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1. INTRODUCTION

The National Health and Medical Research CounddNRC) is Australia’s leading funding
agency promoting the development and maintenanpaliic and individual health standards.
NHMRC is established under thational Health and Medical Research Council Ac®2@&he
NHMRC Act), which is available on the NHMRC website
http://mwww.nhmrc.gov.au/about/org/role.htm

The object of the NHMRC Act is to make provisiom gonational body to pursue activities
designed:

a) to raise the standard of individual and public trediroughout Australia;

b) to foster the development of consistent healthdsteds between the States and
Territories;

c) to foster medical research and training and puigalth research and training
throughout Australia; and

d) to foster consideration of ethical issues relatongealth.

TheNHMRC Strategic Plan 2010 — 20{2trategic Plan) describes the agency’s stratagectives
and provides the context within which its fundirfpemes operate. NHMRC is committed to the
commercial development of health and medical rebe@tMR) which has the potential to increase
health, economic and social benefits for the Alisinacommunity. This commitment comes from
Strategic Objective 3¢ foster medical research and training, and publealth research and
training throughout Australia)n the Strategic Plan. Further information on $teategic Plan can be
found at:http://www.nhmrc.gov.au/publications/synopses/nisl82htm

This document provides detailed advice and infolondior applicants who are considering
applying for NHMRC Development Grant support compieg early 2012. It should be read in
conjunction with the Development Grant Scheme Aeland Instructions document, located in the
Library section of the Research Grants Managemgstes (RGMS).

1.1. Further Information

Enquiries about the content of the 2011 Developrsgants Funding Policies for funding
commencing in 2012 should be addressed to your Aidiering Institution’s Research
Administration Officer (RAO) in the first instance.

If further assistance is required, please contecResearch Help Centre on 1800 500 983 or by
email athelp@nhmrc.gov.alAlternatively, go direct to the Development Geafinding scheme
webpage on the NHMRC websitatp://www.nhmrc.gov.au/grants/apply/developmeial#x htm

Enquiries may also be addressed to the ResearphCégitre at:
NHMRC National Health and Medical Research Council
GPO Box 1421
CANBERRA ACT 2601



2. CHANGES 2011

Applicants should notethe following changesintroduced thisyear. These are minor changes to
wording and are introduced to align with changeBR@MS and for consistency across comparable
schemes:

* Changes to the process for Chief Investigatorsv® ¢pnsent to be named on the application
— refer section 4.3;

+ Clarification of ‘Use of NHMRC Funds’ refer to s&m 5;

» Clarification of ‘Incomplete, false or misleading@armation’ under Submitting an
Application — refer section 6.4;

» Clarification of ‘Retracted Publications’ under Sunikting an Application — refer section 6.5;

e Updating the process to expedite assessment afdesgetitive applications — refer section
7.1,

» Clarification of ‘Career Disruption’” and “Paid Patal leave Scheme” under Assessment —
refer section 7.2;

» Clarification of ‘Additional Criteria for IndigenaiHealth Applications” under Assessment —
refer section 7.3;

» Clarification of Funds and Budgets A; and

» Clarification of Direct Research Costs — refer Apgie B.

3. DESCRIPTION AND OBJECTIVES

3.1 Description

A Development Grant provides funding support tavittlal researchers, research teams, or a HMR
company in partnership with a researcher/s to uakieresearch at the early proof-of-principle or
pre-seed stage. The research will usually be uakiamtin Australia.

The Scheme supports the development of a produsztegs, procedure or service that if applied,
would result in improved health care, disease préwe or provide health cost savings.

The Scheme focuses on health and medical resdwthas the potential to be commercialised. The
research should achieve critical scientific and i@rcial proof-of-principle milestones in order to
attract further investment from industry developtmhemes or private sector investment.

The Development Grant Scheme is not an altern&tilee NHMRC Project Grant Scheme. The
Project Grant Scheme provides financial assistéorcecientific research that is theoretical and/or
experimental and that may not yet have a commeiaxais.

3.2 Objectives

The objectives of the Development Grant Schemecare

* increase, facilitate and expedite the translatioHMR outcomes through to
commercialisation;



» stimulate technological innovation in the univershospital and research institute sectors;
and

e provide a potential mechanism through which praj@sty progress to a stage that makes
them competitive to receive funding through bussngsvelopment programs within the
Department of Innovation, Industry, Science andeesh or through private sector
investment.

4. ELIGIBILITY

4.1 Who Should Apply

The Scheme is open to an individual researchemapgof researchers; or a HMR company in
partnership with an eligible researcher/s. Reseasclvho will be primarily based overseas for the
duration of the grant cannot be named as Chiefshiyator A.

Submissions must be certified and submitted thrargNNHMRC Administering Institution. The
Institution is responsible for the administratidritee research funding, which is awarded under a
funding agreement, and the Institution acceptafire responsibility for the grant. The Institution
is also responsible for providing basic infrastametsupport to those researchers involved in the
project. Applicants and institutions should refetie NHMRC Administering Institutions Policy
which can be found at:

http://www.nhmrc.gov.au/grants/policy/admininst.htm

Applicant/s who have applied for funding in an Eartfound and who were unsuccessful are eligible
to reapply.

4.2 Multiple Grant Eligibility

Applicants applying as a Chief Investigator maylgpr, and hold, other NHMRC grants (subject
to any limits set for holding grants in other NHMR@ding schemes). However, the time
commitments of the Chief Investigators on the pegabDevelopment Grant and other grants held
(or to be held) will be considered in the reviewtlod application. Chief Investigators should ensure
that their time commitment is sufficient to enstire viability of the Development Grant.

NHMRC may liaise with other funding agencies tocdss any overlap between applications in
order to avoid duplication of funding. Those hofiNHMRC grants and/or awards should refer to
the relevant funding policy and conditions of tharg or award to determine their eligibility to tol
an NHMRC Development Grant.

4.3 Eligibility for Investigators

NHMRC Development Grants are available to all redeas, based in Australia, working in any
field relevant to health.

The role and contribution of each Chief Investigatmst be described in the Development Grant
application form. Higher Degree students may kediss Chief Investigators in exceptional
circumstances. However, justification must be pitediin the application form.

Unless salary funding is being sought on the gfanting for a grant depends on the continuing
employment of each of the Chief Investigators dkierperiod of the grant.



Chief Investigators
A maximum of 10 Chief investigators (CIA-CIJ) isrpetted on the Development Grant application.

Chief Investigators working for a Commonwealth Aggiie.g. CSIRO) cannot draw a salary from a
Development Grant.

Chief Investigator A

The Chief Investigator A (CIA) will take the leadle in the conduct of the research project, and is
the investigator who takes responsibility for coatjgin and lodgement of the application. It is
generally required that, at the time of applicasobmission, the CIA is an Australian citizen oais
permanent resident of Australia. It is also reqlitteat the CIA is based in Australia for the duwmati
of the grant.

NHMRC may waive the requirement to be an Austratidizen or permanent resident where it can
be demonstrated that the research is based inahastnd will benefit health and medical research
in Australia. Requests to waive the requirementiriedoe made through the Research
Administration Office of the Administering Instiioh and should be emailed to
help@NHMRC.gov.au and marked for the Director, lPaiogs and Partnerships by 3 June 2011.

Note: Applicants who have applied for and recemedvers for existing NHMRC grants, must
again seek a waiver for the 2011 Development Grgoypéication round.

Exception: A CIA who is a New Zealand citizen id4 nequired to seek a waiver if they are based in
Australia for the duration of the grant.

Chief Investigators (B to J)

Researchers who are not Australian citizens or peemt residents in Australia are eligible to apply
for a Development Grant as a Chief Investigatoo B.tIf they are based in Australia for the
duration of the grant, they may be eligible to resgjla personnel support package.

Researches based overseas cannot draw a salarg b@velopment Grant.

Associate I nvestigator s

Associate Investigators (Al) provide intellectuaput into the research and participate in a way tha
warrants inclusion of their name on publicationsefe are no restrictions on individuals who may
be named as an Al on NHMRC Development Grant agfptins. AlI's may not draw a salary from a
Development Grant.

Consent to be a Chief Investigator

The Chief Investigator A must seek agreement frameroCls (B-J) to be named on the application.
The CIA will provide written evidence (e.g. an eth& the RAO of all CIs’ endorsement of the
application. The RAO will then certify and subnhietapplication in RGMS. The RAO will not be
authorised to submit the application to NHMRC ualilChief Investigators have completed this
step.



5. USE OF NHMRC FUNDS

Applications for funding must be submitted to NHM&Cough an Administering Institution. The
funding is provided to the Administering Institutiavhich is responsible for the financial
administering of the grant — refer to section 4.1.

5.1 Duration and Level of Funding

Funding will be awarded for a period of one (1}hHree (3) years, but the period must be justified
within the application. NHMRC has no preferencednoy particular duration.

There is no specific limit to funding for each apgation under the NHMRC Development Grant
scheme. Applicants are required to clearly judtily requested budget paying particular attention to
any research cost(s) which may be atypical foptrgicular field of research.

NHMRC funding is provided by the Australian Goveemhunder thédHMRC Deed of Agreement
—Research Funding Schemg@Refer tohttp://www.nhmrc.gov.au/grants/admin/deeds itm

5.2 Access to NHMRC funding

NHMRC seeks to promote collaboration between rebeas and to remove artificial barriers that
prevent multidisciplinary and multi-organisatiopabposals. However, the NHMRC funds only the
direct costs of a research project.

Development Grant applicants are required to:

* make a case for NHMRC Development Grant fundingdoordance with this policy
document; and

« declare the sources, duration and level of fundingady held for research in a particular
area of the application. Applicants must clearktify all requested budget items and comply
with the guidelines set out in tiAglvice and Instructions to Applicang&sdditional
information on the NHMRC research budgets can badat
http://www.nhmrc.gov.au/grants/apply/projects/budgen. Although this link refers to
Project Grants, the same policy applies to Devekgrsrants.

NHMRC funds may be used for:

* supporting personnel, where the level of persosapport package requested matches the
roles and responsibilities of the position, ratirem the expertise of a specific occupant of
the position (refer to Attachment A);

* equipment that is unique to the project and isrdgddor the project to proceed;

» direct research costs (DRCs) for the purchasesafareh materials (not personnel) required
to conduct the proposed research ( refer to AttactiB); and

» costs of animal agistment that are a direct requerg of the research project.
NHMRC does not fund:

» research infrastructure that an institution witbet@ch as part of its mission would be
expected to supply;

e institutional overheads and administrative charges;
» the indirect cost of research.
Further information on the use of NHMRC Fundingvsilable at Attachment A and B.



NHMRC funds the direct costs of research activithgsplicants are encouraged to seek additional
funding from other sources including for the indireosts of research.

6. SUBMITTING AN APPLICATION

Applications must be submitted electronically vilMRC’s Research Grants Management System
(RGMS): http://www.nhmrc.gov.au/grants/rgms/index.htm

6.1 Profile and CV

As selected information from the CV and Profile gmments of RGMS, such as publications and
patents, will be imported into the applicationsitmportant that these components of the CV and
Profiles are up to date. Information on sectiorad #re needed to be completed for Development
Grant applications is available within the RGMS améddvice to Applicantdocument.

NHMRC urges applicants to complete their Profild &V as early as possible following the
opening of applications for the 2011 funding round.

Applicants, who are not yet registered on RGMSpukhoontachelp@NHMRC.gov.adior more
information.

When completing the application, refer to

- Advice and Instructions to Applicardecument available from
http://mwww.nhmrc.gov.au/grants/apply/developmeii#x htmand

- for help in learning to use RGMS, applicants agedrto use RGMS Tutor, an
education tool, available at the RGMS Library witiRGMS
(http://www.nhmrc.gov.au/grants/rgms/index.hitm

6.2 Submission of Applications

Applications for Development Grants open on Mon#@l&yApril 2011 and close at 17:00 hours
(AEST) on Monday 18 July.

Applications must be submitted by the advertisedioly date and time. Late applications will not
be accepted.

Applicants should check whether their Administeringtitution has a submission date well in
advance of the NHMRC closing date.

Applications must be certified and submitted byN&VIRC registered Administering Institution.
Intending applicants and institutions should rééetheNHMRC Administering Institutions Polieyt

http://www.nhmrc.gov.au/grants/policy/admininst.htm

Once submitted to NHMRC, the application will bensmlered final and no changes will be
accepted. This includes changes to named Chiesligators.

The RAO will not be authorised to submit the apgtiien until the CIA has provided to the RAO all
Cls’ endorsement (refer to section 4.3).



6.3 Withdrawal of Applications

Applicants may withdraw their application at anynéi in writing, through their Administering
Institution’s Research Office.

6.4 Incomplete, false or misleading applications

The application is the main source of informatieaikable for assessment. As such it must contain
all the information necessary for assessment optbgct without the need for further written or
oral explanation, or reference to additional docataion, including through the World Wide Web.
All details in the application, particularly connerg any successful grants, must be current at the
time of application.

Under section 136.1 of the Commonwedlitiminal Code Act 1995t is an offence to provide false
or misleading information to a Commonwealth bodgimapplication for a benefit. Such action is
punishable by up to 12 months imprisonment. In @it if an application contains information that
is false or misleading, it will be excluded fromydarther consideration for funding.

If NHMRC believes that the omission or inclusionnaisleading information is intentional, it will
refer the matter for appropriate legal action. Egka® of false or misleading information in an
application include, but are not restricted to:

* providing a dishonest statement regarding time ctiments to the research for which
support is being sought; or

» providing incomplete or inaccurate facts regardittger sources of funding;
»  providing fictitious track records; and

» falsifying claims in publication records (such &scribing a paper as accepted for
publication when it has only been submitted).

6.5 Retracted Publications

If a publication relevant to an application is aeted after the application has been submitted,
applicants must advise NHMRC of the retractiorhatéarliest opportunity by email
(help@nhmrc.gov.gwr when submitting their response to assessartgpvith an appropriate
explanation regarding the retraction. Applicants r@quired to send this information to NHMRC
through their RAO office.

If an application is largely dependant on the rissof a retracted publication, applicants shousd al
consider withdrawing the application. If, undergbeircumstances, applicants choose not to
withdraw the application, they should make theas@ns clear in their response to assessor reports.

Where the publication forms part of the applicamtack Record, that information must be
immediately recorded in their Profile & CV in RGMS.

6.6 Removal of Applications

Exclusion of applications may take place at anyetauring the assessment process if they
contravene this funding policy. The following respments are mandatory:

a) the application must:
i. be submitted using RGMS by the advertised closatg;d

il. declare the source, duration and level of fundinggaly held for research in the
particular area of the application;



iii. be certified and submitted through the appropfesearch Office of a NHMRC
approved Administering Institution;

iv. be within the specified page limits; and

v. be formatted (including font sizes and marginsy@ecified in théddvice to Applicants
document.

b) theDetailed Background and Research Plan (includingdre of Research and Translation
AchievementandAssociate Investigator Rol&DF file size does not exceed 2Mb each

Applications may be excluded under the followingemstances:

a. the application is clearly of a standard that wit gain support via the competitive
Development Grants funding scheme (Note: NHMRC waurly determine an
application to be non competitive on advice fro@rant Review Panel);

b. the application does not comply with the eligilyildriteria (as defined in Section 4 of
this document);

the application includes any incomplefi@se or misleading information; or

the application is inconsistent with the objectieéshe NHMRC Act and the purposes
of theMedical Research Endowment Acco(MREA) (refer to sections 3 and 51 of the
NHMRC Act).

NHMRC reserves the right to remove from considerain the peer review process any application
that:

a) do not comply with the requirements of this polaytheAdvice and Instructions to
Applicantsdocument.

b) involve researchers against whom findings or researisconduct have been made.

Applicants must not directly contact Developmena@mReview Panel (DGRP) members in relation
to their application, or the peer review procesthdy do so, their application may be excludeanfro
further consideration. Applicants are to direct guagries to their Institution’s Research
Administration Office.

6.7 Advice to Applicants and Application Form

Applications for NHMRC Development Grant fundingdo be submitted electronically as advised
in the NHMRC Development Granéglvice to Applicantselevant to the particular application
round. These documents are located in the LibrABRGIMS:

https://www.rgms.nhmrc.gov.au/niku/app?action=dns-HeManager&id=1010&type=KS

/. ASSESSMENT

All Development Grant applications are regardedNBYMRC as new applications for funding.

Applications undergo rigorous peer review, whereigy are subject to scrutiny and evaluation by
others who are expert in the field(s) of the amtlan. Assessors and Development Grant Review
Panel members (DGRP) will bring their expertise erperience to the evaluation of the merit of
applications for funding. Any matter relevant te stientific merit, applicant commercial track
record(s) and commercial potential may be brouglité¢ consideration of their application, by
assessors and the DGRP.



In developing their applications, applicants shdakk into account the nature of peer review:
assessors and DGRP may draw as appropriate froradbarch literature and from their breadth of
knowledge in the relevant discipline(s) and fie)d(ssues not relevant to the assessment criteria
(see Section 7.2) will not to be considered.

NHMRC staff will conduct an initial review of alp@lications to identify potentially ineligible
applications. Eligible applications will then besgmed to appropriate DGRP members and other
expert assessors for review against the selectitaria.

7.1 Development Grant Review Panel (DGRP)

The DGRP will comprise experts highly experienaedelated areas of research and
commercialisation. The DGRP will have primary rasgbility for the peer review of all
Development Grant applications.

The DGRP will provide initial assessments of Depetent Grant applications with both scientific
and commercial expertise, prior to the DGRP meetuplicants will have an opportunity to
respond to the assessors’ initial reviews. FurtioeemnNHMRC will collate the scores provided by
scientific and commercial expertise to identify thast competitive applications assessed. These
applications will be considered by the DGRP for ogal in advance of the detailed DGRP
discussion (the Not For Further Consideration Fse¢BIFFC)).

The applicant response will be limited to a twogagsponse to address the reviewers’ comments.
Applications with an Indigenous health componerit hdave one additional page for their response
(refer Section 7.3). The applicant guideline f@pending to assessor comments will be made
available in the Library section of RGMS closeth stage of the process:

https://www.rgms.nhmrc.gov.au/niku/app?action=dns-HeManager&id=1010&type=KS

7.2 Assessment Criteria

Development Grant applications will be assesseth®yDGRP against three primary criteria.
1. Scientific merit of the proposal (40%)
Is the proposal scientifically sound according taMRC criteria:

» dignificance: Does it address an important unmet health need?

» approach: Will the experimental design, methods and analyseduce definitive answers
and are they likely to demonstrate proof of prife®

» feasbility: Do the applicants have the skills, commitment @sburces to carry out the
experimental plan and meet milestones?

» scientifictrack record: Do the applicants’ publications or other recaldsnonstrate they
can conduct the research program at a high sdelaifel?

2. Track record of commercial achievements (20%)

Do the applicants or their identified partners hamg previous experience in the commercialisation
of research? Such experience may include:



* inventorship on patents;

* industry consulting;

* involvement in sponsored research programs;
» licensing of intellectual property;

» direct involvement in industry placements;

* involvement in a company ‘spun out’ of a univershgspital or research institution for the
purpose of commercialising a product, process arsenvice; and

* involvement in taking research findings througmtarket.

3. Commercial potential (40%)

The applicant/s are expected to provide eviden@afnderstanding of the process and steps to
move from research to outcomes that can be comatised, (including the nature of the market and
an initial assessment of the patent landscape)ntlestones and risks of the venture and an
understanding of methods for handling intellecralperty connected with the project. The
applicant should provide an outline of the potdrdeanmercial development pathway that would be
traversed should the development of the produot;gss or technology prove successful.

Applicants should address the following questianadsist the DGRP in determining the value of
the application for support:

* how can the intellectual property underpinningphgect, process or technology be
protected?

* is the product, process or technology completely, e is it a replacement for an existing
product, process or technology?

» what qualities of the product, process or technplogke it unique or provide a competitive
edge over existing technologies in the market flace

* what are the national and international, currenl fature market opportunities?

* has the research advanced past the basic resd@sb?lf not, the Development Grant
Scheme may not be appropriate.

* have funding partners or reputable venture cap#aking been identified, or is there
evidence of a substantial commitment (includingding input) to the project by an
appropriate industry alliance? How does the praddsaithin the strategic plan of the
partner company? Note: it is not a prerequisitihefDevelopment Grant program for
funding partner(s) to have been identified. Ventapital firms, business angels or
philanthropic organisations must have a bona fidektrecord of commercial development
of innovation, nationally or internationally.

letter of support will berequired where afunding partner islisted on an application.
» does the proposed project provide a credible rmut®mmercial proof-of-principle?
» are the proposed milestones and deliverables apatepand precisely enunciated?

Career Disruption

The NHMRC accepts pregnancy and childbirth, mdipness and carer responsibilities including
parental leave, as career disruptions. Other exasmptlude significant events outside of
applicants’ control, and may include industry atiteo work placements where research was not



able to be conducted. Applicants should nominat®gge where their career has been disrupted and
provide a brief explanation of the reason. Furthfarmation on identifying and reporting career
disruption(s) is provided in th&dvice and Instructions to Applicardecument.

Note: Academic or clinical responsibilities will lsensidered within the framework of "relative to
opportunity" and not career disruption.

Paid Parental Leave Scheme

Information concerning the Australian GovernmeRzsd Parental Leave Scheme is available at the
following website: http://www.familyassist.gov.au/payments/family-sissice-payments/paid-
parental-leave-scheme

7.3 Additional Criteria for Indigenous Health Applications

Proposals for research relating specifically to Adgioal and Torres Strait Islander health will be
identified after applications close. Any such apgtions will be assessed agaiths Indigenous
Criteria and the Assessment Criteria. The aim of assesgiplications againsghe Indigenous
Criteria is to ensure that research involving Indigenoustilians is designed and implemented in
a manner that is safe and beneficial to the comtiesrand individuals.

Assessment of Indigenous health applications wilpbrformed by both a specifically selected
Indigenous health external assessor and DGRP memider external assessor will ideally be an
Indigenous researcher, and have both scientifidagigenous health research expertise.

The external assessor will review the applicatigaistthe Indigenous Criterias well as the
Assessment Criteria. The external assessor wil@ssider applicants’ career paths, career
development and achievements, relative to oppdstufine review will provide comments against
the Indigenous Criteriand this review will be reflected in the DGRP’s@ssment.

If it is not possible to assign an Indigenous heakternal assessor with both scientific and
Indigenous health research expertise, an Indigeassesssor will be selected who can provide
comments againshe Indigenous CriteriaThe DGRP, and in particular the primary spokesper
will take account of these comments in finalisihg aipplication’s score.

The external assessor’s report may include fuiguestions and issues for the applicant to address.
The report may also recommend that the DGRP plaedittons on the grant in order that it meets
the Indigenous CriteriaReports are provided to applicants who have gp®dunity to address any
concerns in response to the initial review agaimstindigenous Criteria

If an application fails to address adequatbby Indigenous Criteriaand conditions cannot be placed
such that the grant would meke Indigenous Criterigthat application may be deemed to be non-
competitive.

8. CONFIDENTIALITY

Information contained in applications is regardsea¢@anfidential unless otherwise indicated and will
be received and treated as confidential by NHMRGE. & legislated responsibility of all NHMRC
staff and Committee members not to disclose top@mgon confidential information to which they
become privy as a result of the exercise of thegponsibilities to NHMRC.

Applicants seeking support from the organisatiasted in section 3 are required to agree for their
application and related assessment informatioreteleased to those agencies for this purpose.



Information comprising the names of successful igagplicants and their administering institutions,
together with the title of the research project tedfunding awarded, are published in the NHMRC
Annual Report and are available on the NHMRC web$HMRC makes publicly available
information about the areas of research of thetgrad a brief description of the grant provided by
the applicant in response to the question in Part the application Media Summary

9. PRIVACY

Documents containing personal information are heshdihd protected in accordance with the
provisions of théPrivacy Act 1988 (Cth)which sets standards for the collection, storage,and
disclosure of, and access to, personal informaBensonal information is disclosed only with

permission of the individual to whom it relateswdrere the Act allows.

10. OUTCOME OF APPLICATIONS

NHMRC will advise applicants through the nominagatiinistering Institution’s Research Office
of the outcome of the application as early as pts$ollowing approval of funding. This may be
done initially on a confidential basis. If so, NHINRwill regard breaching of this confidentially as a
serious matter.

The advice to applicants will include a short reor the application based on the assessment
criteria. The report may identify aspects of thplejation which were considered to be more, or
less, competitive than other applications.

NHMRC will publish the following information on itwebsite for all successful Development
Grants:

* Application ID;

all Chief Investigator names;

Administering Institution;

simplified title; and

total funding awarded and duration.
The media summary may also be published.

11. OBJECTIONSAND COMPLAINTSPROCESS

11.1 Objections

Applicants may seek clarification on the outcoméheir application, or state an objection to that
outcome. The objection must be lodged in writingtigh the Administering Institution’s Research
Office by completing a form available from the NHIZRvebsite at:
https://www.nhmrc.gov.au/about/contact/complaimi.land be received within 28 days of the
Administering Institution’s RAO receiving the em#al which the letter notifying the outcome of the
application is attached, or as otherwise advisetheyNHMRC..



The objection should be directed to NHMRC'’s ChigeE&utive Officer in the first instance. If an
applicant is not satisfied with the outcome, thegymefer their complaint to the NHMRC
Commissioner of Complaints, as detailed in sectibs2.

NHMRC will provide a written response to all compla in line with the NHMRC Complaints
Policy: https://www.nhmrc.gov.au/about/contact/complaimi ht

11.2 Formal Complaints to the Commissioner of Complaints

A person whose interests are affected may at amy ibdge a complaint under section 59 of the
National Health and Medical Research Council Add2@(he Act).

Section 61 of the Act provides the CommissiongComplaints with discretion including, where a
complainant has not approached the CEO with theptant, may choose not to investigate and
refer the complaint to the CEO. The Act may be tbah
http://www.nhmrc.gov.au/about/org/role.htm

Complaints to the Commissioner should be addretssed
NHMRC Commissioner of Complaints
National Health and Medical Research Council
GPO Box 1421
CANBERRA ACT 2601

Formal complaints can be mailed to the above addoesent by email as a PDF letter to
complaints@nhmrc.gov.au

The complaint must be in writing, be signed by t¢beplainant, describe the action complained
about and specify the nature of and grounds focdmeplaint.

Complaints can only be considered against admatigé process and not the merits of a particular
decision. The grounds of Complaint are detaileseation 58 of the Act and are that:

a) the action involved a breach of the rules of ndtustice;

b) the action was induced or affected by fraud;

c) there was no evidence or other material to jushiéyaction;

d) an irrelevant consideration was taken into accourglation to the action;
e) arelevant consideration was not taken into accourglation to the action;

f) in the course of the action a discretionary powas wxercised for a purpose other than the
purpose for which the power is conferred,;

g) the action involved the exercise of a discretior@wer in bad faith;

h) in the course of the action, a personal discretippawer was exercised at the direction of
another person;

i) the action involved the exercise of a discretion@wer in accordance with a rule or policy
without regard to the merits of the particular ¢case

J) the action involved any other exercise of a powea way that constitutes abuse of the
power.

Complainants are advised to contact their RAOs poianaking a complaint to the Commissioner.



12. ADMINISTRATION OF NHMRC GRANTS

12.1 Deed of Agreement?!

All NHMRC Development Grants are offered in accorciawith a Deed of Agreement between
NHMRC and the Administering Institution. This DeefdAgreement includes Schedules that detail
information for each grant (eg budget) and any ifigemonditions. Details of the Deed of
Agreement can be found at:

http://www.nhmrc.gov.au/grants/admin/deeds.htm

Requests to vary the terms contained in the Deédyofement or its Schedule must be submitted to
NHMRC in writing by the Administering Institution.

12.2 Payments

Subject to appropriations provided by the Commotitvd2epartment of Finance and Deregulation,
payment of funds will be made to Administering lgtons in regular instalments, in accordance
with approved payment arrangements made from thdiddeResearch Endowment Account
(MREA). Funds must be used only for the purposgsaed and detailed in the Deed of
Agreement and its Schedule.

12.3 Responsible Conduct of Research

NHMRC expects the highest levels of research canalud integrity to be observed in the research
that it funds. Institutions that administer Devetemt Grants, as well as Chief Investigators are
bound by the terms of tH2eed of Agreemenrand through this agreement by the requirements of
The Australian Code for the Responsible ConduBeasiearch (200the Code) available at:
http://www.nhmrc.gov.au/publications/synopses/r30sym

The Code, which was issued by NHMRC in partnership ARC and Universities Australia,
advocates and describes best practice in researchsearchers and institutions, and provides a
mechanism by which a breach of the code or anemtidf research misconduct can be resolved.

Researchers who become aware of research miscaosttudt follow the process outlined in the
Code and can report on scientific misconduct bymeting an e-form available from NHMRC
website ahttps://www.nhmrc.gov.au/about/contact/complaiim.h

Administering Institutions are required to informHNIRC of cases of research misconduct and
NHMRC may exclude these applications from furtresessment if the applicant is found to have
committed a serious research misconduct.

Applicants must not contact DGRP members or extassessors in relation to their application, or
the peer review process. Doing so may constitiieeach of the Code (refer to subsection 6.2 of
(the code) ahttp://www.nhmrc.gov.au/publications/synopses/r30s§m) and their application may
be excluded from further consideration. Applicaants to direct any queries concerning the peer
review process to their Institution’s Research Aaistration Office.

! Note: NHMRC is consolidating all previous DeedsAgfreement into one document. This document, NkRVIRC
Funding Agreementyill replace all existing Deeds of Agreement.



12.4 Research Misconduct

Research funded by NHMRC must comply with gestralian Code for the Responsible Conduct
ofResearchwhich can be found atttp://www.nhmrc.gov.au/publications/synopses/r30m

The NHMRC funding agreements contain provisiongtierhandling of allegations of research
misconduct. Applicants are referred to MidMRC Policy on Actions to be taken in the case of
Research Misconduct involving NHMRC Fundimbis is available on the NHMRC website at
www.nhmrc.gov.au/grants/admin/deeds.htm

12.5 Registration of Clinical Trials

Successful applicants in receipt of NHMRC fundimgler this scheme, and whose research involves
clinical trials, must register with the ANZCTR beddbeginning the clinical phase of the research.

Information pertaining to the ANZCTR or equivaleanhd how to register can be found at:
http://www.anzctr.org.au

12.6 Ethics Clearances and Approvals

Funding for a Development Grant will not commennoélall relevant approvals, ethical and/or
biosafety, have been received from the appropmatéutional committees and lodged with the
Administering Institution's Research Office.

It is the responsibility of the applicant to enstirat applications are made to the relevant
institutional committees or approval bodies. kliso the responsibility of the applicant to ensure
that the completed approval form is forwarded ®Itistitution's Research Office who will hold a

copy.

The Research Administration Officer, who is resploiesfor the application, must advise NHMRC
when clearances have been granted by the relesamhittees.

NHMRC reserves the right to request all informatielating to decisions regarding ethical issues
arising from an application and the institutioredponse to the application. Provisional approvals
are not acceptable.

Grants may be withdrawn if ethics approvals areatddined within six months of the original grant
commencement date.

Approvalsto beobtained prior to the funding commencing

Development Grants provided by NHMRC are often awdrfor research that involves the use of
humans, animals or genetically modified organisiisof these activities require oversight by the
Administering Institution. Table 1 summarises tperavals that may need to be obtained before
funding for a Development Grant can commence. Talists other considerations that
Development Grant applicants must take into accdurihg development of research proposals.

In order to ensure that all research is conducteld éthically and accountably, funding for a
Development Grant will not commence until the Adisiiering Institution’s RAO has notified
NHMRC that all relevant ethical and other approvese been granted and have been provided to
the Administering Institution's Research Offiti funding will be provided on the basisof a
provisional approval.

Where an ethics clearance or regulatory approvabtisequired until the latter years of a
Development Grant and the relevant committee camavi¢w the proposal without the results of the
preliminary findings of the research then, in theseeptional circumstances, NHMRC approval can
be sought for the funds to be released. These sexjudl be considered by NHMRC on a case by



case basis. Any research that requires ethicsatieafregulatory approval must not occur until the
required approvals are in place.

It is the responsibility of the applicant to obt#e relevant approval required for the project end
forward this to the Administering Institution's Reasch Office.

The NHMRC reserves the right to request any infaéionan relation to ethical and other approvals
and to withdraw the offer of funding if the relevapprovals are not obtained byuly in the year
that funding is to commence.

Table 1: Summary of Approvals and Licenses to be obtained by Development Grant

applicants

Applicants proposing
research involving

Action to be taken by Applicants

Human Research

Projects funded by NHMRC that involve human papécits must be
reviewed by a Human Research Ethics Committee (HREGccordance

with the National Statement on Ethical Conduct in Human Rese 2007
(the National Statemenifonsideration must also be given to Brevacy Act
1988.

The National Statement is available on the NHMRC bsite at:
http://www.nhmrc.gov.au/publications/synopses/e89syn

D

Animal Research

Projects funded by NHMRC that involve the use ofras must be reviewe
and approved by an Animal Ethics Committee (AECadcordance with th
AustralianCode for the Care and Use of Animals for Scienkficposes (the
Animal Code).

The Animal Code is available on the NHMRC websitd:
http://www.nhmrc.gov.au/publications/synopses/egifgm

O

Generation or use of
genetically modified
organisms (GMOs)

Applicants proposing to undertake research inmghwgenetically modified
organisms (GMO) must ensure that all the requirésnesf the Gene

Technology Act 200@ndGene Technology Regulations 20@dve been met.

In the first instance, applicants should seek ad¥iom their Institutiona
Biosafety Committee on the level of authorisati@eaed for any propose
GMO research. Information on the gene technologyulegory scheme
including the Act and Regulations, is also ava#aftbm the Office of the
Gene Technology Regulator website/w.ogtr.gov.au

d

%4

Human
Research

Embryo

Research involving certain human embryos requirkseace issued by th
Embryo Research Licensing Committee of the NHMRGdoordance with
Research Involving Human Embryos Act 2@0RI Prohibition of Human
Cloning for Reproduction Act 2002

For further information about the legislation retiethe NHMRC website at:

http://www.nhmrc.gov.au/publications/synopses/erabtgyn.htm and

http://www.nhmrc.gov.au/publications/synopses/poalyn.htm

®




Table 2: Other considerations relevant to Development Grant Applicants

Applicants  proposing
research involving

) Guidelines to be considered by Applicants

Health
Involving
and Torres
Islander Peoples

Research
Aboriginal
Strait

Ethical applications for projects that involve tharticipation of Aborigina
and Torres Strait Islander Peoples should be dpedlwith reference to th
Values and Ethics: Guidelines for Ethical ConduttAboriginal and Torres
Strait Islander Health Resear¢R003)

Further information is available from the NHMRC wéb at:

http://www.nhmrc.gov.au/publications/synopses/e fdsyn

Use of Carcinogenic or
Highly Toxic Chemicals

All projects that involve the use of carcinogenrchaghly toxic chemicalg
must adhere to the National Occupational Health &atety Commissiof
(NOHSC) guidelinesNational Code of Practice for the Preparation
Material Safety Data Sheets.

Further information is available from the AustraliaSafety and
Compensation Council (ASCC) web sitehetp://www.ascc.gov.au/ascc/

of

Use of datasets for

resear ch purposes

The use of datasets for research purposes musthcamth the Minimum
Guidelines for Health Registers for Statistical delsearch Purposes.

Further information is available from the Australimstitute of Health an
Welfare website
http://www.aihw.gov.au/publications/index.cfm/tf®& 92

atr

Participation in Health
and Medical Research

Open Access Refer to Section 17.2 of this document and NHMRdicgoon the
dissemination of research findings, which is avdda at
http://www.nhmrc.gov.au/grants/policy/disseminatiam

Consumer and | The Statement on Consumer and Community ParticipatiotHéalth and

Community Medical Research(the Statement) has been developed because

consumers and researchers recognise the contnbthat consumers ca
make to health and medical research. The Consuidesdth Forum of
Australia Inc (CHF) and the NHMRC worked in partst@p with consumer
and researchers to develop the Statement in ra@gmf the contribution
that consumers can make to research, as well asrigife to participate in
research. Researchers are encouraged to consildretiefits of actively
engaging consumers in their proposed research.

Applicants should refer to the CHF and NHMRC Staetnavailable a

many
n

[

http://www.nhmrc.gov.au/publications/synopses/r22isym

Use of Personal I nformation

Section 95 of th@rivacy

Act 1988the Privacy Act) provides that the CEO of NHMRG@ynwith

the approval of the Commissioner, issue guidelfoethe protection of privacy in the conduct of

medical research.



Any research involving humans that uses persomfatrmation held by Commonwealth agencies
where identified information needs to be used wittamnsent from the individual(s) involved
should abide by NHMRGuidelines approved under Section 95 of the Privacty1988 2001
(Section 95 Guidelines). In these situations, ttoppsed medical research must be approved by a
properly constituted Human Research Ethics Comen{tfREC) in accordance with the Section 95
Guidelines.

NHMRC Guidelines approved under Section 95A of the Pyivact 19882001 (Section 95A
Guidelines) are broader than the Section 95 Gundsland apply to the collection, use and
disclosure of health information held by organisasi in the private sector for the purposes of
research or the compilation or analysis of stastielevant to public health or public safety,

without the consent of the individual(s) involvééhder the Section 95A Guidelines, an HREC must
give approval for the use of this information.

Administration of Drugsto Humans

NHMRC requires assurance that research involvingdns has been reviewed and is approved by
the relevant HREC as complying with the NHMRIGtional Statement on Ethical Conduct in
Human Researc(2007) (the National Statement)

All research projects involving the administratiorhumans of drugs, chemical agents or vaccines
must be considered by a HREC to assess the apgiepess of their use. If such research is part of a
clinical trial, then it is falls under the respdnisty of the Therapeutic Goods Administration (TGA
which administers the Clinical Trials Notificati@iemption schemes. Further information on these
schemes can be obtained from the TGA:

http://www.tga.gov.au/ct/index.htm
Phone: 1800 020 653

In the case of multi-centred clinical trials théexant institutions and their HRECs may agree that
the primary ethical and scientific assessment beena& one institution/organisation, with copies of
the approvals being sent to the other institutiomggnisations involved. Further information on
multi-centre research approval is provided in tladidhal Statemenwhich is available on the
NHMRC website at:http://www.nhmrc.gov.au/publications/synopses/erdsyn

Ethical Implications of Human Resear ch

Human research, in this context, includes researaiving any human tissue, no matter what the
source, and also includes research in which tisea@y intervention (physical or psychological) in
the normal lives of humans. Projects supported BMIRC must conform to the general principles
outlined in theNational Statement

Animal Research

Research involving animals must be conducted inraance with théustralian Code of Practice
for the Care and Use of Animals for Scientific Ragps2004,which is available on the NHMRC
website at:

http://www.nhmrc.gov.au/publications/synopses/egt6gm

Resear ch I nvolving Genetically Modified Organisms

Applicants proposing research involving geneticatignipulated organisms (GMOs) must ensure
that all requirements of t@ene Technology Act 20@ddGene Technology Regulations 20@ve
been met.



In the first instance, applicants should seek adfrieam their Institutional Biosafety Committee on
the level of authorisation needed for any propdsbtD research. Information on the technology
regulatory scheme, including the Act and Regulatjamalso available from the Office of the Gene
Technology Regulator websitel&tp://www.ogtr.gov.au

Use of Carcinogenic or Highly Toxic Chemicals

Applicants proposing research involving the use disdosal of potent carcinogenic or other highly
toxic chemicals are referred to the National Octiopal Health and Safety Commission (NOHSC)
guidelinesNational Code of Practice for the Preparation of tdiaal Safety Data Sheetahich are
available from the NOHSC web site http://www.ascc.gov.au/ascc/

12.7 Intellectual Property

Applicants in receipt of NHMRC Development Granpgart must agree to comply with the
National Principles of Intellectual Property Managmt for Publicly Funded Research available at:

http://www.nhmrc.gov.au/grants/policy/ipmanage.htm

13. REPORTING ON NHMRC GRANTS

13.1 Scientific Reports and Financial Reports

Annual progress and financial reports will be regdieach year on the form prescribed by
NHMRC. At the completion of the grant, a final refpand financial acquittal will be required

within six months after the Period of Funding enbisese final reports will be regarded by NHMRC
as public documents and will be placed in the puidlimain. The reporting requirements are
included in the schedule to the Deed of Agreemedtcan also be found at:
http://www.nhmrc.gov.au/grants/admin/progreport.htm

NHMRC may suspend payment of further instalmenisngf current grant until the appropriate
reports have been received and assessed as satisfac

Where an institution fails to submit satisfactoeports, as required, NHMRC may terminate

funding and determine that all or part of the fungdmust be repaid. In this case, NHMRC may
withhold the remainder of the institution’s payneuohder the scheme for the current year or initiate
recovery of funding.

13.2 Dissemination of Scientific Results

To maximise the benefits from research and as by@adpossible allow access by other researchers
and the wider community, NHMRC encourages reseascred Administering Institutions to

» promote responsible publication and disseminatidheresearch findings;
» disseminate all research findings; and
» disclose research support accurately

Section 4 of théustralian Code for the Responsible Conduct of &ebgoutlines these and other
responsibilities of Institutions and Researchetsctvapply to all forms of dissemination.

NHMRC strongly supports researchers depositing thegia and any publications arising from a
research project in an appropriate subject andatitutional repository wherever such a repository



is available to the researcher(s). Any researcputsithat have been or will be deposited in
appropriate repositories should be identified i Bmal Report.

Grant recipients must ensure that they comply WiHMRC policy on the dissemination of research
findings, which is available &itp://www.nhmrc.gov.au/grants/policy/disseminatiam.

14. ENQUIRIES

Enquiries about the content of NHMRC Funding Pebcshould be addressed to your
Administering Institution’s Research Administrati@déficer (RAO) in the first instance. If further
assistance is required, please contact the ResatpiCentre on 1800 500 983, or at
help@NHMRC.gov.awr go direct to the relevant funding scheme webpagthe NHMRC
website: http;//www.nhmrc.gov.au/grants/types/intéx

Postal Address: National Health and Medical Re$e@auncil
GPO Box 1421
CANBERRA ACT 2601



ATTACHMENT A - USE OF NHMRC FUNDS AND BUDGET

Introduction

NHMRC funds the direct costs of the research praplogsed on advice from peer review. This
document is designed to assist Development Graplicapts in identifying resources which can or
cannot be funded using NHMRC funds, and to aspgi@nts in the preparation of the budget
component of their Development Grant application.

Level of funding

There is no specific limit to funding that may leejuested in applications under the NHMRC
Development Grant scheme.

Applicants are advised to clearly justify the resped budget paying particular attention to any
research cost(s) which may be atypical for thei@adr field of research (refer Attachment B).

The Development Grant Review Panel (DGRP) advidésIRC of a budget for each application in
categories 5, 6 and 7. The DGRPs also advise NH&RCbudget for applications in category 4
which are identified as Indigenous Health. The DGREcommendation is based on the budget
requested by the applicant, the requirements gptbposal as assessed by the DGRP and its
knowledge of the costs associated with the research

Development Grant applicants are required to:

* make a case for NHMRC Development Grant fundingdoordance with the policy
documenNHMRC Development Grants Funding Policy for fundieghmencing in 2012
and

» declare the sources, duration and level of fundingady held for research in the same area
as the research being proposed in this application.

Where co-funding has already been secured, apgdicstmould indicate the components of the
budget for which NHMRC support is being sought.

Duration of funding

Applicants for NHMRC Development Grants may appyfuinding of between one and three years
duration, but the period must be justified withie application (refer section Turation and level
of Funding.

The DGRP will recommend the duration of the grdtgraconsidering the applicant’s justification
for the duration of research.

NOTE: Researchers applying for grants awarded by othetifig bodies must refer to the relevant
guidelines as specific conditions on the level dadhtion of funding and the items supported may
differ. These guidelines can be found at the releliak provided inANHMRC Development Grants
Funding Policy for funding commencing in 2012

One-linefunding
Development Grant budgets (excluding any equiprmentponent) are provided as a one-line grant
and grantees may expend the funds as necessargdorsthe research project provided that

» all expenditure is an accordance with the requirdmef the Deed of Agreement — Research
Funding Schemes (the Deed), noting that use ofifignidr some purposes is expressly
excluded in the Deed;

» funding provided for specific pieces of equipmenistrbe used for such purposes;



» funding is not to be used for items which shoulgphb®vided as infrastructure;
» funding is not to be used to supplement salariesing to enterprise bargaining agreements;

« annual financial reports itemise expenditure adaingyoings, including Salaries,
Equipment and Direct Research Costs.

Budget considerations

There are three areas to consider when prepatuglget proposal:
1. support for personnel engaged in the conduct ofdbearch;
2. direct research costs, (which include animal agsiincosts); and
3. equipment costs necessary to conduct the research.

These and other budget considerations are discbheted.

Support for Personnel
Researchers who are not Australian citizens or peemt residents in Australia:

* Are eligible to apply for a Development Grant ase€investigator B to J;

* Are permitted to request a Personnel Support Pacikalgey are based in Australia for the
duration of the grant; but

* Arenot permitted to request a Personnel Support Packageyi are based overseas.
Associate Investigators are not permitted to dralarg from a Development Grant.

Funding for research support staff who are basetdseas may only be considered where this is
essential to achieve the aims of the research.

Casual computing and similar casual staff requirgs)avhich will be contracted at hourly rates,
should be included under Direct Research Costs

Funds to support personnel are provided as sinmggePlersonnel Support Packages (PSPs). The
level of PSP requested in an application shoulathtae roles and responsibilities of the position,
rather than the expertise of a specific persdrom the Chief Investigators may intend to apptont
the position. Information on PSP amounts can badait
http://mwww.nhmrc.gov.au/grants/apply/projects/budgen. Personnel Support Packages (PSPs) are
designed to contribute to salary and salary onso@sy. payroll tax, workers compensation, leave
loading, compulsory and contributory superannuagiot long service leave).

All applicant Cls must indicate the proportion (&6)their research time that they will commit to
NHMRC-funded research for the currently submitteahg application. Further information on how
to indicate the amount of time proposed to be d=ltd the grant, should it be awarded, is provided
in theAdvice and Instructions to Applicardscument.

Applicants may apply for a full PSP provided th@%8or more of the occupant’s time will be
devoted to the Project.

An annual indexation will be applied to PSPs, basethe Australian Government Wage Cost
Index (WCI).



Direct Research Costs

Direct Research Costs (DRC) are awarded for thehaise of research materials (not personnel)
required to conduct the proposed research. For gheaiitems such as consumables, printed
materials, microfilms, survey or field expensegscpase costs for animals and computing charges.

DRCs are available in one or more quanta of $5,b@lvidual items of equipment costing less than
$10,000 must be requested as DRC.
All requests for funds must be fully justified, esmlly requests for:

e programming, preparation and data storage or tieedhiexternal computer time. Funds will
not be provided for the hire of computer time acoenputer within the applicant's institution,

» travel costs associated with the conduct of fiekkarch;
» covering the liability insurance for human clini¢aals; and

« administrative charges associated with registratiforiinical trials.
NHMRC will not consider requests for conferenceéta

Applicants should refer to Attachment Bifect Resear ch Costs — A Guide for Research and
Administrative Stafffor further information.

Animal Agistment Costs

Requests for animal agistment costs must be fuliltified in the DRC component of the application
form.

The NHMRC will support the costs of animal agistinnat are a direct requirement of the research
project. Animal agistment costs may include theéso$food and caging, and of experimental
breeding, during the course of the project. Farrimiation on animal agistment costs, consult your
Administering Institution. The purchase of animsti®uld be included in DRC.

Funds will be provided for the full purchase prafenon-human primates. Applicants should contact
the relevant non-human primate breeding colonybtaia information about the terms and
conditions associated with the purchase of anigyadsagistment fees.

The NHMRC will not support infrastructure coststteaould normally be provided by the Animal
House of the host institution (such as adminisiratir support of Animal House staff) regardless of
whether or not the institution has its own Animaluse.

An annual indexation will be applied to DRC, basadhe WCI.

Equipment

Where an applicant is requesting funding for amité equipment, the equipment must be unique to
the project and essential for the project to prdcéguipment requests must not include the type of
apparatus normally provided from institutional feralich as freezers, etc.

Applicants must provide details as to why the emépt is not being provided by their institution.



For each item of equipment requested, a writtertajiom must be received and held with the
Research Office of the Administering Institutiordanust be made available to the NHMRC on
request.

The applicant must ensure the Administering Ingatuis prepared to meet all service and repair
costs in relation to equipment awarded.

Funds will not be provided for the purchase of cateps except where these are an integral
component of a piece of laboratory equipment oo&genature essential for work in the field. For
example: a computer which is dedicated to dataectdn from a mass spectrometer, or used for the
manipulation of extensively large datasets (i.quneng special hardware) may be supported.

Individual items of equipment costing less than,800 must be requested@RCs. Applicants
may not seek funding for equipment totalling mdrant $80,000 for the entire period of the grant.

Equipment-only applications are not acceptable egedpment Grant applications. Further
information regarding equipment-only grants camb&ined from the Research Office of the
Administering Institution.

An annual indexation will be applied to equipmdrased on the WCI.

M edicare Claims

The following information relates to health sergd@evelopment Grant applications having clinical
relevance in order to attract Medicare benefits.

Medicare is governed by théealth Insurance Act 197A8hich sets out the services attracting
benefits. Sub-section 19(5) of thiealth Insurance Act 197@rovides that benefits are for where
services are clinically relevant for the treatmeainthe patient. Clinical relevance is a matter of
judgement for the patient's medical practitioner.

Where a range of services or tests are carrieytlte patient’'s medical practitioner as part @ th
deliberate management of the patient's health, dAeelirebates are payable.

However, a range of tests offered to a patient blyngc for which there is no apparent clinical
necessity, as determined by a medical practitiad@not attract benefits.

In light of this information, Medicare rebates wobulot be available for patient visits to General
Practitioners as part of a research project, whect visits would not be deemed clinically relevant
for the treatment of the patient.

Funding to support overseasresearch activities

Applicants may request funding to support specdgearch activities to be undertaken overseas. In
doing so the applicants must clearly demonstrate th

« the research activity is critical to the success@uhpletion of the project; and
» the equipment/resources required for the reseantdlityg are not available in Australia.

Funding for research support staff who are basetdseas may only be considered where this is
essential to achieve the aims of the research.



Infrastructure, Indirect Costs and I nstitutional Overheads

The NHMRC Development Grants scheme does not fund:

* the indirect costs of research; or

* research infrastructure; or

» institutional overheads and administrative chaft@sed to pay for institutional research
infrastructure).

This policy applies regardless of whether the fngtn, department, unit or individual researclser i
in receipt of any form of Commonwealth or Statearpfor research infrastructure.

Research infrastructure includes facilities neagstsathe research endeavour that a responsible
institution with research as a part of its missimould be expected to supply as a prerequisitesto it
engagement in research, and includes:

Physical space and all the services associatdityvi

Furniture for research staff;

Administrative services;

Office services and consumables that are notifspéxthe research project;
Laboratory services and consumables that arepedific to the research project;
Animal house facilities;

Computer networks and basic network utilitiesj an

Personal computers, related network peripheradssaftware needed for
communicating, writing, and undertaking simple gsas.

Research infrastructure does not include:

Office services and consumables that are spdoifice project;

Individual human research subjects or researgharservices specific to the project;
Laboratory services and consumables that arefgpecthe project;

Computer network facilities required to meet pobjspecific needs;

Personal computers, related network peripheradssaftware required to meet project
specific needs; and

Other items of equipment that are required totmegect specific needs.



ATTACHMENT B - DIRECT RESEARCH COSTS

(A guidefor research and administrative staff)

DIRECT RESEARCH COSTS

Definition
For NHMRC funding purposes direct research cogisasts that are integral to carrying out the
approved research objectives of a grant whereettipient is selected on merit against a set of

criteria. Such costs must directly address thearebeobjectives of the grant, relate to the apptove
research plan and require the associated budget/®been properly justified.

(These costs will be critically reviewed by DGRRsidg deliberations on budget allocations and by
NHMRC during the conduct of on-site compliance nbanng visits.)

Direct research costs may include the following:

= personnel costs only related to contract stafflaniled external persons — must not
include Al or Cl or PSP supported elsewhere byaihy@ication. Must include
detailed justification need and costing basis.

» inclusion of materials required to conduct the appd research — laboratory
supplies, consumables, printed materials, micrafjlpurchase costs of animals

= survey or field expenses that have been fullyfiestin the application

» medicare costs (out of pocket medical expenses)

» reimbursement of reasonable costs associatedavittomised control (RCT) trials
studies

= reasonable medical diagnosis costs (MRI, PET, @Gfigaound, genotyping,
biochemical analysis)

» equipment costing less than $10,000 that is unigtlee project and is essential for
the project to proceed

» purchases of services directly required for thecessful conduct of the project

= costs of animal agistment and animals purchasedthaa direct requirement of the
research project

= gpecialised computing requirements that are esséatmeeting project specific
needs.

Note 1:  Publication costs cannot be requested @pplication but may be listed as a legitimate
cost against DRC as part of the financial acquiitatess.

INDIRECT RESEARCH COSTS

Definition
Indirect costs of research are institution overhazgts that benefit and support research. They can
include such things as the operations and maintgenaibuildings, use of utilities and libraries,

hazardous waste disposal, regulatory and reseampliance and administration of research
services. Although they are necessary for the conafuesearch, and although they may be



incurred in the course of research, they are ¢batsdo not directly address the approved research
objectives of a grant.

Direct research costs do not include any indirect costs such as those outlined below:

» indirect costs of research

= networking costs

» institutional overheads and administrative costs

= personal membership of professional organisatiodsgaoups

* non project related specific training and developnhuests

= research infrastructure — facilities necessary¢orésearch endeavour that a
responsible Institution would be expected to su@gslya prerequisite to its
engagement in research. This includes

o
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physical space and all the services associatediwith

furniture for research staff

administrative services

office services and laboratory services

ethics approval costs

staff training and development

animal house facilities

computer networks and basic network utilities

personal computers, related network peripheralssaftdiare needed for
communicating, writing and undertaking simple asaf/(Scholarship grant
holders, however, may purchase laptops — refecDZests above)

. travel to associated/relevant conferences (otlaar tbr Early Career Fellowship
and Scholarship holders)

. overseas travel (unless it is directly relatechioresearch recommended by the
DGRP and prior formal approval has been obtaineah INHMRC)

. health insurance, travel insurance, foreign currgaicport and related travel
taxes, passports and visas

. personal subscriptions (private journal subscrip)o

. communications costs (mobiles, telephone calls)

. patent costs

. entertainment and hospitality costs

. airline club memberships

. purchase of reprints
. car rental



