Commonwealth of Australia as represented
by the Department of Industry, Science,
Energy and Resources and the Department
of Health

Approach to Market: proposals to establish
an onshore mRNA manufacturing capability

Version 1.1: Correct as at 24 May 2021

Any questions regarding this Approach to Market should be addressed to:
onshoremrna@industry.gov.au

Lodgement of proposals
Closingtime and date: 2.00pm, Canberratime, on Friday, 16 July 2021.

Proposals must be lodged electronically to onshoremrna@industry.gov.au.

A DISER approvedfile upload serviceis available to accept proposals that exceed 20
megabytes. Requests forthis service is required atleast 48 hours prior to the closing

time above. Requests must be made in writing viaonshoremrna@industry.gov.au
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General Information

1. Overview

The Commonwealth of Australia (the Australian Government), represented by the Department of
Industry, Science, Energy and Resources (DISER) and the Department of Health (collectively the
Departments), is seekinginformationin the form of fully costed proposals to establish an onshore,
population-scale mRNA manufacturing capability, to be fully operational with requisite regulatory
approvals/licences within atimeframe of between 12 months (orearlier, if possible) and no later
than 3 years from finalisation of an agreement with the Australian Government. In doing so, the
Australian Government seeks to meet the following objectives:

o To ensure priority access to, and reliable delivery of, safe and effective prospective mRNA
vaccines and any mRNA therapeutics to the Australian population as soonasthey are
available, onanongoingbasis;

e To provide security of vaccine supply to address pandemics and other health emergencies
intothe future; and

e Tostrengthen Australia’s biopharmaceuticals sector, including through enabling potential
translation and commercialisation paths for Australian-based research and development.

This Approach to Market is complementary to any current discussions in which the Australian
Governmentis engagingdirectly with relevant mRNA vaccine IP ownersto establish mRNA
manufacturing facilities in Australia. It provides an additional competitive process, an opportunity
forindustry to provide solutions, and will ultimately help us secure the best mRNA capability for
Australians. The Australian Government will consider proposals from this Approach to Market
alongside the outcomes of the discussions with mRNA vaccine IP owners.

The fully costed proposals from this Approach to Market should provide asufficient level of detail to
support Australian Government decisions regarding options for the establishment of any such mRNA
capability with a minimum timeframe for supply of mRNA vaccines and treatments of 10 years from
commencement of operation of the capability, including details of investment, support or assistance
from the Australian Governmentthat may be necessary to establish the capability. The detailed
information will be used to support Australian Government decisions about the establishment of an
onshore capability with a minimum timeframe for supply of mRNA vaccines and any mRNA
therapeutics of 10 years from commencement of operation of the capability.

Respondents are requested to:

e submita fully costed proposal to establish an end-to-end onshore population-scale mRNA
capability which specifies how and when the requirements set out below will be met;

e demonstrate how the proposed capability will deliver secure supply of population-scale
MRNA vaccines and any mRNA therapeutics foraminimum timeframe of 10 years from

commencement of operation of the capability;

e ifthe Australian Government wishesto proceed with any future procurement or grant
processthat involves the respondent, itis anticipated that, subjectto the process required
to be undertaken (see below), the Australian Government would enterinto a contract with
the respondentthatrequiresthe respondentto:

o establishand maintainthe capability asset outinthe fully costed proposalin
accordance with the contract and subjecttoany modifications required or
conditionsimposed by the Commonwealth; and
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o make products available to the Australian Governmentasrequired and on a “first
priority’ basis, ahead of any other purchaserand notwithstanding any advance
purchase agreement orotherarrangement with any other purchaserontermsset
out inthe contract.

2. Background

The Australian Government has made substantialinvestments to support early access to safe and
effectivevaccinesforall Australians.

This Approach to Market builds on a previous audit of Australia’s vaccine manufacturing capability,
and a business case for Australiato undertake onshore mRNA manufacturing.

Proposalsfrom this process, along with existinginformation, will be used to inform the Australian
Government of opportunities to establish an onshore mRNA manufacturing capability. Proposals will
also be usedto quantify any associated Australian Governmentinvolvement, support or assistance
to enable themto establish an onshore population-scale mRNA facility.

Itis expected thatapplicants may engage with state and/orterritory governments, in orderto
develop their proposals to provide maximum valueto Australia. In the event that applicants
anticipate arole of state/territory governmentsin their proposal foronshoring mRNA
manufacturing capability, the Australian Government’s preference is for such engagement to occur
priorto proposal submission (and forany state/territory government supportto be reflectedinthe
proposals). Notwithstanding this, the Departments reserve the right to engage with states and
territories as outlinedin Clause 12.1(c) of this Approach to Market.

The detailed proposals are foraflexible onshore capability foraminimum timeframe of 10 years
from commencement of operation of the capability. This Approach to Market does not seek
proposals forestablishing onshore manufacturing capability that could not satisfy population-scale,
commercial supply and regulation demands (e.g., proposals forfacilities that primarily serve
research and development/clinical trial-scale production needs). This Approach to Market is seeking
proposals from organisations already regulatory compliant or capable of seeking regulatory approval
through the Therapeutic Goods Administration.

This Approach to Market is intended to inform and elicit the development of fully costed proposals
with sufficient detailto allow for consideration by the Commonwealth Government toinvolve,
supportor assist decision-making and potentialinvestment. The result of decisions by the
Commonwealth Government may resultinaprocurement, grant or other form of involvement,
supportor assistance ora combination of arrangements, in all cases with abinding commitment to
maintain the capability and make products availableto the Australian Government. However, there
isno guarantee thatthis process will resultin the Commonwealth undertaking any grant,
procurement activity orotherfinancial supportfromthe Commonwealth forany proposal or that
involves any respondenttothis Approach to Market.

Without prejudice to Clause 19 of this document, proposals received through this Approach to
Market will be used toinform the Australian Government. Information obtained through this
process may be shared with other Commonwealth bodies or with state and territory bodies, and
with expertadvisory bodies established to support the Australian Governmentonits vaccine and
treatmentactivities and related purposes. One or more proposals from this process may be put to
Cabinettodetermine whetherthey will be supported by the Australian Government, and if so, how.
Cabinet may also considerone or more proposals from existingmRNA vaccine IP holders, in
competition with any proposal submitted through this Approach to Market. The Australian
Government may decide to supportone or more proposals obtained through this process, to
supportone or more proposals with conditions or modifications, ornotto supportany proposals.
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Respondents should note that the Australian Government will determinethe best method of
supporting the establishment of the onshore mRNA manufacturing capability.

The Australian Government may not undertake any open procurement or grant process following
this Approach to Market and may seekto enterinto arrangements directly with one ormore
respondents to this Approach to Market or with any other entity (including any existing mRNA
vaccine IP holder).

Pursuantto paragraph 2.6 of the Commonwealth Procurement Rules (CPRs), the Accountable
Authorities of the Departments have determined that parts of the CPRs do not applyto any
procurementactivity arisingin relation to orfrom this process as this process to establish onshore
MRNA manufacturing capability is considered to be necessary to protect publichealth. The
exemption under paragraph 2.6 of the CPRsincludes that the Departments are notrequired to
comply with the rules foropentenderorrestrictions on the use of a limited tender, should a
procurement process be undertaken.

This Approach to Market has beenissued publicly, and proposals are sought from both Australian
and overseas businesses, institutions and consortia, and may include the involvement of state and
territory governments. If astate or territory is proposing to provide support to the bid, details of
that supportshould be includedinthe proposal butitis nota requirementthatthe state or territory
be a member of the consortium ora subcontractor.

All proposals should be completedinthe template provided (see Approach to Market Proposal
Template). Respondents must limit proposals to 120 pagesincluding attachments andin-line with
clause 11 ‘How to lodge the Approach to Market proposal’.

For clarity, respondents should note that this Approach to Market may not be or resultina
procurementora grant process but may lead toa procurementactivity or grant withouta further
Approach to Market. As explained above, the Australian Government willuse the information
providedin this Approach to Market to determine whetherany subsequent procurement or grant
process will be utilised to engage any entity, and the features of any such process. If the Australian
Government proceeds with any subsequent procurement or grant process, any entity invited to
participate in such process will be required to comply with the requirements that apply to that

process as notified atthe time.

A respondent whoreceives oraccesses this Approach to Marketis underno obligation torespond
and any proposal that is provided is submitted on avoluntary basisin accordance with the terms of
this Approach to Market.

The Commonwealth may, initssole discretion, consider proposals received outside of this Approach
to Market processinany future procurement orgrant processes. However, respondents are
encouraged torespond to this Approach to Market, includingto ensure that the Australian
Governmentis able to make an informed decision about future processes and the entities that may

be invited to participate inthose processes.

Respondents should nevertheless be aware that the Australian Government may use proposals to
this Approach to Market for its planning and decision making purposes, including to assist the
Australian Government to identify and cost capability options and to inform the preparation of any

future capability development and procurements or grants processes.

3. About this document

a) ThisApproachto Market is made up of:
(i) theclauses, whichsetoutthe conditions applyingtothe Approach to Market process;

(ii) Schedule 1, which sets outthe Statement of Requirements; and
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4.

(iii) Schedule 2, which sets out the information respondents need toinclude in their proposal.

Further information about this Approach to Market

Respondents should directin writing any questions arising from preparing a proposal for this
Approach to Market or any requests for clarification to onshoremrna@industry.gov.au

a)

b)

c)

a)

f)

The Departments may refuse to answerany questionreceived less than five business days
before the Closing Time.

Where appropriate, the Departments will publish questions and answers in accordance with
clause 5 below without disclosing commercially sensitiveinformation.

If a respondent finds any discrepancy, error oromissionin this Approach to Market, it should
notify the Departmentsin writing before the Closing Time.

Respondents and Notices

In the eventthatthe Departments electtovary or supplementthis Approach to Market or
change the conditions of the Approach to Market, it will make reasonable effortstoinform
respondentsinaccordance with this clause.

Respondents may be informed by notices and otherinformationissued as addenda posted
on industry.gov.au/mrna.

Itisin the interests of respondents to ensure they checkindustry.gov.au/mrna priorto
downloading Approach to Market documentation, regularly before the Closing Time, and
priorto submission of proposals to ensure they are aware of any addendum.

The Departments will accept no responsibility if arespondent fails to become aware of any
addendum notice which would have been apparent from avisit to industry.gov.au/mrnafor
this Approach to Market.

If a respondent has obtained Approach to Market documentation otherthan from
industry.gov.au/mrna, they should download the documentation forthis Approach to

Market fromthe industry.gov.au/mrna.

The Departments will accept no responsibility if the information contained in Approach to
Market documentation obtained from asource otherthan industry.gov.au/mrna differs
from that listed on the industry.gov.au/mrna.
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What Respondents need to do

6.

7.

8.

a)

a)

b)

Respondent behaviour

Respondents must not, and must ensure that their officers, employees, agents and advisors
do not, in relation to the preparation, lodgement or assessment of the Approach to Market:

(i) make false or misleading claims or statements;

(ii)  improperly obtain confidential information;

(iii)  receive improperassistance;

(iv) engageincollusive tendering, anti-competitive conduct or othersimilarconduct with
any otherrespondent or other person;or

(v) attempttoimproperlyinfluencean officerof the Australian Government, an expert
consultant or member of any expert advisory bodies engaged by the Australian
Governmentto provide advice on this Approach to Market process; or attemptto
approach any Commonwealth officer otherthaninthe mannersetout in clause 4.

Note that the Department may, inits sole discretion, exclude arespondent from
consideration if the respondent fails to comply with these requirements.

Seek own advice

This Approach to Market is not business, investment, legal or tax advice. Respondents should
seektheirownindependent professionaladvice in respect of all mattersin connection with
this Approach to Market.

Bear own costs

All expensesand costsincurred by a respondentin connection with this Approach to Market,
including preparing and lodging a proposal, providing the Departments with further
information, giving presentations, attendinginterviews and participatingin any discussions,
are the sole responsibility of the respondent.

The Departments are not liable forany costs or other compensationinrelationtothe
consideration of this Approach to Market, lodgement of any proposal or participationin the
Approach to Market process by any respondents where the Departments take any action
permitted underthis Approach to Market, including (without limitation) any exercise of the
Departments’ rights underclause 6or 19.

What the respondent needs to include

Respondents should include the following documents in their proposal for this Approach to
Market:

(i) Completion of Schedule 2- Proposal Form.

If a respondent does not complete Schedule 2— Proposal Form, the proposal may not be
considered.
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9.1 Consortium proposals

A consortium should submitasingle proposalto this Approach to Market on the basis that
one legal entity will take full responsibility as itis the Commonwealth’s intention that it
entersintoan arrangement with asingle legal entity to establish the capability. The proposal
should provide full details of that legal entity, the consortium members and any proposed
subcontractors.

Individual entities/companies may be part of multiple proposals/consortia.

10. Approach to Market Closing Time and Date

a)
b)

c)

Approach to Market proposals must be lodged before the Closing Time.
The Closing Time is 2.00pm, local time in Canberra, Australia on Friday, 16 July 2021.

The Departments may refuse to consider a proposal respondingto this Approach to Market
that isnot lodged by email to onshoremrna@industry.gov.au orthe Electronic Submission

Method outlinedin Clause 11.2 (c) by the Closing Time.

The Departments will accept alate proposal if the delay inthe proposal being submittedis
solely because of the Departments’ own mishandling.

The Departments will treat a proposal as being made withintime ifitis dispatched by email
priorto the Closing Time oran upload commenced priortothe Closing Time, even though
such a proposal might not be received until afterthe Closing Time.

11. How to lodge the Approach to Market proposal

11.1 Electronic lodgement

Approach to Market proposals must be lodged electronically via
onshoremrna@industry.gov.au beforethe Closing Time and in accordance with the
Approach to Market lodgement procedures set outin this Approach to Market
documentation. Physical submissions willnot be accepted.

11.2 File format, name and submission

a)

b)

c)

File format: Proposalsshould not be more than 120 pagesand should be lodgedinboth PDF
and editable (pptxordocx) formats. The Departments may disregard a proposal that
exceeds 120 pagesor not isnot lodgedinthe required formats, orrequire thatsuch a
proposal be relodged.

File names: The proposal file name/s:
(i) shouldincorporate the respondent’s company name; and
(i)  shouldreflectthe requirementsstatedin Schedule 2.

Electronic Submission: Approach to Market proposal documents can be submitted by email
at onshoremrna@industry.gov.au; or by DISER’s file upload service. DISER notes it hasa 20
megabyte limit peremailforincomingemails. If required, instructions on managing this
limitation are below.

(i) Multiple emails regarding a single proposal must be highlighted within the Subject
field of submission emails and include the total number of emails being submitted as

part of a single submission (e.g. [1/10]).

(ii) A DISER approvedand secure file upload service is available to accept proposals that
exceed 20 megabytes, uponrequest, atleast 48 hours prior to the closing time above.
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Requests fora file upload service must be made in writingvia
onshoremrna@industry.gov.au

12. After lodging the Approach to Market proposal

12.1 Ownership of Approach to Market proposals documents
(a) Allproposalsbecome the property of the Australian Government on lodgement. However,
subjectto clause 16, ownership of the intellectual property in the Approach to Market
proposal documents willremain unchanged.

(b) The Australian Government may use, copy, retain, and adapt any proposal to this Approach
to Market itreceives fromrespondents, as required for purposes relating to the
establishment of the onshore mRNA capability, including for the purposes of:

(i) this Approach to Market process;

(i)  undertakinganysubsequent processincludingas a result of or related to this
Approach to Market;

(iii)  identifying, refiningand costing options and developing any strategies;

(iv) preparingany future requirementsand procurementand grant documentation
(including developing a statement of requirements forany future process);

(v) consideringproposalsreceivedinresponse tothis Approach to Market or any
subsequentapproach undertaken by the Australian Government;

(vi) negotiatingand preparing any agreements with the respondent following this
Approach to Market or any future processes undertaken by the Australian
Government; and

(vii) complyingwith any auditrequirements and complying with governmental and
parliamentary reporting requirements including requests forinformation by
Parliament or Parliamentary Committees.

(c) The Departmentreservesthe righttoshare, discuss and negotiate with state and territory
governments atany stage of the Approach to Market process or any subsequent process
(including forthe purposes of considering proposals and making any decisions related to
them as well asto clarify, quantify and finalise possible support measuresinrelationtoa
proposal).

Consideration Process

13. Screening

(a) The Departments may not consideraproposal forany reason, includingif:
(i) the proposal islodged afterthe Closing Time;
(ii)  therespondentdoesnotcomplete Schedule 2—Proposal Form;

(iii)  the proposalincludes electronicfilesthatcannotbe read or decrypted orthat exceeds
the combinedfile size;

(iv) therespondentdoesnotcomplywiththis Approach to Market;
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(v) pricesare notclearlyandlegibly statedin the Approach to Market proposal; or

(vi) theproposalislodged electronically andisfoundto contain or believed to potentially
containavirus, wormor other disabling feature that might compromisethe integrity

or security of DISER’s computing environments.

14. Considering Proposals

(a) Proposalswill be considered by the Australian Government to assist the Australian
Government to make decisionsin relation to establishingan onshore mRNA capability. In
doingso, the Australian Government may consider the information provided by the
respondentinresponseto this Approach to Market and any otherinformation considered
appropriate by the Australian Government.

(b) Respondentsshould provide sufficientinformation in this Approach to Marketto enable to
the Australian Governmentto understand the respondent’s:

(i) capability;

(i)  capacity;

(iii)  costs; and

(iv) riskmanagement practices,

including by providing the information requested in this Approach to Market.

(c) The Departments may, butare underno obligation to, provide feedback on proposals to this
Approach to Market on a case by case basis.

15. Additional steps

15.1 Clarification, additional information and corrections

(a) Afterthe Closing Time, the Departments may engage in any discussions with, orseek
clarification on any matterfrom, any respondent.

(b) The Departments mayrequire arespondentto submitadditionalinformation to allow
further consideration of its proposal.

(c) Ifthe Departmentsconsiderthatthereisan unintentional error of formina proposal, the
Departments may give the respondent an opportunity to correct the error. If the
Departments give arespondentan opportunity to correctan unintentional error of form, it
will give the same opportunity to all respondentsinthe same position.

15.2 Independent inquiries
(a) The Departments may make independentinquiries about any of the matters that may be

relevantto the evaluation of any proposal.

(b) The Departmentsreserve the rightto contact respondents, orany other person associated
with a proposal, directly and without notifying the respondents.

15.3 Security, probity and financial checks

(a) The Departments may conduct such security, probity and financial (including credit) checks
as it deems necessary onrespondents, their partners, associates orrelated entities
(including consortium members) ortheir officers oremployees, for the purpose of
evaluating proposals to this Approach to Market. These checks may require individuals to
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sign forms verifyinginformation relating to thatindividualand authorising the provision of
confidential or personal information.

(b) Respondents must provide, attheir own cost, all reasonable assistance required by the
Departmentsin undertaking and conducting the security, probity and financial checks.

(c) The Departmentsreserve the righttorequestfinancial statements and otherinformation
relevantto determiningthe financial viability of respondents, their partners, associates, or
related entities including consortium members.
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General conditions

16. Ownership of Approach to Market documents

(a) Alldocuments comprisingthis Approach to Marketremain the property of the Australian
Government. Eachrespondentis permitted to use them only forthe purpose of compilinga
proposal forthis Approach to Market.

(b) Allcopyrightand otherintellectual property rights contained in this Approach to Market are
and remainvestedinthe Australian Governmentand any third party who has given the

Australian Government permission to incorporate theminthis Approach to Market.

17. Important notices about this Approach to Market

(a) Proposalsare made on the basisthat each respondent acknowledges that:

(i)

(ii)

(iii)

(iv)

(vi)

(vii)

(viii)

(ix)
(x)

the Australian Government may approach otherentities (including suppliers that have
not responded to this Approach to Market) to provide information relevant to the
onshore mRNA capability, includinginformation the same orsimilarto that requested
by this Approach to Market;

the Australian Government may conduct otherindustry engagement activities and
future procurement and grant processesinrelationtothe onshore mRNA capabilityin

which the respondent may or may not be invited to participate;

providing a proposal to this Approach to Market does not of itself entitle, qualify or
disqualify the respondent to be invited to participate in any future industry
engagementactivity or procurementor grant process;

it hasexaminedthe Approach to Market, any documentsreferredtoinit, and any
otherinformation made available in writing by the Departments to respondents for
the purpose of participatingin the Approach to Market process;

this Approach to Market is designed to summarise information concerning The
Departments’ requirementonly andis not necessarily acomprehensive description of
it;

to the maximum extent permitted by law, neitherthe Departments, northeir
employees, advisers oragents will in any way be liable toany person or body forany
cost, expense, loss, claim or damage of any nature arisinginany way out of or in
connection with the statements, opinions, projections, forecasts or other
representations, actual orimplied, contained in oromitted from this Approach to
Market or by reason of any reliance onthem by any person or body;

it has soughtand examined all necessary information which is obtainable by making
reasonable enquiries relevant to the Departments’ requirementincluding the risks and
othercircumstances which may affecta proposal;

inlodgingits proposal,itdid notrely on any express orimplied statement, warranty or
representation, whetheroral, written, or otherwise made by oron behalf of the
Departments otherthan as expressly contained in this Approach to Market or an
addendumto this Approach to Market issued by the Departments;

it did notuse the improperassistance of Australian Governmentemployees;

it hassatisfieditself astothe correctness and sufficiency of its proposal; and
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(xi) it will complywiththe termsand conditionssetoutinthis Approach to Market.

(b) The Departments believe the contents of this Approach to Market to be accurate at the date
of this Approach to Market. The accuracy of any statements, opinions, projections, forecasts,
representations or otherinformation (Statements) contained in this Approach to Market
may change. Where any Statement relates to future matters, no steps have been takento
verify thatthe Statementis based onreasonable grounds, and, to the maximum extent
permitted by law, no representation or warranty, expressed orimplied, ismade by the
Departments, orany of theirofficers, employees, advisers oragents that the Statementis
accurate.

(c) Nothinginthis Approachto Market, or the submission of any proposal for this Approach to
Market constitutes a contract, express orimplied, with the Australian Government. The
Australian Governmentintends that no contract will be formed unless and until the
Australian Government signs aformal contract with a preferred respondent.

18. Disclosure of Approach to Market information

18.1 Freedom of information
Respondents should be aware that the Australian Governmentis subjectto the operation of
the Freedom of Information Act 1982 (Cth), which allows publicaccess to Government
documents. Where afreedom of information application is made, the Freedom of

Information Act 1982 (Cth) provides avenues for submissions to be made that particular
information about the business, commercial or financial affairs of an entity or undertaking

should not be disclosed.

18.2 Sub-contractors
The Departments may be required underthe Commonwealth Procurement Rules 2012 to
make available onrequest by any person the details of any subcontractors engaged by a
contractor in the performance of aCommonwealth contract for procurement.

In submitting a proposal to this Approach to Market, a respondent will be confirming that it
consentstothe publicdisclosure of the name, ABN and address of, and work to be
performed by, asubcontractor, and that all proposed subcontractors have consented to the
disclosure of thisinformation, if the respondentis selected to enterinto any resulting
contract following this Approach to Market or any subsequent process.

18.3 Confidentiality

(a) Respondents may specify information containedin their proposal thatthey considerto be
confidentialinformation, and subject to this clause 18.3, the Australian Government will
treat suchinformation as confidential, and will only use thatinformation for the purposes of

the Approach to Market process.

(b) The Departments may, withoutthe need to notify any respondent, disclose or allow the
disclosure of, atany time, any information provided by respondents, including their tenders:

(i) to the Departments’ advisers oremployees solely in order to evaluate or otherwise
assess the proposal;

(i)  tothe Departments’internal management personnel for purposesrelated tothe
Approach to Market process;

(iii)  totheresponsible Ministers;

(iv) inresponsetoarequestbya House or a Committee of the Parliament of the
Commonwealth of Australia, if the circumstances provideforsuch a response andin
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consideration of commercial-in-confidence requirements the Australian Government
considersit warranted;

(v)  withinthe Departments, or with anotherdepartmentoragency, oran agency of a
state or territory government, where this serves the Commonwealth’s legitimate
interests;

(vi) whereinformationisauthorised orrequired by law to be disclosed; or

(vii) wheretheinformationisinthe publicdomain otherwise than by aCommonwealth
disclosure.

18.4 Australian National Audit Office

(a)

(b)

The attention of respondentsis drawn to the Auditor-General Act 1997 (Cth), which provides
the Auditor-General oran authorised person with arightto have, at all reasonable times,
access to information, documents and records.

Respondents should obtain, and willbe deemed to have obtained, their own advice on the
impact of the Auditor-General Act 1997 (Cth) on their participationinthe Approach to
Market process.

19. Australian Government’s rights

Withoutlimitingits rights atlaw or otherwise, the Departments may:

(a)

(b)

(c)

(d)

(f)
(8)
(h)

amend this Approach to Market or any future processes undertakenin relation to the mRNA
capability (including the requirements for that capability);

suspend, discontinue, orterminate the Approach to Market process or any subsequent
process resulting from this Approach to Market at any time, includingwherethe
Departments considerthatitisinthe publicinteresttodo so;

approach otherentities (including suppliers that have not responded to this Approach to
Market) to provide information relevant to the onshore mRNA capability, including
information the same orsimilarto that requested by this Approach to Market;

conduct otherindustry engagement activities and future procurement and grant processes
inrelationtothe onshore mRNA capability in which the respondent may or may not be
invited to participate;

require additional information or clarification from any respondent oranyone else;
provide additional information or clarification;
change the structure and timing of the Approach to Market process; and

vary or extend any time ordate in this Approach to Market at any time and for such period
as the Departmentsintheir absolute discretion considers appropriate. The Departments will
issue anaddendum notifying any decision to extend.

20. Relevant laws

(a)

(b)

The law applyinginthe Australian Capital Territory applies to this Approach to Market and to
the Approach to Market process.

Each respondent must comply with all relevant laws and Commonwealth policy in preparing
and lodgingits proposal and taking partin the Approach to Market process.
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21. Workplace Gender Equality Act 2012 (Cth)

(a) Commonwealth policy prevents the Commonwealth from enteringinto contracts with
supplierswho are non-compliant under the Workplace Gender Equality Act 2012 (Cth) (the
WGE Act).

22. Dictionary

In this Approach to Market, unless the contrary intention appears:

Closing Time means the Closing Time specified on the front page of this
Approach to Market, as amended by any addendumin
accordance with clause 5 of the Approach to Market.

Approach to Market means this request seeking proposals.
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Schedule 1 — Statement of Requirements

Overview

The Commonwealth of Australia (the Australian Government), represented by the Department of
Industry, Science, Energy and Resources (DISER) and the Department of Health (collectively the
Departments), is seekinginformationin the form of fully costed proposals to establish an onshore,
population-scale mRNA manufacturing capability, to be fully operational with requisite regulatory
approvals/licences within atimeframe of between 12 months (orearlier, if possible) and no later
than 3 years fromfinalisation of an agreement with the Australian Government. In doing so, the
Australian Government seeks to meet the following objectives:

1. Toensure priorityaccessto, and reliabledelivery of, safe and effective prospective mRNA
vaccines and mRNA therapeutics to the Australian population as soon as they are available,
on an ongoing basis;

2. To provide security of vaccine supply to address pandemics and other health emergencies
intothe future;

3. Tostrengthen Australia’s biopharmaceuticals sector, including through enabling potential
translation and commercialisation paths for Australian-based research and development.

This Approach to Market is complementary to any current discussions in which the Australian
Governmentisengagingdirectly with relevant mRNA vaccine IP owners to establish mRNA
manufacturing facilities in Australia. It provides an additional competitive process, an opportunity
forindustry to provide solutions, and will ultimately help us secure the best mRNA capability for
Australians. The Australian Government will consider proposals from this Approach to Market
alongside the outcomes of the discussions with mRNA vaccine IP owners.

The fully costed proposals from this Approach to Market should provide a sufficientlevel of detail to
support Australian Government decisions regarding options for the establishment of any such mRNA
capability with a minimum timeframe for supply of mRNA vaccines and treatments of 10 years from
commencement of operation of the capability, including details of investment, support or assistance
fromthe Australian Government that may be necessary to establish the capability. The detailed
information will be used to support Australian Government decisions about the establishment of an
onshore capability with a minimum timeframe for supply of mMRNA vaccines and any mRNA
therapeutics of 10 years from commencement of operation of the capability.

Respondents are requested to:

e submita fully costed proposal to establish an end-to-end onshore population-scale mRNA
capability which specifies how and when the requirements set out below will be met;

e demonstrate how the proposed capability will deliver secure supply of population-scale
mRNA vaccines and any mRNA therapeutics foraminimum timeframe of 10 years from
commencement of operation of the capability; and

e ifthe Australian Government wishesto proceed with any future procurement or grant
processthat involvesthe respondent, itis anticipated that, subject to the process required
to be undertaken (see below), the Australian Government would enterinto a contract with
the respondentthatrequiresthe respondentto:

o establishand maintainthe capability as setoutinthe fully costed proposal in
accordance with the contract and subjecttoany modifications required or

conditionsimposed by the Commonwealth; and
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make products available to the Australian Government as required and on a ‘first
priority’ basis, ahead of any other purchaserand notwithstandingany advance
purchase agreementorotherarrangement with any other purchaseronterms set

out inthe contract.

Requirements for an onshore mMRNA manufacturing capability

The Australian Governmentis seeking fully costed proposals from respondents with evidenced
capability to establish and operate an end-to-end onshore population-scale mRNA capability which
specifieshow and when the requirements below will be met.

Thisis to ensure priority access to, and reliable delivery of, safe and effective mRNA vaccines and
any mRNA therapeutics to Australians as soon as they are available onan ongoingbasis, and to
address pandemics and other health emergenciesinto the future.

The requirements are foran end-to-end, onshore, population-scale mRNA capability, to be fully
operational with requisite regulatory approvals/licences within atimeframe of between 12 months
(or earlier, if possible) and no laterthan 3 years from finalisation of an agreement with the
Australian Government. Detailed requirements are as follows:

Category Requirement Description of requirement
Suitable COVID-19 vaccines Access or ability to develop IP required to manufacture
product mMRNA vaccines for COVID-19 revaccination (e.g., boosters,
portfolio / multivariant/multivalentvaccines).
pipeline and - — -
. Seasonal influenza Access or ability to develop IP required to manufacture
intellectual . . .

vaccines mMRNA seasonal influenza vaccines for Australian seasonal
property (IP)

flu program.

arrangements

Other mRNA products

Access or ability to develop IP required to manufacture

other mRNA products (e.g., oncology, infectious diseases).

Manufacturing
capabilities and

capacity

Manufacturingsite(s)/
facilities

Establishment of current Good Manufacturing Practice
(cGMP) brownfield and/or greenfield site(s) required to
supportmRNA vaccine manufacturing within a timeframe of
between 12 months (or earlier,if possible)and nolater
than a 3 years from finalisation of an agreement with the

Australian Government.

Input materials and
equipment

Ability to procure required input materials and equipment
to stand-up andachieve population-scale manufacturing.

Process establishment

Ability to stand-up mRNA vaccine manufacturing processes
(e.g. via technology transfer) inanend-to-end or modular

manner.

Scale Ability to achieve population-scale manufacturing of mMRNA
vaccines.

Workforce Ability to hireand train sufficient workforce (either local or

overseas)to operate population-scale mRNA vaccine

manufacturingsite(s).
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Category

Requirement

Description of requirement

Regulatory compliance

Ability to engage relevant regulatory bodies to acquire
necessarysite (cGMP licensing) and product (Australian
Register of Therapeutic Goods (ARTG) product registration)
regulatory approvals to support mRNA vaccine

manufacturing.

Sustainability,
security,
flexibility and
synergy

Sustainableand secure

vaccinesupply

Ability to maintain uninterrupted mRNA vaccinesupply to
Australian populationinthe context of potential supply
risks (i.e., supply chain shocks, geopolitical instability,

additional demands etc.).

A commercially sustainablefacility over 10 years once itis
operational; with an undertakingto maintainthe capability

onshore.

Flexibility of mRNA
technology platformand

pandemic preparedness

Ability for mRNA vaccine manufacturingsiteto produce

multiple mRNA product types in parallel.

Flexibility of manufacturingsiteand technological platform
to respondto shiftingvaccinedemands in context of future
pandemics or health emergencies (includingtheability to

rapidly switch and scale-up production of new products, as

required).

Potential for technological advancement/innovationinthe
mRNA technology platform.

Support of local R&D

ecosystem

Ability to supportcommercialisation of Australian mRNA
related R&D, includingrelationshipsand opportunities for
collaboration with the Australian research community.

Respondents should assume that:

e end-to-end capability means forthe purposes of this Approach to Market all the elements
neededto establish and deliveran onshore population-scale mRNA manufacturing
capability. The steps can be broadly described as acquisition or ownership of sufficient IP
and know-how, establishing appropriate plant and equipment, undertaking technology
transfer, having sufficient labourand expertise, quality management systems, resultantly
undertaking key mRNA manufacturing steps, and successfully acquiring the relevant
regulatory approvals/GMP licencing to supply the Australian market (and potentially export
markets).

The Australian Government recognises the complexglobal supply chaininvolved in mRNA
vaccines manufacture. While it may not be feasible to manufacture onshore all raw
materials/inputs and equipment required in the mRNA vaccine manufacturing process,
proposals should assume that key mMRNA manufacturing steps to onshore include:

o mRNAdrug substance production (e.g., through in-vitro transcription from a DNA

o

template, purification, etc.);

formulation of the drug product (e.g., including formation of lipid nanoparticles or

alternative delivery vehicle);

filland finish of the drug product; and
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o supporting manufacturing activities required forthe above three steps (such as
quality control testing and quality release).

In addition, proposals may consider production of the starting material onshore (e.g.,
plasmid DNA templates, through pDNA bacterial transformation and propagation
processes). The Australian Government requires sufficient and secure supply of any
materials (including plasmid DNA templates) necessary to mRNA manufacturing that are not
produced onshore.

Population-scale means sufficient production capacity to:

o provide timely supply of vaccinesin a pandemic/health emergency contextto fully
vaccinate the entire Australian population (e.g., usinga 2-dose regimen, within a
9 month period), and

o provide abuffertoaccount for both population growth (i.e., overthe next 10years),
allow for parallel production of, e.g., vaccines for new variants, and allow for the
ongoing production of any other mRNA products that may continue to be required
duringa pandemic(e.g., therapeutics).

The annualised production capacity necessary to meet the above requirements may depend
on the technological characteristics of the platform, and the anticipated products that will
be produced using the onshore facility and the possible export market demands expected
for products. The Australian Government welcomes the advice of the respondents onthe
appropriate annualised dose production capacity considering the points above. By way of
illustrative example, this may require adose production capacity of >100M on an annualised
basis.

mRNA capability includes the capability to produce vaccines and any mRNA therapeutics
usingthe mRNA technology platform, such as COVID-19vaccines, mRNA vaccines for other
infectious diseases, and potential mRNA products such as for cancer, cardiovascularand
metabolicdiseases.

Timeframe to be fully operationalrefers tothe time to first batch release under GMP license
and otherrelevantregulatory approvals from the date of finalisation of an agreement with
the Australian Government.

In addition the proposals should confirm:

that the respondentis compliant with the Workplace Gender Equality Act 2012 (Cth);

that in dealing with its employees and independent contractors, the respondent has due
regard to Commonwealth policies on the engagement of workers, will comply with
Commonwealth policies on the engagement of workers, including the Fair Work Act 2009
(Cth) and obligations underthe Work Health and Safety Act 2011 (Cth) and relevant work
health and safety laws; and

the respondentand any subcontractors proposed in the proposal are notinsolvent,
bankrupt, inliquidation, orunderadministration or receivership.

All proposals should be completed according to the instructionsin Schedule 2— Proposal
Requirements.

Responding to this Approach to Market

Interested parties are invited to respond to this Approach to Market by the closing date on the
coversheet. The supplier’s proposal should indicate their capability, capacity, cost (including
estimated future costs where actual costs cannot be provided, and amechanism fordetermining
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those future costs) and proposals to manage any risks associated with the purchase or production of
mMRNA vaccine/ortherapeutics arising from the capability.

Proposal requirements

41

Capability

The respondentshould provide information aboutits capability to undertake functions for an
end-to-end onshore population-scale mRNA capability. Thisincludes:

the respondent’s ability to provide end-to-end onshore population-scale mRNA capability
(includinginamannerthatis consistent with the assumptionssetoutabove, orifthe
respondent cannot provide the capability based onthose assumptions, the degree of the
respondent’s departure from those assumptions);

the range of products that the respondent reasonably expects to be able to produce;

how the respondentwould have orwould obtain access to the rights to intellectual property
required to produce these mRNA products;

the ability of the respondentto provide certain productsinthe volumes required by the
Commonwealth, including the ability to quickly vary the number of doses required to meet
the Commonwealth’s requirement for particular products, as they may be determined from

time to time; and

the respondent’s plan for, and assumptions relating to, obtaining regulatory approvals (both
for manufacture, such GMP licensing, and forsupply, i.e., product registration), including
whetherproducts made by the respondent have or have notbeen approvedforuseinthe

past tenyears.

42 Capacity

The respondentshould provide information aboutits capacity to deliverthe desired capability,
including their capacity to:

incorporate redundancies relating to communications, staffing, equipment and the delivery
of products;

flexibly meet changing workloads and priorities for various categories of product that may
be foreseeably demanded by the Commonwealth orthe Australian public;
use suitably skilled staff to establish and deliver the capability; and

ensure that theirstaff, if required by the Commonwealth, have and maintain aBaseline
security clearance undertaken by the Australian Government Security Vetting Agency if
engaged. Such clearance may be required toreceive certain materials from Government, in
orderto facilitate planning and ongoing operations of the onshore facility and its use. The
cost of obtaining and maintaining security clearances for staff is the responsibility of the

respondent.

43 Costs

The respondentshould provide information about the costs (in Australian dollars) involved in the
proposal, includinginrelation to:

full costs estimates, as described and sought under Schedule 1and Schedule 2, and
components of the total cost;
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the proposed commercial model and overall cost of the involvement, support orassistance
sought fromthe Commonwealth to establish an onshore population-scale mMRNA

manufacturing capability;
the timing of payments relative to the production of pharmaceuticals;

the overall cost to the Commonwealth of establishing the capability and providing products
as directed;

proposed state orterritory contributions orsupport, if applicable; and

details of any pricing model proposed in the event of a new product beingidentified, and
any price review process.

NB: Please note that the Commonwealth will require full transparency and audit access
underany contract to enable proper management of the pricing model.

44 Risk Management

The respondent should provide information aboutits approach to managingriskinvolvedin the
proposal, includinginrelation to:

the timing of payments and delivery of the capability;

the stepsthat the respondent willtake to manage risks associated with supply chain
disruptions and continuityof supply;

the likelihood that the respondent will, as applicable, retain, develop, or otherwise have the
capacity and capability to provide the capability;

identifyingreal or perceived conflicts of interest that may arise from establishing and
deliveringthe capability;

how the respondent proposes to manage any conflicts of interests;
how the respondent will secure and manage confidentialinformation; and

the likelihood thatthe respondent will be able to obtain the necessary approvalsforthe
products.

45 Benefit to the Australian economy

The respondent should provide information about the broaderbenefittothe Australian economy,
including how the proposed capability will support Australia’s biopharmaceutical ecosystem,
broadereconomy, and benefits of the proposal forjob creation and other spillover benefits.
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Schedule 2 —Proposal Requirements

Respondents should complete and submita proposal in the formatset out inthe Schedule 2. The
Respondentisrequestedtosubmitaproposal documentin both PDF and editable (pptx ordocx)

format.

Proposals should include acompleted proposal coversheet (template below); aswell asa
respondent profile, response to the statement of requirement, and costing information perthe
proposal requirements detailed below. The total proposal should be limited to not more than
120 pages. NB: proposals should include any assumptions made, and be sufficiently detailed and
outline the full costs of the respondent’s proposals to enable government decision-making.

Proposal coversheet

1 Respondentname
If a company Company name
ACN or equivalent
If a partnership Trading name (if any)
Full name of partners
If a sole trader Tradingname

Full name of sole trader

If any othertype of organisation Name of organisation

Type of organisation

2. ABN or equivalent
3. Contact for liaison and notices
Name

Postal Address

Telephone

Facsimile

Email
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4., Small to medium enterprise

Is the Respondentasmall to medium enterprise (i.e. an entity employing

fewerthan 200 full time equivalents)? Y/N

Is the Respondentasmall business (i.e. an entity employing fewer than
20 full time equivalents)? Note: If the enterprise is associated with one or
more otherentities, thistestisapplied to the group of associated entities
asawhole.

Y/N

5. Conflicts of interest

The Respondent confirms thatthere are no circumstances or relationships which
constitute or may constitute a conflict or potential conflict of interestinrelation to this
Approach to Market or the Respondent’s obligations under any contract resulting from
this Approach to Market otherthan:

The Respondent undertakes to advise the Departmentsin writing of any additional actual
or potential conflicts of interestimmediately after becoming aware of it.

6. If the respondentislodgingaproposal fora consortium, details of the consortium
arrangement, and all members of the consortium.

7. Details of any proposed subcontractors, including the work to be performed by
subcontractors.

NB: details of subcontractors are required, regardless of whetherthe proposalunderthis
Approach to Market is submitted by a consortium or by another individual entity.

8. Details of its enterprise profile, including the size, location of sites and principal locations
(including where it would establish the proposed onshore mRNA capability).

9. Details of any specified personnel who may be responsibleforthe delivery of the
proposed onshore mRNA manufacturing capability.
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10. Executive Summary

Please provide an Executive Summary of your proposal (no more than 1000 words).

11. Responses to Requirements

Please indicate how your proposal answers or responds to each of the Response
Requirements setoutinSchedule 1. Please note thatthere is furtherdetail below
outlining matters that are expectedin yourresponse.

11.1  Capability

11.1.2 Therespondent’s ability to provide end-to-end onshore population-scale mRNA
capability onthe assumptions setoutabove, orif the respondent cannot provide
the capability based onthose assumptions, the degree of the respondent’s
departure from those assumptions.

11.1.3 Therange of products that the respondentreasonably expects to be able to
produce.

11.1.4 How therespondentwould have orhasaccessto the rights to intellectual
property required to produce these mRNA products.

11.1.5 The ability of the respondentto provide certain productsin the volumes required
by the Commonwealth, including the abilityto quickly vary the number of doses
required to meetthe Commonwealth’s requirement for particular products, as
they may be determined fromtime totime.
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11.1.6 Therespondent’s planfor,and assumptionsrelatingto, obtaining regulatory
approvals (both for manufacture, such GMP licensing, and for supply, i.e., product
registration), including whether products made by the respondent have or have
not beenapproved foruseinthe pastten years.

11.2 Capacity

11.2.1 Incorporated redundancies relatingto communications, staffing, equipmentand
the delivery of products.

11.2.2 Flexiblyto meetchangingworkloads and priorities forvarious categories of
product that may be foreseeably demanded by the Commonwealth orthe
Australian public.

11.2.3 Suitably skilled staff to establish and deliver the capability.

11.2.4 Ensure that theirstaff, if required by the Commonwealth, have and maintaina
Baseline security clearance undertaken by the Australian Government Security
Vetting Agency if engaged.
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11.3 Cost

Please provide information about the costs of your proposal inthe tables at the end of
this Schedule 2, and provide any furtherinformation here relevant to the costs of your
proposals againstthe Proposal Requirementsin Schedule 1.

11.4 Risk Management
Please provide information about your approach to managingriskinvolvedin the
proposal, includingin relation to:

11.4.1 Thetimingof payments and delivery of the capability.

11.4.2 The stepsthat the respondent will take to manage risks associated with supply
chaindisruptions and continuity of supply.

11.4.3 Thelikelihood that the respondent will, as applicable, retain, develop, or
otherwise have the capacity and capability to provide the capability.

11.4.4 Identifyingreal or perceived conflicts of interest that may arise from establishing
and delivering the capability.

11.4.5 How therespondent proposes to manage any conflicts of interests.
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11.4.6 How the respondents will secure and manage confidential information.

11.4.7 Thelikelihood thatthe respondent willbe able to obtain the necessary approvals
for the products.

11.5 Benefit to the Australian economy

Please provide information about the broaderbenefittothe Australian economy,
including how the proposed capability will support Australia’s biopharmaceutical
ecosystem, broader economy, and benefits of the proposal forjob creation and other
spillover benefits.

12. Confirmation
12.1  The Respondent:

(a) confirmsthatitand any proposed subcontractors are not currently named as non-
compliantwith the Workplace Gender Equality Act 2012 (Cth);

(b) confirmsthatin dealingwith itsemployeesandindependent contractors, the Respondent
has due regard to Commonwealth policies on the engagement of workers and that the
Respondent complies with Commonwealth policies on the engagement of workers,
including obligations underthe Work Health and Safety Act 2011 (Cth) and relevant work
health and safety laws;

(c) confirmsthatin dealingwithitsemployeesandindependent contractors, the Respondent
has due regard to Commonwealth policies on the engagement of workers, will comply
with Commonwealth policies on the engagement of workers, including the Fair Work Act
2009 (Cth) and obligations underthe Work Health and Safety Act 2011 (Cth) and relevant

work health and safety laws;

(d) confirmsthatit and any proposed subcontractors are not insolvent, bankrupt, in
liquidation, or underadministration orreceivership;
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(e) confirmsthatit and any proposed subcontractors may be required to consentto the
publicdisclosure of the name, ABN and address of, and work to be performed by, a

subcontractorif the Respondentis selected to enterinto any subsequent contract;

(f) confirmsthatitand any proposed subcontractors do not have any judicial decision against
them (notincluding decisions underappeal)relatingto employee entitlementsin respect
of which they have not paid the claim; and

(g) consentstothe Departments undertaking checksinaccordance with this Approach to
Market.

12.2  The Respondentwarrantsthat neitherthe Respondent norany of its officers, employees,
agents, and subcontractors has, inrelation to the preparation, lodgement or assessment of
the proposal:

(a) improperly obtained confidential information;
(b) receivedimproperassistance;

(c) engagedin collusivetendering, anti-competitive conduct or othersimilar conduct with any
otherrespondentorotherperson;or

(d) attemptedtoimproperlyinfluencean officer of the Australian Government, an expert
consultant or memberof any expertadvisory bodies engaged by the Australian
Government to provide advice on this Approach to Market process; or attemptto

approach any Commonwealth officer otherthaninthe mannersetoutin clause 4.

12.3  The Respondent notes that giving false or misleadinginformationisaserious offence, and
confirmsthatall informationinits proposal is true and correct in every material respect.

12.4  Compliance with the Workplace Gender Equality Act 2012 (Cth)

Under Australian Government procurement policy, respondents are obliged to indicate
whetherornot theirorganisationis covered by the Workplace Gender Equality Act
2012 (Cth) (the WGE Act). An organisationis covered by the WGE Act ifitisa ‘relevant
employer’, defined as beinganon-publicsectoremployer(including higher education
institutions, trade unions and not-for-profit organisations) of 100 or more employeesin
Australia. Forinformation aboutthe coverage of the WGE Act, contact the Workplace
Gender Equality Agency on (02) 9432 7000.

Please mark one of the following:
(a) Yes,lam arelevantemployer. ]

(b) No,lam not arelevantemployer. []
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13. Signature on behalf of Respondent

[Note: To be sighed by the Respondent personally, orif the Respondentis notan
individual, by someoneauthorised to sign on behalf of the Respondent, e.g. managing
director. If the proposal is being provided on behalf of aconsortium, the respondent
warrants that it has made relevantinquiries of the consortium membersin providingthe
proposal.]

By signing this document, the Respondent declares thatitagreesto the termsand
conditions of this Approach to Market, including the rights of the Departments and
Australian Government setoutinthe Approach to Market and that it has complied with

the matters set out at clause 12 of this Schedule 2.

Signature

Name

Position
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14. Respondent profile

Profile category

Details of expected proposal

Financial performance

5-year historical financial performance of respondent to assess financial
viability and capability to support onshore manufacturing.

Manufacturingfootprint

Detailed view of respondent’s current and expected vaccines and biologics
manufacturing footprint.

Site details across footprintshouldinclude:location, capabilities, length of
siteoperation by respondent, scopeof regulatory licenses, presence of
infringement notices at site, type of site(i.e., Brownfield/greenfield).

Details of experience inthe development of brownfield and greenfield site
development should be highlighted, noting the:

e  Size of plant(s) built/redeveloped

e Type of plant(s) built/redeveloped

e Costof plant(s) built/redeveloped

e CMO/CDMO partners (ifapplicable)

Workforce Size, geographic distribution and skillset of current workforce ableto
supportmRNA vaccine manufacturing.

Research & Volume and duration of previous (10-year horizon) and committed R&D

development (R&D) investment relatingto mRNA products and other biologics/vaccines;and

investment information on any products successfully broughtto market after

development, by the respondent.

IP arrangements

Durationandapplication of all currentIP arrangements relatingto mRNA
products and manufacturing processes.

Partnerships

Duration and scope of current mRNA related commercial partnerships with
focus on Governments, CDMO/CMOs, research and academicinstitutions
etc.

15. Response to statement of requirement

Category Onshoring requirement Details of expected response in proposal
(per statement of requirement)

IP arrangements

Product pipeline and COVID-19 vaccines

Characteristics (e.g., efficacy, thermostability
etc.) of mMRNA COVID-19-related vaccines
includingthosein development / testing.

Seasonal influenza vaccines Characteristics of MRNA seasonal influenza

vaccinecandidates in development / testing.

Other mRNA pipelineproducts Characteristics of broader mRNA product

pipeline(i.e., application, stage of
development, etc.).

10-year breakdown of respondent’s track
record in development of mRNA related (i.e.,
biologics, vaccines) products.

capabilities and
capacity

Manufacturing Manufacturingsite(s) /facilities | Outlineof greenfield/brownfield

manufacturingsite(s) and partners to be
used in end-to-end or consortiumapproach.

Input materials and equipment Outlineof approach and supply partners to

procure required input materials and
equipment to supportpopulation-scale
mRNA vaccine manufacturing.
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Mustincludeapproachtoensure
uninterrupted supplyto supportresilientand
secure vaccinesupply.

Process establishment

5-year trackrecord of ability to perform
internal / external technology transfer for
vaccines and biologics products.

Scale Expected annual volume (in doses per year)
of vaccinemanufacturingatproposed site(s).
Workforce Outlineof planto hire and train sufficient

workforce (specifylocal vs. overseas) to
supportmanufacturing.

Regulatory compliance

Trackrecord and engagement plan for
relevant regulatory bodies to achieve
product andsite regulatory approvals.

Cross-cutting

Government supports

Outlinescope (i.e., type and duration) of
required Govt. engagement to support
mMRNA vaccine manufacturing, namely details
of investment, supportor assistancefrom
the Australian Government.

pondents should describe how their proposed
mechanisms for preparingfor and delivering
MRNA vaccines and any mRNA therapeutics,
including for pandemic and health
emergencies, will deliver valuefor money to
the Australian Government.

Sustainableandsecurevaccine
supply

Inaddition to describingthe approach to
supply chainresilience(as above), outline
any further plans toensure sustainabilityand
security of the onshore vaccinesupply.

In particular, notethe approachand
assumptions to maintaining commercial
sustainability of the onshorefacility, beyond
that outlined inrelation to government
supports.

Flexibility of mRNA tech.
platformand pandemic
preparedness

Outlineof plan (e.g. minimum siteactivity,
degree of flexibility to supportother vaccines
etc.) to ensure pandemic preparedness,
including expected time to scalethe facility
to full production fromnon-pandemic period
baselineoperations.

Describethe mechanism proposed for
pandemic and health emergency
preparedness and for the Commonwealth
Government to specify priority products
required for pandemics and health
emergencies.

Respondents should also providea
mechanismfor determining the price of
certain goods reasonably expected to be
demanded by the Australian population,and
to be provided to the Commonwealth using
the capability (whether or not itforms part
of the assistancesoughtinresponseto this
Approach to Market).
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Risks and uncertainties Outline of key assumptions to support
timeline and feasibility of respondent

onshoring mRNA manufacturing.

Timeline Detailed milestone plan for respondent to
meet expected manufacturingdeliverables
across followinglandmarks:

e Site selection: Selection of
brownfield / greenfield site(s) to
supportmRNA vaccine
manufacturing

(] Procurement: Procurement of
necessary raw materials and
equipment to enable manufacturing
commencement

e  Workforce: Hiring/trainingof
necessary scaleof workforce to
supportramp-up of manufacturing

e  Process validation: Establishment
of cGMP license/ variation to
licenseto supportmRNA vaccine
manufacturing

e Batch release: Release of
population-scale batch of mRNA
vaccines for distribution

If you are able to provide capability in addition to these specifications, please setitoutin your
proposal.

If you are not able to provide the capability as set outinthe specifications above, please setoutin
your proposal how your proposal would differ from these assumptions.

16. Costinginformation

Respondents should provide detailed information about their proposed costing arrangements.
The costinginformation required to be provided by Respondents consists of four tables:

= Establishmentcosts: Thisshouldinclude the total costs expected (and timings) to develop
a facility with end-to-end mRNA vaccine and any mRNA therapeutic production
capabilities of atleast the minimum required scale called outinthe RFl (e.g. site
acquisition costs)

= Operational costs: This shouldinclude the total costs expected to operate the facility
undera variety of operational scenarios with the costs expressed as annualised costs, or
expected costs perdose as appropriate (e.g. raw materials and consumables costs)

= Additional ad-hoc costs: This should include predictable costs thatare required for
generation of future pandemic mRNA therapeutics (e.g. licencing for future pandemic
vaccine production)

= Governmentsupportrequirements: Inthistable, the governmentinvestment, supportor
assistance requirementis broken downinto 3types;
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o Upfront- investment,supportorassistance thatisrequiredforinitiation of the
project, and the expected timeline forthis support

o Ongoing-investment, supportorassistance thatisrequired overtime, annualised
where possible

o Ad hoc- investment, support orassistance that may be required in the case of
uncertain future events (e.g. future pandemic)

Respondents should set out how they would propose that the ultimate price of the different
products be determined, the model that underpins thisand the level of financial transparency and

auditaccess they propose to provide to the Commonwealth.

Details should be provided of the Australian Government involvement, support orassistance
sought (including the timing, options and mechanisms of support sought). Examples of the
supportsought couldinclude Advance Purchase Agreements, upfront payments, loans etc.

Details should also be provided of any supportto be provided by a state or territory government,
if applicable.

Where possible, please use the provided template to limit the need forclarifying questions. If
there are additional costs that cannot be mapped to these tabs, an extratab may be included to
documentthe expected costs. Costs should be provided as best estimate, with arange includedas

required.

The costings should include the total expected costs for the organisation or consortia. There isno
need fora breakdown of how the costs will be distributed acrossindividual entities working

within aconsortia.

Respondents may provide furtherinformation as they see fit.
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Development costs

Type of cost

Year 1
(ASm)

Year2
(ASm)

Year3
(ASm)

(Addyearsif
required)

Total
cost

Key
assumptions

Additional
commentary

Site(s) acquisition costs

Facility planningand design costs

Construction costs (incl. fees)

Fit-out costs (notincl. equipment)

Equipmentandinstallation costs

Othermodification costs to prepare the facility

Tech transfer costs
(please provide breakdown as appropriate, e.g.,
for licenses)

GMP certification and other certification costs
(including necessary testing)

Human capital (including, testing and approvals)
to deliveran operationalfacility

Otherregulatory costs (please specify)

Project management costs

Other costs... (add rows and explanations as
required)

Total cost
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Operational costs

Type of cost

Minimum costs for
retention of
operational
capabilities (i.e.
facilityin
hibernation)

Non-pandemic
expected base

operations

Pandemicscale
operations

(Add
additional
scenarios if
required)

Key
Assumption
s

Explanatory
commentary

Variable
(expressas

AS per dose)

Raw Materials/
Consumables

Labour costs

Logisticsand
distribution costs

Storage costs

Othercosts - please
specify

Fixed (express
as ASm,
annualised)

Facility, utility and
maintenance

Training and uplift
costs

Othercosts - please
specify
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Additional ad hoc costs

Type of cost

Estimate

(ASm)

Key assumptions

Description / Rationale and timing

Governmentinvestment, support or assistance requirements

Type Estimated | Low-end | High-end | Expected Assumptionsand drivers | Explanatory notes
value estimate | estimate timing/distribution | usedto calculate

Upfront

Ongoing

One off
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