declaration
(PID) for exempted introductions

m Submission is via our business portal
m The contents of the PID differs depending on the type of introduction

m Main type: ‘highest indicative risk is very low risk’
= Chemical identity information is required
= Introduction volume <10 kg — details of chemical identity holder

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme
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PID slides - Example 4

AICIS Business Services

Key information:
» chemical is “Adhesive additive Y”
« their supplier, Super Adhesives et reisratonyear

Inc., knows the chemical identity
» <10 kg per year

e or the IUPAC

1 quantity of 10 kg or less?

AICIS website | Privacy | Provide feedback | Contact us

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

70

35



6/30/2022

PID slides - Example 4

Portal User ~
Australian Government c .
AICIS Business Services

Department of Health

Key information:
» chemical is “Adhesive additive Y”

* their supplier, Super Adhesives tht .
Inc., knows the chemical identity

Adhesive additive Y ‘

What is the name of the chemical identity holder?*

Super Adh

esinc ‘

Note: if the introduction volume
was >10 kg, the chemical identity
holder would need to provide the
identity as part of the PID

AICIS website | Privacy | Provide feedback | Contact us

Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme
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PID slides - Example 4

Portal User ~
Australian Government

AICIS Business Services
Health

#  Businessdetals  Users  Registation  Payments  Annualdeclaration  Chemicalinvent

Other applications ~ PID Evaluations

Key information:
» <10 kg per year

* imported as an additive in
specialist adhesive

volume of introduced

What was the end use of the industrial chemical?*

Select althat apply. To do this

hold the CTRL key

ealant prodcts
s

Australian Government
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ed by any cther listed
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Key information:
» concentration 0.1%-1%

* imported as an additive in
specialist adhesive

6/30/2022

PID slides - Example 4

Notes:

« once a PID is submitted, it will be
indicated via your PID
dashboard. You will also receive
an email from us.

* itis not an application, so cannot
be approved or rejected

* we monitor exempted
introductions and may request
information from you to
demonstrate categorisation of
the introduction

% Australian Government

Department of Health
Australian Industrial Chemicals Introduction Scheme

#

ther end use no: covered by any cther listed

What was the maximum concentration of the industrial chemical at the end use?*

or between 1% and 1%

Moretan

s than or equaltc) 5%

More than 25% and lessthan or equal tc) 1005

Was the end use of the industrizl chemical in a cosmetic? *

Fortal User «
Australian Government =
AICIS Business Services
Department of Health

Busiressdetsis  Users  Regstration  Payments  Annualdeclaraion  Chemialimertorysenices  Certficateappication PR CBlapplicatiors  Otherapplicatiors  PID Evaluations

owstnrpe [ actioty | mesorocivin [

| Lcedare that the in‘ormatiar [ have given i true, correct and ccmplete. Ghing fa se o mislead ng infermarion s sriaus offence,

Name?
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Thank you!

industrialchemicals.gov.au
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