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Regulating chemicals for your protection

Introduction to NICNAS

A program for chemical
Introducers and users
who need to understand the

National Industrial
Chemicals Notification and
Assessment Scheme
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About NICNAS

A Federal Government
agency which regulates
Industrial chemicals

We maintain a register of
chemical introducers

Conduct chemical risk
assessment activities

We provide updates on
national standards

We promote safe use of
chemicals
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Commonwealth agencies responsible for:

Chemical Assessment/registration (NICNAS)
Setting standards (ASCC)
Labelling (ACCC)

States and Territories
responsible for controlling:

Safe transport & storage g
Use of chemicals
Disposal of wastes
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Legislative framework

The National Industrial Chemicals Notification and
Assessment Scheme (NICNAS)

Operates under Commonwealth legislation -
Industrial Chemicals (Notification and Assessment)
Act 1989 (ICNA or The Act)

Director, NICNAS, reports to Minister for Health
and Ageing through the Parliamentary Secretary

Operates under full cost recovery from industry
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Objectives of the Act

Aid in the protection of Australian people and the
environment

Provide information to stakeholders and makes
recommendations to State/Territory regulatory
authorities

Give effect to Australia’s obligations under
International agreements - eg. the Rotterdam and
Stockholm Conventions

Collect statistics
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Regulating by exclusion
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What are industrial chemicals?

Are defined by the exclusion
of other types of chemicals.

Industrial Chemicals are NOT:

therapeutics / human
medications

agricultural and veterinary
chemicals

chemicals used in food
production
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Industrial chemicals are ‘the rest’ and
Include:
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Industry responsibilities under the Act:

Major regulatory obligations:
1. Registration

2. Australian Inventory of Chemical
Substances (AICS)

3. New chemicals
4. Existing chemicals

5. Reporting and record keeping
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Who 1s an introducer?

1

“Introduction ” = import and/or manufacture

“Manufacture” = creation of chemical/s
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A guide to NICNAS Registration




Decision Tree
for NICNAS
registration



Registration

#

1. Check your chemical is in the
“relevant industrial chemical ” category

2. Determine which “tier "you are in —
depends on total $ value

3. Pay the registration fee/charge for that tier



Reminder: relevant industrial chemicals

All iIndustrial chemicals but

* Not naturally occurring chemicals

* Not biological material

* Not incidentally-produced chemicals
* Not reaction intermediates

For any commercial purpose



A note aboutnaturally occurring

NICNAS legislation defines “naturally occurring”
very strictly as:

e Unprocessed chemical in natural state

OR

e extracted only by manual, mechanical,
gravitational means, dissolution in water, or
heating to remove uncombined water, without
any chemical change

This does not cover most “natural” cosmetics!



Current fees and charges for NICNAS

Registration

Total value of chemicals Annual Annual Total
introduced annually registration | registration

fee charge
Tier 1: $1 - $499,999 $381 - $381
Tier 2: $500,000 - $4,999,999 | $381 $1,141 $1,522
Tier 3: $5,000,000 or more $381 $8,500 $8,881




How to calculate total value 1

There are four options
Option A: You import only
 the cost of insurance and freight, plus
 the duty paid, plus
* the customs value in Australian dollars

Option B : You manufacture only and buy

Ingredients from local suppliers

 the cost of labour and materials (including all
Ingredients) involved in the manufacture, plus

 the factory overhead expenses




How to calculate total value 2

Option C: You import and manufacture, but your
Imports are not used in your manufactures
e You would apply option A to your imports, option B

to your manufactures, then add the two values
together

Option D: You import and manufacture but some or
all of your imports are used in your manufactures

* Estimate same way as option B, but make sure
that the value of the imported chemicals used to
manufacture another chemical is counted only
once when calculating total introduced chemicals




Benefits to Industry from Registration

Registration fees contribute to the protection of
people & the environment

Makes information available to industry about the
assessment process

NICNAS is able to assist industry in meeting their
obligations

NICNAS website — search AICS, download forms,
reports, Chemical Gazette, information.




Registration need to know

Registration year =
1 Sept to 31 August

. Annual fee payable.
‘Late’ penalties exist

Three tiers — depending on
the value of the introduced
chemical(s)

. Regular auditing carried out




AICS —the main message

All chemicals and/or chemical ingredients that
you introduce and/or manufacture must be

checked against AICS, to determine any
further regulatory obligations




AICS

Legal device distinguishing between new and
existing chemicals

~38,000 chemicals listed
Chemical identity only

Search by CAS number or chemical name

Can be annotated: condition of use, secondary
notification condition, information



How to search public AICS: 1



How to search public AICS: 2

-



How to search public AICS: 3

<



How to search public AICS: 4



Keys for searching AICS

Chemical identity:

e CAS Number - the best

CAS Name - second best

Other chemical name (synonym) — may work

Trade name — may work (not recommended)

Molecular formula — unlikely (not recommended)



Types of AICS searches
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Summing up AICS

AICS iIs a list of Chemicals

Chemical on AICS but annotated with
condition of use: “New” If use Is outside the
condition — regulatory obligations apply

Chemical not on AICS: “New” — notifications
apply



New Chemicals and Exemptions

DEFINING A NEW INDUSTRIAL CHEMICAL

A New Chemical But if it is listed on
AICS... Itis subjectto

a condition of use, and

IS NOT If the proposed use
does not meet that
listed on AICS condition, it is a

New chemical




Existing Chemical: Condition of Use



Which chemicals require notification with
NICNAS?

Australian Radiation
Protection and Nuclear
Safety Agency
(ARPANSA)




What to do if you intend to import or
manufacture a new chemicals
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Exemption categories
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Exemptions: cosmetic chemicals

Cosmetic chemicals not allowed for exemptions:

Preservative
Colouring agent
UV filter

Prohibited or restricted for cosmetic use in US or EU



New Chemicals: permits and certificates

Permit categories
1.Commercial Evaluation Chemical (CEC) Permits

2.Low Volume Chemical (LVC) Permits
3.Controlled Use Permits (CUP)
4.Early Introduction Permits (EIP)

5. Export only Permits (EOP)

Certificate categories
1.Polymers of Low Concern (PLC)
2. Limited
3. Standard
4.Self-assessed Assessment Certificates



Permits versus certificates

«Conditions are imposed  More data requirements

specifying volume and duration . Time frame 28 - 90 days

plus other conditions e Full public reports published

e Chemical added to AICS

e Early Listing or after 5 years

*Time frames 14 - 28 days
*No reports published
Chemical not added to AICS




Commercial Evaluation Chemical
(CEC) Permits

Used where the introduction is for the sole purpose of
commercial evaluation

Maximum quantity 4 T (permit may  Workers exposed to be
specify a lesser quantity) iInformed
Maximum period of two years « MSDS to be supplied

Use in accordance with all relevant :
State/ Territory environment, OHS, Waste disposal
and poisons legislation  Record keeping

Comply with any conditions specified « User agreements
on the permit
Not suitable for end use consumer _
products such as cosmetics and ’ Eﬁggr\’\g epcci)glsmle
domestic cleaners conditions

* Reporting




Low Volume Chemical (LVC) permits
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:\_/Ia_>t<i)mum guantity 100Kg per year (per permit — no “national
Imit”

Valid for three years

Workers exposed to chemical to be informed
MSDS to be supplied

Director to be notified if:

e Change in function or use

e Australian manufacturing has commenced
e Additional information re adverse effects
Record keeping

Reporting




Controlled use permit
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Early introduction permits (EIP)

Only available where notified and in process of assessment

Section 30A — Director satisfied that:
e not a hazardous substance
e not a dangerous good
e prescribed environmental criteria met

* consistent with the reasonable protection of
occupational health, public health and the environment.

Section 30 — Minister satisfied that:
» special benefit to the public
 Inthe public interest

* consistent with the reasonable protection of
occupational health, public health and the environment.



Certificates

e Standard * Polymer of Low
Concern

» Limited « Non Hazardous
Polymer

 Polymer of Low

e Non Hazardous
cConcern

Chemical




Selfassessed assessment certificates

Greater flexibility in respect of chemicals of
low regulatory concern

Record keeping
Must complete annual reporting

Subject to Audits



Data requirements for certificates

Standard Limited Polymer of Low
Requires AB & C Requires A,B Concern
(where applicable D) (where applicable Approved Form (mainly
D,where available C) A B & D, where available C)
SCHEDULE A SCHEDULE B SCHEDULE C
Classification Chemical identity Toxicological data
Summary of health and Physiochemical properties Ecotoxicological data
environmental effects Use pattern
Import volume
Exposure data SCHEDULE D
(occupational, public, environmental) Polymer data
MSDS
Label




Secondary notification

An introducer of an assessed chemical OR the Director
becomes aware of a change in circumstances:

« Significant change in function or use

« Significant increase in amount introduced

« Manufacture has commenced (in the case of a chemical
not manufactured, or proposed to be manufactured in
Australia at the time of the assessment)

« Change in method of manufacture that may result in an
Increased risk of adverse health effects or adverse
environmental effects

e Additional information as to the adverse health or
environmental effects, and/or

e Any other_specific requirement specified in the assessment
report.

Treated as new or existing according to age _ of original
assessment




Existing chemicals

* must provide certain information on request about an
existing chemical that has been declared a PEC, or is
being considered for declaration as a PEC

« must not introduce a PEC unless an application has
been made for the assessment of the chemical

[ 1] #
[ 1] $
e must not import or export certain chemicals without

grior written permission from the Director NICNAS to
0 SO



Previously regulated by exclusion — if NOT
a therapeutic then a cosmetic

Reliance on NCCTG Cosmetics Claims
Guidelines



Amendments to the Industrial Chemicals
(Notification and Assessment) Act 1989

e Came Into force 17 September 2007

Interim Permit arrangements
ceased

e New Cosmetics Guidelines
e Cosmetics Standard 2007

« Move away from claims based guidelines






Summary of requirements for cosmetics
Products that are regulated as cosmetics
Table A and Table B

Examples of products that continue to be
therapeutic goods

Prohibited or restricted cosmetic chemicals
Consequences of non-compliance



Non-

compliant
cosmetic

¢ and

Meets cosmetic definition under ICNA Act —»

NOT a therapeutic good
v and

NOT for preventing, diagnosing, curing or alleviating |
a disease, ailment defect or injury in persons

¢ and
NOT scheduled by S2, S3, S4 or S8 of SUSDP |
¢ and

Marketed as a cosmetic

¢ and

Meet any applicable conditions in the Cosmetics Standard

¢ and

NOT contain certain prohibited chemicals
v
Cosmetic

May be a
therapeutic

good —
contact
TGA




Applies to six product categories only
Face and nall

Tinted bases and foundation
Lip products with sunscreen

Skin care

Moisturises with sunscreen
Sunbathing products

Skin care — Antibacterial skin products
Skin care - Anti-acne products

Oral hygiene — care of teeth and mouth
Hair care — Anti-dandruff products




.

Meets All COSMETIC requirements under
the ICNA Act and Cosmetics Standard
(if applicable) (Cosmetics Guidelines)

Yes l

!

Compliant with all NICNAS

obligations (Registration, AICS etc)

l

Labelling compliant with
ACCC guidelines

Meets all State/Territory
Legislative Requirements, e.g.
weights and measures, OH&S




Annual Reporting 1

Exemptions: lower regulatory burden on
iIndustry

Counter-balance to ensure maintenance of
health, safety & environmental standards:

Record -Keeping and Annual Reporting
requirements

Alternative to AR: notify the chemical to
NICNAS for a full certificate assessment



Annual Reporting 2

Required for :
o All cosmetic exemptions
 New chemical permits

* New chemical self-assessed
assessment certificates

Web based reporting model
Annual deadline: 28 September

Report for the previous Registration year:
(1 September — 31 August)



Annual Reporting 3

Information required for reporting

e Chemical name + CAS number
e Quantity of chemical (range)
e Use (generic use categories)

e Domestic/Industrial/Both (to
Indicate potential for public
exposure)



Annual Reporting 4

Third party provision of business-confidential
Information

Independent reporting by business divisions/units
and/or consultants

Database pre-populated with information from
exemption forms submitted from 1 September
2004 onwards



Annual Reporting 5

On line
reporting facility



Formal and
Informal

enforcement
options



Inspections

Inspectors’ powers

« take photographs or make
sketches of premises

« take samples of any
substance at the premises

e inspect any record or
document kept at the
premises, or

e remove or make copies of
any such record or
document.

Some inspection types

* Where a person holds

an assessment certificate — only
In respect of secondary
notification requirements.

*\Where a person holds a permit —
to ensure that the holder is
complying with the conditions that
are specified on the permit.

* Any registered introducer — to
ensure that it is complying with
record keeping requirements



Contraventions and penalties

Extensive penalty
provisions, currently as high
as $165,000

Sanctions may also include:
Suspension of
assessment certificate or
Introduction permit
Prohibition of importation

and manufacture of a
chemical

NICNAS compliance
casework generated from:

Self-reporting

Third party allegations
Audits

Internal checks






