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Access to data, biological materials and subjects
The AusDiab team at the Baker Heart and Diabetes Institute (“AusDiab”) welcomes approaches from bona fide research workers for access to the accumulated data and biological materials and for participation in ongoing and new data collection activities.

Access will not be granted to research groups/institutions or individuals who are receiving support from the Australian Tobacco Research Foundation or other bodies associated with the tobacco industry.
Investigators may apply for access to

a. information on survey subjects from the computerised database

b. the accumulated biological materials (blood sera) on survey subjects in the specimen storage facility

c. the survey subjects for the purpose of collecting additional information, or
d. participation in new AusDiab data collection activities, hereafter referred to as “AusDiab Data”.
How to apply

Applications must be in writing and in accordance with the guidelines below. Lengthy submissions are not usually required. AusDiab Data will not be provided for approved projects until evidence is provided that the appropriate Human Research Ethics Committee (HREC) approval has been granted, and the Institution has agreed to abide by the terms and conditions of access (see Terms and Conditions).

All applications are considered by the AusDiab Scientific Research Committee and, in general, access will be granted if

· Serious scientific research is proposed that is consistent with the overall program of research activities.
· Research proposed does not conflict with work in progress.
· The interests and personal privacy of survey subjects are protected and HREC approval has been given for the proposed research.
· Resources are available to pay AusDiab for the AusDiab Data and for the work to be done in making the AusDiab Data available, and also for the further work proposed by the Responsible Investigator.
· The Institution, through its Responsible Investigator, agrees to provide a copy of any additional data collected on survey subjects to AusDiab for possible later use by other researchers.

Types of access

For applications limited to (a) and (b) above, AusDiab Data may be made available in the form of completed statistical analyses, data summaries such as cross-tabulations, or a de-identified unit-record data file. Biological materials may be made available in the form of serum or urine, or new analyses on stored specimens may be arranged in collaboration with AusDiab-affiliated personnel.

For applications involving (c) above, personal information (ie. information that identifies an individual or could reasonably identify an individual) (“Personal Information”) may be provided or arrangements will be made for AusDiab-affiliated personnel to collect the additional data on behalf of the Responsible Investigators.

Applications involving (d) must be compatible with the on-going program of research activities.
Access fees

There are two fees. The first is based on full-cost recovery for the programming and other costs associated with the planning, extraction and provision of the AusDiab data. The second is a contribution to the on-going storage, maintenance and other infrastructure costs of AusDiab. Both are payable to AusDiab.
The latter fee depends upon the type and amount of AusDiab Data required, the association of the Responsible Investigators with the AusDiab program of activities and the intended use of the AusDiab Data.

Responsible Investigators may, prior to submission of the formal application, submit a brief expression of interest and request a list of available variables, in order to ascertain the suitability of the available AusDiab Data for their research aims.

Publications

Publication of reports arising from the use of AusDiab Data must comply with the Terms and Conditions and the Publication Guidelines set out in Appendix A.
Guidelines for the preparation of applications

The following headings should be used in the application. In addition, please indicate whether the aim is for publication of findings, or just for internal analysis.

1. Responsible investigators
Name, degrees and professional qualifications, title of appointment held, department and institution of each responsible investigator. 

2. Proposed research 

1. Title of project.

2. Background and rationale.
3. Specific aims.
4. Research plan.
3. Data and biological materials 

1. Supply full details of data variables and biological materials required 

2. Specify the form in which the data and biological materials are required 

4. Resources 

1. What services are requested by AusDiab in provision or analysis of AusDiab Data and what funds are available to pay for these services. 

2. What funds or other resources are available to the Responsible Investigator to undertake the proposed work. 

5. Ethical considerations 

1. If Personal Information is requested, describe the provisions that will be made to protect its privacy and confidentiality. If subjects are to be approached in any way, give full details of proposed contact and data collection. 

2. Provide evidence (at the time of submission or later) that the proposed research project has been approved by an HREC. 

6. Terms and Conditions
Complete and sign Terms and Conditions by person who has authority to represent or make decisions on behalf of the Institution(s) and acknowledged by Responsible Investigators. 

Applications must be submitted to:

Professor Jonathan Shaw
Baker Heart and Diabetes Institute
Level 4, 99 Commercial Road

Melbourne Vic 3004

Terms and Conditions
Title of project

	PRIVATE



Institution
	PRIVATE



Head of department/section

	PRIVATE
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Responsible Investigators
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	Purpose

	[## Insert detailed description of purpose for which Institution may use the AusDiab Data]


	AusDiab Data

	Information on survey subjects from the computerised database, 

Biological materials 

Survey subjects for the purpose of collecting additional information 

Participation in new AusDiab data collection activities


	(
(
(
(


	Fee

	$[## Insert fee (if any) to be paid to the Baker Institute for provision of the AusDiab Data.  ]


	Completion Date

	[## Insert date for completion of research]


Operative provisions
1 Definitions and Interpretation 

1.1 Definitions

In these Terms and Conditions:

The Baker Institute means the Baker Heart and Diabetes Institute (ABN 98 131 762 948) of 75 Commercial Road Melbourne Vic 3004;
Collaboration IP means Modifications and any Intellectual Property rights arising through the Institution’s use of the AusDiab Data or Modifications
Commercialise in relation to Intellectual Property, means to manufacture, sell, hire or otherwise exploit a product or process, or to provide a service, incorporating that Intellectual Property, or to license or assign Intellectual Property to any third party to do any of those things;

Completion Date means:

(a) the date on the first page of these Terms and Conditions; or
(b) any other date agreed in writing by the parties;

Confidential Information means all information in whatever form relating to inventions, ideas, know-how, concepts, trade secrets, facts, data, processes, discoveries, chemical compositions or formulations, techniques, products, routines, prototypes, specifications, drawings, names, technology methods, computer programs, works in which copyright subsists, other Intellectual Property or the business or financial affairs of a party disclosed or made available in connection with these Terms and Conditions;

Disclosing Party means a party who discloses or makes available Confidential Information;

Fee has the meaning given on the first page of these Terms and Conditions;
Intellectual Property means all rights under statutes, general law or in equity resulting from intellectual activity in the industrial, scientific, literary and artistic fields, including:

(c) patents, copyrights, trademarks, company or business names, domain names, semiconductor or circuit layout rights, designs;

(d) any rights relating to Confidential Information (including trade secrets) and Personal Information; and

(e) any rights to seek the registration of any of the above rights in Australia or anywhere in the world; 

AusDiab Data has the meaning given on the first page of these Terms and Conditions;

Modifications means any improvements, derivatives or modifications arising directly or indirectly from the Institution’s use of the AusDiab Data; 

Purpose has the meaning given on the first page of these Terms and Conditions; 

Receiving Party means a party to whom Confidential Information is disclosed or made available; and

Terms and Conditions means these terms and conditions including the recitals, any schedules and any annexures.

1.2 Interpretation 

In these Terms and Conditions:

(a) the singular includes the plural and vice-versa;

(b) a reference to a clause or schedule is a reference to a clause or schedule of these Terms and Conditions unless otherwise specified;

(c) a reference to a party includes a reference to that party’s executor, administrator, heirs, successors, permitted assigns, guardian, and trustee in bankruptcy; all of whom, respectively, are bound by the provisions of these Terms and Conditions;

(d) headings are inserted for guidance only, and shall not affect the meaning and interpretation of the remaining provisions of these Terms and Conditions;

(e) a reference to an amount of money is a reference to that amount in Australian dollars;

(f) if something must be done on a day that is not a business day in the place that activity is to occur, it may be done on the next day that is a business day in that place; 

(g) any examples used do not limit the scope of operation of the underlying provisions; and

(h) a reference to any statute is a reference to that statute, as amended and in force from time to time.

2 Intellectual Property

(a) The Baker Institute retains ownership of the AusDiab Data and any Intellectual Property rights in the AusDiab Data.

(b) Any Collaboration IP will be  jointly owned by the parties as tenants in common in equal shares and no party may:
(i) grant a license of its share of any Collaboration IP; or 

(ii) assign its share of the Collaboration IP, 

without the written consent of the other party.
(c) The Institution must:

(i) promptly following the production, development, creation or invention of any Modifications notify the Baker Institute in writing of the details of those Modifications; and

(ii) promptly notify the Baker Institute of the data, results and any discoveries arising from the Institution's use of the AusDiab Data or Modifications.

(d) If the Collaboration IP has commercial potential the parties will determine by mutual agreement, in writing, which party will take the lead on Commercialisation of the Collaboration IP and the terms under which such Commercialisation will occur.

(e) All applications for provisional patents and patents in relation to the Collaboration IP will be in the joint names of the parties and all Patent Expenses will be borne by the parties in equal proportions, unless otherwise agreed in writing.

3 Provision of AusDiab Data and Fee

(a) In consideration of the provision of the AusDiab Data, the Institution will pay the Baker Institute the Fee within 14 days of the receipt of a Tax Invoice for the Fee from the Baker Institute.

(b) The Baker Institute will promptly provide the AusDiab Data to the Institution.

(c) In this clause 3, Consideration, GST, Institution, Supplier, Supply, Tax Invoice and Taxable Supply have the meaning given to them in A New Tax System (Goods and Services Tax) Act 1999 (Cth).

(d) All Consideration payable under these Terms and Conditions in relation to any Supply is exclusive of GST.

(e) To the extent that any Supply under these Terms and Conditions constitutes a Taxable Supply, the Consideration payable by the Institution to the Supplier will be increased by the applicable amount of GST (GST Amount), to be calculated by multiplying the amount upon which GST is payable by the prevailing rate of GST.

(f) Any GST Amount shall be paid by the Institution to the Supplier at the same time and in the same manner as the relevant Consideration is paid or given under these Terms and Conditions, without any right of set off or deduction.

(g) If GST applies or is incorrectly calculated, the Supplier reserves the right to recover this amount from the Institution. 

4 Use of AusDiab Data 

The Institution must:

(a) must use the AusDiab Data only for the Purpose and not for any other purpose;

(b) ensure written approval has been obtained from the reviewing Human Research Ethics Committee prior to initiation and provide the Baker Institute with written documentation of that approval;

(c) acknowledge the source of the AusDiab Data in any publications reporting the use of the AusDiab Data in accordance with the Publication Guidelines at Appendix 1;

(d) not distribute the AusDiab Data to any third party without the Baker Institute’s prior written consent; and

(e) store, handle and use the AusDiab Data in compliance with all applicable laws
(f) without limiting sub-clause 4(e) above, comply with the Privacy Act 1988 (Cth) and the requirements of Division 2 of Part III of that Act and the Health Records Act 2001 (Vic) and the health privacy principles set out in schedule 1 of that Act in the use, collection, storage and security or disclosure of any personal and/or health information collected or used for the Purpose, and, if the context so permits, any other applicable legislation, industry codes or policies relating to handling or protecting personal or health information.
5 Completion

As soon as practicable after the Completion Date, the Institution must:

(a) provide the Baker Institute with a copy of all additional data collected on AusDiab survey participants; 

(b) provide the Baker Institute with a report on the outcome of the research; and

(c) at its cost, return all unused biological materials;

6 No Warranty `
The Institution acknowledges that:

(a) the Material is experimental in nature and may have hazardous properties;

(b) The Baker Institute makes no representations and extends no warranties of any kind, either express or implied, including in relation to merchantability or fitness for a particular purpose or that the use of the AusDiab Data will not infringe any Intellectual Property rights; 

(c) the Institution stores, handles and uses the AusDiab Data at its own risk; and 

(d) unless prohibited by law, the Institution assumes liability for all claims against the Institution by third parties which may arise from the Institution’s use, storage or disposal of the AusDiab Data except that, to the extent permitted by law, the Baker Institute shall be liable to the Institution when damage is caused by the negligence or wilful misconduct of the Baker Institute.
7 Indemnity

The Institution indemnifies, and keeps indemnified, the Baker Institute and its officers, employees and agents from and against all loss suffered or incurred by, and any claim against, the Baker Institute arising out of or in connection with the Institution's:

(a) storage, handling or use of the AusDiab Data, Modifications or Confidential Information; or 

(b) breach of these Terms and Conditions.

8 Confidential Information

(a) Except with the prior written consent of the Disclosing Party or as expressly permitted under these Terms and Conditions, the Receiving Party must: 

(i) keep the Disclosing Party’s Confidential Information secret and confidential; 

(ii) not disclose to any person or make known in any manner any of the Disclosing Party’s Confidential Information; and

(iii) not use the Disclosing Party’s Confidential Information in any way other than for the purpose of performing these Terms and Conditions.

(b) The Receiving Party may disclose Confidential Information to a director, officer or employee of the Receiving Party:

(i) who is bound by obligations of confidentiality at least as onerous as imposed on the Receiving Party under these Terms and Conditions; and 

(ii) to the extent necessary for the purpose for which the Confidential Information was provided.

(c) If requested in writing by the Disclosing Party, the Receiving Party shall return to the Disclosing Party or destroy all Confidential Information provided by the Disclosing Party within 4 weeks of the termination of these Terms and Conditions. 

(d) The obligations of confidentiality shall continue even after the end of the Purpose notwithstanding the earlier termination of these Terms and Conditions or the completion of the Purpose.

(e) The Baker Institute has obligations to commonwealth and state governments to disclose potential conflicts of interest, accordingly notwithstanding any other term of these Terms and Conditions, the Baker Institute may publicly disclose the existence of a relationship with the Institution and if reasonably required in the circumstances, the value and general nature of these Terms and Conditions.

9 Confidentiality Relief

The Receiving Party is relieved of its confidentiality obligations with respect to Confidential Information that the Receiving Party can show:

(a) at the date of these Terms and Conditions is in the public domain or becomes part of the public domain otherwise than by breach of these Terms and Conditions; 

(b) was in the possession of the Receiving Party at the date of the disclosure;

(c) was received by the Receiving Party in good faith from a person entitled to provide it to the Receiving Party; or

(d) was independently developed by the Receiving Party by employees who did not have access to information provided by the Disclosing Party; 

(e) is strictly required by law to be disclosed. 

10 Publication

(a) If a party wishes to publish research results using the AusDiab Data (Proposed Publication), it must comply with the following process prior to submitting a Proposed Publication for publication.

(b) A copy of the Proposed Publication must be sent to the other party for consideration 6 weeks prior to the Proposed Publication.  Within 30 days of receipt of the Proposed Publication, the other party may request in writing:

(i) that publication be delayed for a further period of up to 60 days, or as otherwise agreed, so that the other party may obtain Intellectual Property protection in respect of information contained in the Proposed Publication; and/or

(ii) the removal of part or all of the other party’s Confidential Information or pre-existing Intellectual Property rights from the Proposed Publication; and/or, the other party must comply with such request.  

(c) Where the publishing party is the Institution, the Institution must comply with the Publication Guidelines set out in Annexure A. 
(d) If no notice is received from the other party in accordance with clause 10(c), the Proposed Publication may be published without further regard to the Baker Institute.

(e) Any Proposed Publication must:

(i) acknowledge the other party as a joint source of the Collaboration IP and/or results (as is relevant); and

(ii) in accordance with standard research publication practice, name as authors any relevant researchers or investigators of the other party

 

11 General

(a) This Agreement constitutes the entire understanding between the parties with respect to its subject matter.

(b) The terms of these Terms and Conditions may only be amended, varied, waived, discharged or released in writing signed by both parties.

(c) A provision of these Terms and Conditions shall not be construed to the disadvantage of a party because that party prepared the Agreement or included such provision in the Agreement. 

(d) Neither party shall assign or transfer any of its rights or obligations under these Terms and Conditions without the prior written consent of the other party.

(e) This Agreement is governed by and construed in accordance with the laws of Victoria, Australia, and the parties submit to the non-exclusive jurisdiction of the courts of that State (including, without limitation, the Federal Court of Australia).

(f) This Agreement may be executed in any number of counterparts, each of which, when executed, is an original.  Those counterparts together make one instrument and may be sent via facsimile or scanned and converted into PDF format.

(g) Each provision of these Terms and Conditions is to be read as separate and severable so that if any provision is void or unenforceable for any reason in a jurisdiction, that provision will be severed to the extent the provision is void or unenforceable in that jurisdiction and the remainder will be construed as if the severed provision had never existed.  

Execution

Executed as an agreement:

	Signed for and on behalf of the Baker Heart and Diabetes Institute (ABN 98 131 762 948) in the presence of:
	)

)

)
	

	
	)

)

)
	Date of signing (print)

	Signature of witness
	)
	Signature of authorised person

	
	)

)

)
	

	Name of witness (print)
	)

)
	Name of authorised person (print)


	Signed for and on behalf of [INSERT] (ABN [INSERT]) in the presence of:
	)

)

)
	

	
	)

)

)
	Date of signing (print)

	Signature of witness
	)
	Signature of authorised person

	
	)

)

)
	

	Name of witness (print)
	)

)
	Name of authorised person (print)

	
	
	


Read and Acknowledged by Responsible Investigators:

	PRIVATE
Name 
	Signature 
	Date 

	PRIVATE
Name 
	Signature 
	Date 

	PRIVATE
Name 
	Signature 
	Date 

	PRIVATE
Name 
	Signature 
	Date 


Appendix A: Publication Guidelines
All publications arising from access to AusDiab Data will be reviewed by the Principal Investigator of AusDiab or his/her nominated representative in accordance with the following guidelines.

1. Data Analysis and Release of Results

The scientific integrity of the project requires that the data from all State and Territory sites be analysed study-wide and reported as such. Thus an individual State or Territory is not expected to report on the data collected from their region alone. The development of reports on data from individual States and Territories is the prerogative of AusDiab.

All presentations and publications are expected to protect the integrity of the major objective(s) of the study and maintain privacy and confidentiality of participants.

2. Review Process

Each paper or abstract, as described below, must be submitted to the Baker Institute through the Principal Investigator of AusDiab or his/her nominated representative, for review of its appropriateness and scientific merit at least six weeks prior to submission. The Principal Investigator of AusDiab or his/her nominated representative may recommend changes prior to approval. The final decision regarding content, presentation and interpretation of the results contained in the manuscripts is that of the Principal Investigator of AusDiab or his/her nominated representative.

3. Acknowledgements 
All publications of research results using the AusDiab Data must acknowledge the Baker Institute, AusDiab staff and AusDiab funders in the manner specified by the Baker Institute. 

4. Authorship

For research projects where AusDiab is the major datasource used, up to two authors nominated by the AusDiab committee will need to be included in the author list. These authors are required to approve the manuscript before submission.

This requirement may be relaxed when AusDiab is part of a larger pooling project. 

