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INITIAL ASSESSMENT REPORT
)

'APPLICATION A454

BACILLLUS CEREUS LIMITS — INFANT FORMULA

DEADLINE FOR PUBLIC SUBMISSIONS to the Authority in relation to this
matter: 30 April 2003 (See “Invitation for Public Submissions” for details)




FOOD STANDARDS AUSTRALIA NEW ZEALAND (FSANZ)

FSANZ’s role is to protect the health and safety of people in Australia and New Zealand through the
maintenance of a safe food supply. FSANZ is a partnership between ten governments: the .
Commonwealth; Australian States and Territories; and New Zealand. It is a statutory authority under
Commonwealth law and is an independent, expert body.

FSANZ is responsible for developing, varying and reviewing standards and for developing codes of
practice with industry for food available in Australia and New Zealand covering labelling,
composition and contaminants. In Australia, FSANZ also develops food standards for food safety,
maximum residue limits, primary production and processing and a range of other functions including
the coordination of national food surveillance and recall systems, conductmg research and assessmg
policies about imported food.. -

The FSANZ Board approves new standards or variations to food standards in accordance with policy
guidelines set by the Australia New Zealand Food Regulation Ministerial Council (Ministerial
Council) made up of Commonwealth, State and Territory and New Zealand Health Ministers as lead
Ministers, with representation from other portfolios. Approved standards are then notified to the
Ministerial Council. The Ministerial Council ‘may then request that FSANZ review a proposed or
existing standard. If the Ministerial Council does not request that FSANZ review the draft standard,
or amends a draft standard, the standard is adopted by reference under the food laws of the

- Commonwealth, States, Territories and New Zealand. The Ministerial Council can, mdependent]y of
a notification from FSANZ, request that FSANZ review a standard.

The process for amending the Food Standards Code is prescrlbed in the Food Standards Australia
New Zealand Act 1991 (FSANZ Act). The diagram below represents the different stages in the
process includin g when periods of public consultation occur. This process varles for matters that are
urgent or minor in srgmﬁcance or complexity.
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. AnlA repoit is prepared with an outline of issues and -

possrbte options; affected parlles are identtﬁed and ...
questlons for stakeholde 8 € .

1A Report released for public comment

+  Public submissions collated and analysed
* ADraft Assessment (DA) report is prepared using

information provided by the applicant, stakeholders and
other sources

e A scientific risk. assessment is prepared as well as other

scientific studies completed using the best scientific
evidence available

s  Risk analysis is completed and a risk management plan

is developed together with a communication plan

e Impact analysis is used to'identify costs and benefits fo

all affected groups -

»  An appropriate regulatory response is identified and if

necessary a draft food standard is prepared

{*  AWTO notification is prepared if necessary
e DA Report considered by FSANZ Board

DA Report released for public comment

Comments received on DA report are analysed and
amendments made to the report and the draft regulations
as required

" The FSANZ Board approves or rejects the Final
Assessment report

The Ministerial Council is notified within 14 days of the
decision .

If the Ministerial Council does not ask FSANZ to review
a draft standard, it is gazetted and automatically becomes
law in Australia and New Zealand

The Ministerial Council can ask FSANZ to review the
draft standard up to two times

After a second review, the Ministerial Councnl can
revoke the draft standard. If it amends or decides not to

amend the draft standard, gazettal of the standard
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INVITATION FOR PUBLIC SUBMISSIONS

The Authority has prepared an Imtlal Assessment Report of Apphcatlon A454, which
includes the identification and discussion of the key issues. The Authority now invites public
comment on this Initial Assessment Report based on regulation impact principles for the

'purpose of preparmg an amendment to the Food Standards Code for approval by the FSANZ

Board.

~ Written submissions are invited from interested individuals and organisations to assist the

Authority in preparing the Draft Assessment for this application. Submissions should, where

* possible, address the objectives of the Authority as set out in Section 10 of the Food

Standards Australia New Zealand Act 1991 (FSANZ Act). Information providing details of
potential costs and benefits of the proposed change to the Food Standards Code (Code) from
stakeholders is highly desirable. Claims made in submissions should be supported wherever
possible by referencing or mcludmg relevant studies, research findings, trials, surveys etc.
Technical information should be i in sufficient detail to allow mdependent smentlﬁc

assessment.

The processes of the Authority are open to public scrutiny, and any submissions received will
ordinarily be placed on the public register of the Authority and made available for inspection.
If you wish any information contained in a submission to remain confidential to the
Authority, you should clearly identify the sensitive information and provide justification for
treating it as commercial-in-confidence. Section 39 of the FSANZ Act requires the Authority
to treat in confidence, trade secrets relating to food and any other information relating to
food, the commercial value of which would be, or could reasonably be expected to be,
destroyed or diminished by disclosure.

Submissions must be made in Wriﬁng and should clearly be marked with the word
“Submission” and quote the correct project number and name. Submissions may be sent to-
one of the following addresses

Food Standards Australla New Zealand Food Standards Australia New Zealand

PO Box 7186 : , PO Box 10559

Canberra BC ACT 2610 ' The Terrace WELLINGTON 6036
AUSTRALIA NEW ZEALAND

Tel (02) 6271 2222 : Tel (04) 473 9942
www.foodstandards.gov.au ' www.foodstandards.govt.nz

‘Submissions should be received by the Authority by 30 Aprll 2003. Submissions received

after this date may not be considered unless the Project Manager has given prior agreement
for an extension. Submissions may also be sent electronically through the FSANZ website
using the Standards Development tab and then through Documents for Public Comment.
Questions relating to making submissions or the application process can be directed to the
Standards Liaison Officer at the above address or by emailing slo@foodstandards.gov.au.

Assessment reports are available for viewing and downloading from the FSANZ website or

~ alternatively paper copies of reports can be requested from the Authority’s Information

Officer at either of the above addresses or by emailing info@foodstandards.gov.au including
other general enquiries and requests for mformatwn






