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	APPLICATION



Important: Full ethics approval must be obtained prior to application.

	Project Title
	

	
	



SECTION 1- CONTACTS

PRINCIPAL INVESTIGATOR (Please include CV)
	Title
	
	
	

	First Name
	
	Last Name
	

	Position
	
	
	

	Department
	
	
	

	Institution
	
	
	

	Phone
	
	Mobile
	

	Fax
	
	Email
	



NOMINATED CONTACT (FOR ENQUIRIES) If same as PI write “As Above”
	Title
	
	
	

	First Name
	
	Last Name
	

	Position
	
	
	

	Department
	
	
	

	Institution
	
	
	

	Phone
	
	Mobile
	

	Fax
	
	Email
	



BILLING DETAILS
	Institution
	
	
	

	Billing Address
(Physical address only, PO Box not accepted)
	
	
	

	ABN number
	
	
	

	Contact Person
	
	
	

	Position
	
	
	

	Department
	
	
	

	Phone
	
	Mobile
	

	Fax
	
	Email
	



Release date: #2019

Authorised by: GCBiobank Governance Committee 
2

CO-INVESTIGATORS (List ALL co-investigators both national and international):
All co-investigators that will be handling GCBiobank samples must be listed here and also on the HREC application

	Title
	First Name
	Last Name
	Institution
	Contact Number
	Position

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



SECTION 2- PROJECT DESCRIPTION
Attach a research synopsis of 1-2 pages that details the project content and justifies your request. This information will assist the GCBiobank Governance Committee with their review and the following information must be included:
· Project title and ethics approval number (if available);
· Lay summary;
· Specific aims and long term objectives;
· Experimental methods;
· Proposed method of publication or presentation of results;
· Ethical considerations if medically important information is identified from a donor’s sample; and
· Justification of the number of donors and samples requested (including power calculations if relevant)

SECTION 3- ETHICS INFORMATION
Has HREC approval been obtained for this project?   |_| Yes   |_| No  |_| Other, specify___________________________

Please provide details:
	HREC Institution / Site
	HREC Approval No.
	Start & End Dates

	
	
	Start:	/	/
End:	/	/

	
	
	Start:	/	/
End:	/	/

	
	
	Start:	/	/
End:	/	/

	
	
	Start:	/	/
End:	/	/


Attach a copy of HREC approval letter, any approvals of amendments and a copy of your approved HREC submission (please ensure the documentation clearly names you as an investigator on the HREC approval letter).

The GCBiobank Governance Committee may wish to correspond with the HRECs listed above. 
Do you agree to this? |_| Yes   |_| No

Do you require identifying information?    |_| Yes   |_| No
(Note: Must have appropriate HREC approval.)

Are you receiving any materials for this project from any other institutions or tissue banks? |_| Yes   |_| No



If yes, provide details:
	Institution / Tissue Bank
	Type of Material
	Quantity
	Frequency of materials received

	
	
	
	

	
	
	
	

	
	
	
	



Indicate the number and type of samples required for this research.
	Sample details:




SECTION 4- SUPPLY & TRANSFER OF BIOSPECIMENS AGREEMENT

	University
	Griffith University, a body corporate established pursuant to the Griffith University Act 1998, of 170 Kessels Road, Nathan in the State of Queensland acting through the Gold Coast Biobank (GCBiobank), a collaborative initiative administered at the Menzies Health Institute Queensland (MHIQ).

	Contract Officer
	Attention: Prof Nigel McMillan, Program Director, MHIQ 
	Contact: +61 7 55527135

	Biobank Manager
	Attention: Dr Shirley Wee 
	Email: s.wee@griffith.edu.au
	Contact: +61 7 55528131

	Applicant/Recipient
	[Insert Recipient Organisation], ABN [insert ABN]

	
	[Recipient Address]

	Recipient Project Officer
	Attention:
	Email:
	Contact:



	Details


	Effective Date
	The date upon which the Program Director signs this form verifying that the GCBiobank Governance Committee has authorised the supply and transfer of the requested Materials and Data

	Does the Material include biological materials?
	YES

	Material

	All codified materials as listed in Section 3 and, any Progeny and any Unmodified Derivatives as applicable but does not include Modifications.

	Supply Details
	[Insert details of when and where the requested Material and Data are asked to be delivered to the Recipient by the GCBiobank]

	Location

	[Insert location where Material will be used by the Recipient]

	Research Purpose

	The Research Purpose as described above at Section 2.

	Recipient Personnel

	The Principal Investigator and Co-Investigators nominated at Section 1 above together with any further or replacement Principal Investigators or Co-Investigators from time to time approved in writing as such by the GCBiobank Governance Committee. 

	Ethics Approval

	The relevant ethics consents for the Research Purpose as required from time to time to comply with all applicable laws, regulations, standards and guideline including the following approvals: Human Research Ethics Committee (mandatory): [insert name of HREC and the approval number and/or attach copy of consent form] [insert relevant ethic approval letters or approval numbers for any other ethics approval obtained for Research Purpose]

	Data

	a) any annotated clinical information as requested by the Recipient and approved for release by the GCBiobank Governance Committee; 
b) any annotated non-clinical data; and 
c) all information or reports

received by the Recipient from the GCBiobank which may relate to the use of the Materials  and the Research Proposal. 

	Third Party Rights

	Third party obligations are currently in place in relation to the Material and/or Data: 

	Expiry Date

	The earliest of the following:
a) the conclusion of the Research Purpose; or b) the Effective Date plus 5 years; or
c) Expiration of HREC approval

	Throughout this document, including in the Material Transfer Terms, the capitalised terms in this column have the meaning given to them in the opposite column 
	



	Note: By signing below and accepting delivery of Materials and Data, the Recipient agrees to be bound by the provisions of this document, including the Material Transfer Terms. 


	ACKNOWLEDGED that the GCBiobank Governance Committee has authorised the supply and transfer of the requested Materials and Data:

…..……………………………………………………………………………… 
Signature 

…..…………………………………………….……………………………….. 
Printed Name 
Position: PROGRAM DIRECTOR Menzies Health Institute Queensland
 
…..…………………………………………….………………………………. 
Date 

	SIGNED for and on behalf of THE RECIPIENT by its duly authorised representative*:

…..…………………………………………….………………………………… 
Signature 

…..…………………………………………….……………………………….. 
Printed Name 
Position: 


…..…………………………………………….………………………………. 
Date 

In the presence of: 

…..…………………………………………….………………………………. 
Signature 

…..…………………………………………….………………………………. 
Printed Name

	*Note: By signing this document, the signatory represents that he or she is authorised to sign on behalf of the Recipient. 




Material Transfer Terms 

1 Material 

1.1 Supply 
Subject to the approval of the GCBiobank Governance Committee the GCBiobank, agrees to supply the Material and the Data to the Recipient for the Research Purpose. 

1.2 Use 
The Recipient must ensure that the Material and Data:
(a) is used solely for the Research Purpose;
(b) is used only at the Location; 
(c) is not used for testing in or treatment of humans except with the prior consent of the GCBiobank Governance Committee;
(d) is used in accordance with all applicable statutes, regulations and codes of conduct, including those relating to research involving humans or DNA, and only after first obtaining necessary approvals from a relevant ethics committee; 
(e) is used conformity with the GCBiobank’s Access Policy as published by GCBiobank from time to time and also in conformity with all reasonable and lawful instructions given from time to time by the GCBiobank Governance Committee;
(f) is kept in such a way that it is clearly identifiable as the property of the GCBiobank and must furthermore take all action necessary to maintain the secrecy of the Data and not use the Data other than for the performance of the Research Purpose;
(g) is not disclosed to any other person other than the Recipient Personnel.

1.3 Limited transfer 
The Material, its Progeny, Derivatives or Unmodified Derivatives and the Data will not be distributed or disclosed to third parties in whole or in part for any purpose without the prior written consent of the GCBiobank Governance Committee.  This limitation extends to but is not limited to inclusion of the Material, its Progeny, Derivatives or Unmodified Derivatives and the Data in applications for patents. 

1.4 Ownership of Materials and Data
The Recipient acknowledges that the individual contributors of tissue to the GCBiobank will continue to own the Material and Data, and own Progeny and Unmodified Derivatives, and that the Recipient holds that property on the owner’s behalf as bailee.  
1.5 No warranty or liability
GCBiobank makes no representation that the use of the Material will not infringe any intellectual property rights or other rights of any third person.  The Recipient acknowledges that it is aware that the Material may have inherent defects or deficiencies and is provided for research purposes only.  In particular, the Recipient acknowledges that the Material is experimental in nature and may have hazardous properties.  The Material and the Data are provided without warranty of merchantability of fitness for a particular purpose or any other warranty, express or implied.  To the full extent permitted by law, any conditions or warranties imposed by such legislation are excluded.  It is understood that GCBiobank and its employees have no liability in connection with such Material and Data or their use.

1.6 No exclusivity
The Recipient is not acquiring the Material or the Data on an exclusive basis.  The GCBiobank may and may have provided the Material or the Data to others, including others pursuing research akin to the Research Purpose.

1.7 Withdrawal of consent
Subjects from whom the Material has been derived and provided to GCBiobank may decide to withdraw consent for use of the Material and its associated Data. In this event, the GCBiobank will then notify all recipients (including the Recipient) of such Material and associated Data for which consent has been withdrawn and will request destruction of the relevant Material and permanent erasure of the relevant Data.  The Recipient shall forthwith destroy any Material which is the subject of such a notice and shall also forthwith permanently erase the associated Data and shall then provide the GCBiobank with certification stating that the subject Material and Data has been respectively destroyed and erased.

2 Monetary obligations

2.1 Delivery costs
All reasonable costs relating to supply of the Materials and Data to the Recipient under this agreement (including removal, evaluation, processing, storing and distributing) will be borne by the Recipient, unless otherwise specified by the GCBiobank.  Relevant costs will be quoted before delivery and delivery will be subject to acceptance and payment of quoted costs.

2.2 GST gross-up
If any supply of the Materials or Data becomes subject to GST, and if the recipient of the consideration is liable to GST in relation to any supply under this Agreement, the Parties agree that the amount payable for any supply under or in respect of this Agreement by any party shall be adjusted by the amount of the GST.  Each party agrees to do all things, including providing invoices or other documentation in such form and detail that may be necessary to enable or assist the other party to claim or verify any input tax credit, set off, rebate or refund in relation to any GST payable under this Agreement or in respect of any supply under this Agreement.

3 Ownership rights, publication and reports

3.1 Intellectual Property Rights (IPRs)
The GCBiobank Governance Committee endorses the application of the National Principles of IP Governance for Publicly Funded Research that provides for all intellectual property rights arising from the Recipient’s use of the Materials and Data to be owned by the parties who created or made an inventive contribution to the intellectual property rights.  The Parties agree:
(a) GCBiobank holds the IPRs in the Material, Data, Progeny and Unmodified Derivatives and no licence of those IPRS beyond the rights provided by this agreement is implied by the Recipient’s use of the Material, Data, Progeny and Unmodified Derivatives;
(b) all right, title and interest in any identifiable or separately registrable item of IPR arising from the Recipient’s use of or access to the Materials and Data, including any IPRs in any inventions created by the Recipient with the exception of Modifications (“New IPRs”), will be owned by the party/s who created or made an inventive contribution to the IPRs;
(c) each party will be entitled to use the New IPRs for its own non-commercial research purposes;
(d) the Recipient will provide details of any New IPRs to the GCBiobank Governance Committee within a reasonable time period from the date of creation of the New IPRs and will comply with any other reasonable reporting requirements in relation to New IPRs including those specified in clause 3.4; and
(e) The Recipient may not use, license or assign New IPRs or Modifications for commercial purposes without the prior written consent of the GCBiobank Governance Group.





3.2 Publication rights
These material transfer terms do not prevent or delay publication of research findings resulting from use of the Material, Modifications or Data by the Recipient but the Recipient agrees to:
(a) appropriately acknowledge the GCBiobank as provider of the Material or Data in all publications which contain, refer to or use the Material or Data in accordance with clause 3.3; and
(b) send the GCBiobank a copy of any such publications at the time of submission or publication.

3.3 Acknowledgement
The Recipient agrees to acknowledge the GCBiobank and its collaborators in compiling the data. The Recipient agrees also to appropriately cite authorship by any contributing Griffith University investigators and staff members in any publications or presentations which result from the Recipient’s use of the Materials and/or the Data. The following acknowledgement must appear on all such publications or presentations:
“Tissues, samples and data were received from the Gold Coast Biobank, Menzies Health Institute Queensland, Griffith University. The relevant tissues and samples were made available to researchers on a non-exclusive basis.”

3.4 Reports
Details of the Recipient’s use of the Material and the Data (including an audit of those Materials used for the Research Purpose, those Materials remaining and their general condition) will be provided by the Recipient to the GCBiobank in the form of a report which will be submitted at 12 month intervals from the Effective Date until the Recipient’s obligations to GCBiobank in relation to the Material and the Data cease.   

3.5 Use of Reports
The reports provided by the Recipient may be used by the GCBiobank without restriction except those restrictions imposed by the Material Transfer Terms.  GCBiobank may provide those reports to its collaborator, who may use the reports in a like manner.  All findings from the Recipient’s use of the Material or Data (including details of any New IPRs) will be provided by the Recipient to the GCBiobank in the form of a report which will be submitted when the earliest of any of the following occurs:
(a) publication of results;
(b) the completion of the Research Purpose;
(c) the Expiry Date; or
(d) termination of this agreement.
For the avoidance of doubt, all reports submitted to the GCBiobank will be retained for inclusion with the donor records in the GCBiobank database
4 Termination

4.1 Termination 
This Agreement will terminate on the earliest to occur of:
(a) completion of the research associated with the Research Purpose; or
(b) written notice by the GCBiobank or following a breach by the Recipient of a terms of this agreement which the Recipient failed to remedy within 14 days after receiving notice requiring them to do so; or
(c) 30 days written notice by either party without reason; or
(d) expiration or non-renewal of ethics approval for the Research Purpose; and
(e) the Expiry Date.

4.2 Consequences
On termination of this agreement under clause 4.1, the Recipient must:
(a) forthwith permanently erase the Data;
(b) within one month provide the GCBiobank with a complete list of all Materials, Progeny, Unmodified Derivatives and Modifications which remain in existence at the date of termination (“Identified Materials”); and
(c) discontinue its use of the Identified Material and either return it to the GCBiobank or, at the option of the GCBiobank, destroy it and certify that destruction to the GCBiobank.

5 General

5.1 Governing Law
This Agreement shall be governed by the law of Queensland and the Parties agree to submit to the non-exclusive jurisdiction of the courts of that State.

5.2 Counterparts
This Agreement may be signed in any number of counterparts (whether in original, digital or facsimile form) and all those counterparts together make one instrument.

5.3 Survival
Clauses 1.2, 1.3, 1.4, 1.5, 1.7, 2.2, 3.1, 3.2, 3.3, 3.4, 3.5, 4.1, 4.2, 5.1, 5.4 and 5.5 survive the termination or expiry of this agreement.

5.4 Privacy
The Parties agree and acknowledge that the Data and the Materials contain Personal Information each must handle the Data and the Materials in compliance with the Information Privacy Act 2009 (Qld) or any privacy laws which provide an equivalent level of privacy protection (and the privacy laws enacted by the Commonwealth of Australia and each of the States of Australia are agreed to provide that equivalent level of privacy protection).  If either Party becomes aware of a breach or suspected breach of any such laws, they shall immediately notify the other Party.  The Recipient agrees that neither the Material nor accompanying Data will be used either alone or in conjunction with any other information, in any effort whatsoever to establish the individual identities of any subjects from which the Material was derived.

5.5 Confidentiality
The Recipient acknowledges and agrees that the following is confidential information (“Confidential Information”):
(a) the Materials and the Data;
(b) all other information relating to the Materials provided by University to the Recipient including clinical data such as patient details and patient personal information; and
(c) any documents describing New IPRs, but Confidential Information does not include:
(d) information which is in or becomes part of the public domain other than through a breach of the Recipient’s obligations relating to the Material and the Data; and
(e) information which the Recipient can prove by contemporaneous written documentation was already known to it at the time of disclosure by the GCBiobank.
The Recipient agrees to keep and maintain all Confidential Information strictly confidential and must use it only for the Research Purpose. The Recipient must not disclose any Confidential Information to any third party without the GCBiobank’s prior written consent.

5.6 Definitions
The following words have these meanings in this agreement:

[bookmark: _GoBack]GST has the same meaning as in A New Tax System (Goods and Services Tax) Act 1999 (Cth).

IPRs means all intellectual property which is capable of being protected by statute, equity or common law and includes, but is not limited to, all inventions, discoveries, innovations, technical information and data, prototypes, processes, improvements, patents, computer programs, drawings, plans, specifications, copyright, trademarks, designs (whether registrable or not), know-how, and any other information, confidential or otherwise, capable of protection under the Copyright Act 1968 (Cth).

Modifications means any substances created by the Recipient through use of the Material which contain or incorporate the Material.

Progeny means an unmodified descendant from the Material, such as virus from virus, cell from cell, organism from organism.

Unmodified Derivatives means substances created by Recipient which constitute an unmodified functional sub-unit or an expression product of the Material, for example: sub-clones of unmodified cell lines; purified or fractionated sub-sets of the Material; proteins expressed from DNA and/or RNA; DNA or RNA supplied by Provider; polyclonal and/or monoclonal antibodies secreted by a hybridoma cell lines; or sub-sets of the Material such as novel plasmids or vectors.
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