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Description automatically generated with low confidence]Sample Access Application Form

1. Advice for Applicants
[bookmark: _Hlk153205886]Patients consented and enrolled onto ZERO2 will provide samples, both tumour (either fresh, fresh frozen or formalin fixed embedded samples) and germline samples, for analysis by means of molecular profiling, in vitro drug screening and in vivo drug modelling. 
[bookmark: _Hlk149665151]This Form must be completed and returned to request access to samples from the ZERO Program at Children’s Cancer Institute Australia ABN: 41 072 279 559 (CCI) for research purposes, other than those directly associated with the ZERO study. 
[bookmark: _Hlk153206098]Access to use of these samples is possible through an application to the ZERO Data Access Committee (ZERO DAC). Any record of non-compliance to the Terms and Conditions stipulated within their previously executed Data/Sample access applications may impact the Applicant’s eligibility to re-apply for data or sample access in the future.
You are strongly recommended to send a preliminary enquiry to zeroDAC@ccia.org.au before submitting a completed Form so that we can assist you in determining likely sample and data availability. 
At the conclusion of a five (5) year follow up period from patient enrolment on ZERO, excess tissue and nucleic acids samples from participants that have consented to future research will be made available to the Children's Cancer Institute Tissue Bank, where access should be sought.
This Application Form and all supporting documentation must be provided in English. All submissions and enquiries should be addressed to the ZERO DAC via zeroDAC@ccia.org.au. 
Completion of the ZERO Sample Access Application (Section 2) and execution of the Material Transfer Agreement (MTA) (Sections 3 & 4) is required before access to the material and the relevant de-identified, minimal clinical information can be granted. The named investigator of each application will be notified in writing the outcome of their application.
1.1 [bookmark: _Hlk149665448]Amended Request for Variation to Project
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[bookmark: _Hlk153371755]If you wish to vary a study for which materials have been supplied, an Amendment Request must be submitted to reflect any substantial variations, including changes to listed or authorised personnel and the scope of sample use. Alternatively, the Investigator(s) and Receiving Institution(s) may be required to sign the Schedule of Special Conditions to confirm acceptance of variations from the Application Form as submitted.
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2. Sample Access Application
2.1. Project & Request Overview
Project Title (30 words max)
This will be published on ZERO’s data sharing portal if your application is successful.
	Click here to enter text.




Background & Hypothesis (200 words max)
	Click here to enter text.





Project Aims (150 words max)
	Click here to enter text.





Please specify expected timeframe of project.
	Project commence date.	               
Click or tap here to enter text.
	Expected project end date.                   
Click or tap here to enter text.
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Project Plan (300 words max)
Please specify methods, feasibility of project, significance and expected outcomes.
	Click here to enter text.





Please provide project timeline.
	Project Activity
	Timeline

	Example:  In vivo inoculations & CRISPR screening
	June 2023 – Feb 2024

	Example:  In vivo efficacy study
	Mar 2024 – Dec 2025

	Click or tap here to enter text.	Click or tap here to enter text.

Note: Please insert more rows as required.


Ethics Approval
Please provide the relevant Ethics Approval documentation for the proposed project. All documentation must be provided in the English language.

Title of human research ethics approval 
	Click here to enter text.



Name of the human research ethics committee approving the research
	Click here to enter text.



Name of Approved Investigators on Ethics Letter  
	Click here to enter text.



1. 
	Approval number	               
Click or tap here to enter text.
	Expiry Date (DD/MM/YYYY)               
Click or tap here to enter text.


2. [bookmark: _Hlk153365598]If expiry date is before project completion, has an ethics amendment or renewal been submitted?      ☐ YES 		☐ NO

3. Upload the relevant ethics approval letter as supporting documentation.
Letter must be provided in English. A translated copy certified by the Institutional Authority may be accepted but must be provided alongside the original approval letter.

Have you uploaded or attached the relevant supporting documentation?   ☐ YES  

Project Funding
Please declare the organisations/funding bodies that support this project.
Click here to enter text.	


Scientific review/peer review
Please declare how this project has been independently peer reviewed.
 HREC scientific advisory committee       ☐		Competitive grant application                ☐
Peer reviewed publication                      ☐	Other (please specify below                   ☐	Click or tap here to enter text.	



2.2 Type of the Materials & Clinical Information Required
Minimal de-identified clinical information will be provided for all samples. Please select the type(s) of clinical (controlled access) data required
Sex at birth			☐
Final Diagnosis			☐ 
Age at diagnosis		☐ 
Age at sample collection		☐ 
Event related to sample		☐

Specific material request
[bookmark: _Hlk153369735]You are strongly recommended to send a preliminary enquiry to zeroDAC@ccia.org.au before submitting a completed Form so that we can assist you in determining likely sample and data availability. 
Please fill in the table below for specific material request 
	PRISM or ZERO Subject ID (if known)
	Material Type
	Specific disease/tumour type
	Clinical Event
	Desired amount per specimen (cell count/
volume/ weight)

	Example: ZCCXXX
	DNA
	Rhabdomyosarcoma

	Relapse
	30 ng

	Example: Pxxxxxx 
	Cells (PDX)
	Acute Lymphoblastic Leukaemia
	Progression
	5 million

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.


Note: Insert new row to table to add more specific requests as required.

[bookmark: _Hlk149925501]Is this application linked to an already approved data/material request? Please state the DAC reference number (e.g ZCCXXX) 
	Click here to enter text.





[bookmark: _Hlk153369890]Justification on material numbers and material use (350 words max)
[bookmark: _Hlk149829251]Please explain how the specific research samples and clinical information requested here will be used in the project, the type of analyses to be performed, statistical justification, and the expected outcome. Note that this will define the scope of the Permitted Purpose if this application is accepted.
	Click here to enter text.




Supporting data relevant to project scope
Attach any relevant preliminary data (if applicable) that will support the scope defined the project.

 Have you attached the relevant preliminary data required to support your application?  YES 

Experience of the study team relevant to this project (250 words max)
Please detail the Investigator(s)’ experience in completing this project.
Click here to enter text.		


Note that Materials approved for transfer to the Investigator may not be further distributed to any other researcher or institution, except the Recipient Investigator of another party to this Approval, without the specific written consent of the ZERO DAC.


2.3 Recipient Institution(s) (“Recipient”)
Please provide details for recipient institutions where the material will be stored or used. 
	Institution Name
	Affiliation
	Address
	Email
	Phone

	Example: Institute of Paediatric Research
	University of New England

	234 Church Street, Parramatta New South Wales 2150
	biologylab@une.org.au
	(02) 9876 5432

	Click here to enter text.
	Click here to enter text.
	
Click here to enter text.	
Click here to enter text.	
Click here to enter text.

Note: Insert new row to add more Recipient Institutions as required. Each institution receiving or accessing the material must be appear as a Recipient Institution. 
2.4 Principal Investigator(s) (“Recipient Investigator”)
Please provide details for Principal/ Chief Investigator of the proposed project where the material will be used. 
	Name & Title
	Position/Job Title
	Institution & Address
	Phone

	Example: Prof John Smith
	NHMRC Principle Research Fellow
	UNSW, Lowy Cancer Center, High Street, 
Randwick
	(02) 1234 5678	

	
Click here to enter text.	
Click here to enter text.	
Click here to enter text.	
Click here to enter text.

Note: Insert new row to add more Principal Investigators to the project as required.
2.5 Additional Authorised Personnel (“Co-investigators”)
Please provide details for co-investigators or other personnel at Recipient Institution(s) to be granted access to the material. 
	Name & Title
	Position/Job Title
	Institution/Organisation
	Involvement in Project
	Email/Phone

	Example: Dr Mary Jane
	Bioinformatician
	University of New England

	Bioinformatic Analysis of dataset
	(02) 1234 5678	

	
Click here to enter text.	
Click here to enter text.	
Click here to enter text.	
Click here to enter text.	
Click here to enter text.

Note: Insert new row to add more Authorised Personnel as required.


3. Agreement Statement and Signatures
By signing this document, I confirm that:
1. the information in this application is correct in all the details provided;
2. I have read and will comply with the "Terms and conditions of use of ZERO Materials and Data";
3. adequate financial support is available for this project;
4. I will acknowledge the ZERO Program and appropriate staff in all publications and presentations resulting from Materials or Data supplied; 
5. (Institutional Head only) I am authorised to execute this agreement on behalf of my Institution.  
Note: 
· The Principal Investigator and Co-investigator (if applicable) are not parties to this agreement. ZERO requires their signature(s) for the purposes of confirming the Statement above.
· Please add additional execution blocks if more than one Recipient Institution is making the application. To add more execution blocks, insert new row to table, then copy and paste the section as a whole.
	Principal Investigator (duplicate as needed):
	Click or tap here to enter text.
	
	Signature

	
	Click here to enter text.

	
	Name

	
	Click here to enter text.

	
	Date

	
	

	Co-investigator (duplicate as needed):
	Click or tap here to enter text.
	
	Signature

	
	Click here to enter text.

	
	Name

	
	Click here to enter text.

	
	Date


                                                                                                                                                               
----------------------------------------------------------Insert co-investigators above this line-----------------------------------------------------------
	SIGNED on behalf of [Recipient Institution] by its authorised representative (duplicate as needed):
	
Click or tap here to enter text.

	
	Signature

	
	Click here to enter text.

	
	Name

	
	Click here to enter text.

	
	Date


                                                                                                                                                                                                            
-------- Each listed Recipient Institution must sign. Insert additional signature blocks as needed above this line -----------
Please return the completed Application to ZeroDAC@ccia.org.au
4. Approval
This application is approved subject to the attached Terms and Conditions.  

	SIGNED on behalf of ZERO DATA ACCESS COMMITTEE:
	
Click or tap here to enter text.

	
	Signature

	
	Children’s Cancer Institute Australia, 
as administrator of the ZERO Childhood Cancer Program

	
	Click or tap here to enter text.

	
	Name

	
	
Click or tap here to enter text.
	
	Date


 


Terms and conditions of use of ZERO Materials and Data

The ZERO Data Access Committee has approved provision of Data and Materials to the Recipient strictly subject to these Terms and Conditions and any Special Conditions noted in the Schedule.  The Provider is authorised to give effect to this Approval on behalf of ZERO.  If the Recipient fails to comply with these Terms and Conditions, the Provider may terminate this Approval and require immediate return or destruction of any Data or Materials supplied.

1. Definitions:
Approval means the Form, these Terms and Conditions and any Special Conditions noted in the Schedule (as amended from time to time) and approve means execution of this Approval by the Provider.  
Commercial Purposes means the sale, lease, license, disposal or other transfer of the Data, Material or Modifications to a for-profit organisation. Commercial Purposes also includes uses of the Data, Material or Modifications by any organisation, including the Recipient, to perform contract research, to screen compound libraries, to produce or manufacture products for general sale, to conduct research activities that result in any sale, lease, license, disposal or transfer of the Data, Material or Modifications to a for-profit organisation, or any other activity of any kind directed to financial gain or reward. 
Confidential Information means any information including information about or in connection with ZERO or which the Provider designates as confidential or that is by its nature confidential including but not limited to any Data, but does not include information which:
1. is or becomes part of the public domain unless it came into the public domain by a breach of confidentiality;
1. is obtained lawfully from a third party without any breach of confidentiality;
1. is already known by the Recipient before the date of disclosure to it; or
1. is independently developed by the Recipient without knowledge of the disclosure under this Approval.
Data: means any data that the Provider agrees to transfer to the Recipient in accordance with this Approval.  
Form means the Material Access Application Form executed by the parties to which these Terms and Conditions are attached.
Material: means the biological samples that the Provider agrees to transfer to the Recipient in accordance with this Approval.  Material also includes Progeny and Unmodified Derivatives but does not include Modifications.
Modifications: means substances created by the Recipient which contain or otherwise incorporate the Material (in whole or in part). 
Intellectual Property means all intellectual and industrial property whether registrable or not, throughout the world, including, without limitation: 
(a) patents, trademarks, service marks, copyright, registered designs, trade names, symbols and logos;
(b) patent applications and applications to register trademarks, service marks and designs;
(c) all formulae, methods, plans, data, drawings, specifications, characteristics, equipment, designs, inventions, discoveries, improvements, know-how, experience, software products, trade secrets, and other information used by a party in the course of its business; and
(d) all copyright works (as that term is understood under the Copyright Act 1968 (Cth) and related legislation around the world) owned by a party not otherwise covered by this definition.
Permitted Purpose means the purpose set out in the Project Summary in the Form, as amended in the Special Conditions if applicable.
Progeny means unmodified descendant(s) from the Material, such as virus from virus, cell from cell, or organism from organism.
Project means the project described in the Form.
Provider means the Children’s Cancer Institute Australia as administrator of ZERO.
Recipient means the Recipient Institution or Institutions named in the Form.
Recipient Investigator means the Investigator or Investigators named in the Form.
Results means all experimental data and results obtained by the Recipient arising from the use of the Data, Materials or both as part of the Project.
Schedule means the schedule to this Approval if any and includes amended Schedules attached to this Approval with the agreement of the Provider and the Recipient from time to time. 
Unmodified Derivatives means substances created by the Recipient which constitute an unmodified functional or structural subunit or product expressed by, or derived from, the Material or Progeny. Some examples include: subclones of unmodified cell lines, purified or fractionated subsets of the Material, proteins expressed by DNA/RNA supplied by the Provider to the Recipient, or monoclonal antibodies secreted by a hybridoma cell line.
ZERO means the Zero Childhood Cancer Personalised Medicine Program.
ZERO Partners means each of the other research and clinical partners participating in ZERO.
2. [bookmark: _Ref527721853]Use 
2.1. Provision of Materials is subject to availability of samples.
2.2. The Provider authorises the Recipient to use the Data and to use, reproduce, make extracts from, modify and/or adapt the Materials, solely and only to the extent reasonably necessary for the Permitted Purpose.  Other than as specifically provided in these Terms and Conditions, no right, title or interest in and to the Data or Materials is granted or implied to the Recipient.
2.3. The Recipient must:
(a) not use and must not permit the use of the Data, Materials or Modifications for Commercial Purposes; 
(b) not use the Materials or any Modifications in connection with human subjects, in clinical trials, or for diagnostic purposes involving human subjects unless expressly permitted by the Provider;  
(c) not attempt to identify or reidentify any research participant from the Data or Materials nor to obtain any other patient information other than through a request to the ZERO Data Access Committee;
(d) [bookmark: _Ref38449615]keep the Data and Materials secure in accordance with its policies and procedures and must not give access to the Data or Materials to any person who is not the Recipient’s personnel working under the direct supervision of the Recipient Investigator or the Recipient Investigator of another party to this Approval, without the prior written consent of the Provider.  If the Provider consents to distribution of the Data or Materials to any other persons or entities (“third parties”), the Recipient will remain liable for the conduct of the third parties and must ensure that the third parties are under a legal obligation to treat the Data and Materials as though they were a party to this Approval;
(e) use the Data and Material in compliance with all applicable law, statutes and regulations in the places where the Recipient carries out the research and experimentation and all applicable ethics approvals;  
(f) implement appropriate technical and organisational measures against unauthorised or unlawful use of the Data and Materials, and against accidental loss, alteration or destruction of, or damage to, the Data and Materials at levels at least as stringent as those it uses for its own data and materials of a similar nature; 

(g) promptly notify the Provider if it becomes aware of or suspects any unauthorised use of the Data or Materials which is inconsistent with the terms of this Approval, and take all reasonable steps the Provider may require in relation to such unauthorised use of the Data or Materials, and, if required, provide all reasonable assistance to CCI in order to assist CCI to comply with its obligations under applicable privacy laws;
(h) [bookmark: _Hlk534986233]pay the reasonable cost of processing and preparing Materials for despatch as agreed in advance with the Provider, on receipt of an invoice from the Provider; and
(i) notify the Provider in writing as soon as reasonably practicable once the Project has been completed or terminated.
2.4. If:
(a) [bookmark: _Ref38376882]a research participant withdraws from ZERO;
(b) the Recipient commits a material breach of this Approval; or
(c) the Project is completed or terminated;
the Provider may require the Recipient to return the Data and Materials to the Provider or destroy the Data (including copies of any Data) and Materials.  In the event of clause 2.4(a) occurring, the Provider will provide the research participant’s unique identification number to enable the Recipient to identify the relevant Data or Materials to be returned or destroyed.
3. Rights in Materials
3.1. Subject to clause 2.2, all proprietary rights (including all Intellectual Property rights in the Data or Materials), title and interest in and to the Data or Materials and any goodwill or other value generated in connection with the use of the Data or Materials, are at all times vested absolutely in the Provider.
3.2. [bookmark: _Ref38373193]The Recipient will own:
(a) the Results; 
(b) Modifications (except that the Provider retains ownership of the Materials contained or incorporated within the Modifications); and
(c) Substances created through the use of the Materials, but which are not, and do not contain any of the Materials, Progeny or Unmodified Derivatives.
4. Disclosure of Results 
4.1. The Recipient must provide a progress report to the Provider every 12 months after receiving the Data or Materials identifying the percentage of Data or Materials that have provided useful information, whether the Project is continuing and the anticipated date of completion of the Project.  
4.2. [bookmark: _Hlk19544927]The Recipient must promptly and fully disclose to the Provider all Results no later than sixty (60) days after the completion of the Project.  
4.3. The Recipient agrees that the Provider is authorised to disclose the Results to the ZERO Partners for academic and research purposes only on terms of confidentiality as recipients equivalent to the obligations of the Recipient under these Terms and Conditions.
4.4. The Recipient agrees that any Modifications created in the course of carrying out the Project will be made available to all the ZERO Partners, as appropriate, including the Provider, for academic and research purposes on terms equivalent to these Terms and Conditions with respect to the receipt of Materials.
5. [bookmark: _Ref38449325]Publication
5.1. The Recipient must not publish or disclose any information based on or derived from the Results without: 
(a) giving the Provider an advance copy of the relevant article, presentation, publication or other proposed form of public disclosure by the Recipient (“Publication”) not less than sixty (60) days prior to submission or disclosure of the Publication; and 
(b) [bookmark: _Ref53991557]receiving confirmation from the Provider to the public disclosure of the Publication.  Provider may object to publication for reasons defined in section 5.2.  If the Provider does not notify its consent or objection within thirty (30) days of the proposed publication date, the Recipient may proceed with the publication, subject always to its obligations under clause 6: Confidentiality.
5.2. If the Provider reasonably believes that the Publication might damage the integrity of the Provider, ZERO, the Data or Materials, or might disclose Confidential Information or might in any way cause reputational harm to the Provider or ZERO, the Provider must notify the Recipient within the timeframe in clause 5.1(b). The Recipient will consider the comments of Provider in good faith to resolve the Provider’s concerns, provided that the final analysis and interpretation remain with Recipient.  
5.3. The Recipient must appropriately acknowledge ZERO as the source of the Data and Materials in any Publication permitted under this clause 5 in the following manner: "The samples <published or shown> here are/were generated by the Zero Childhood Cancer Program.” 
6. [bookmark: _Ref527729917]Confidentiality
6.1. Except where disclosure is required by law or otherwise permitted under these Terms and Conditions, the Recipient agrees not to disclose Confidential Information without the prior consent of the Provider.  For the sake of clarity, Recipient may disclose Confidential Information to its legal advisors and members of its scientific and/or institutional advisory boards, provided that such advisors and members are obligated to keep information confidential consistent with these Terms and Conditions. 
6.2. Notwithstanding the termination of these Terms and Conditions, the Recipient’s obligations under clause 6.1 continue for 10 years from the date this Agreement is executed. 
7. Liability
7.1. Where multiple Recipient Institutions are party to this Approval, the rights and obligations of each are several and not joint.
7.2. The Recipient acknowledges and agrees that the Data or Materials may be experimental in nature and may have hazardous properties, and that the Recipient uses the Data or Materials at the Recipient’s own risk.  
7.3. 	The Provider makes no representations and extends no warranties of any kind to the Recipient in relation to the Data or Materials or use of the Data or Materials.  To the maximum extent permitted by law, the Provider excludes any warranties in relation to the Data or Materials that would otherwise be implied, including warranties of merchantability or fitness for a particular purpose.  
7.4. 	The Recipient assumes all liability for any loss or damage which may arise from its use, storage, transport or disposal of the Data, Materials or Modifications. The Provider will not be liable for any loss, claim or demand arising from the use, storage, transport or disposal of the Data, Materials or Modifications by the Recipient, unless caused directly by the negligence or wilful misconduct of the Provider. 
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