
Data Access Application Form
For EGA European Genome-Phenome Archive datasets only

	EGA DAC Name
	Zero Childhood Cancer

	DAC ID
	EGAC00001001683 ; EGAC00001001869


1. Advice for Applicants
[bookmark: _Hlk149665448]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.
This Form must be completed and returned to request access to data 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. 
Access to and use of these data 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 access applications may impact the Applicant’s eligibility to re-apply for data access in the future.
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. 
[bookmark: _Hlk149665653]Completion of the ZERO DAA (Section 2) and execution of the Data Transfer Agreement (DTA) (Sections 3 & 4) is required before access to Controlled Data can be granted. The named investigator of each application will be notified in writing the outcome of their application.
1.1 	Amended Request for Variation to Project
If you wish to vary a study for which materials or data 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 data 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.
1.2 	File Access
Upon completion of the download process, it is imperative to implement minimum basic security measures to safeguard all ZERO data. Data can be held in unencrypted files within an institutional computer system, allowing UNIX user group read/write access for one or more groups—excluding UNIX world or Full read/write access secured behind a robust firewall. For laptops storing such data, enforce password-protected logins and screen locks (activated after 5 minutes of inactivity), and local drive encryption should be enabled. Encryption must be applied if the data is stored on USB keys or other portable hard drives.
2. Data 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. Please also identify the Dataset ID’s and how they will be used.
	Click here to enter text.






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 Omics Data Request
Please select the ZERO data format required for the proposed project. 

Please Note: gVCF/VCF/TXT files were generated from read data aligned to the hs37d5/GRCh37 reference genome as detailed in the publication.

	Dataset ID
	DAC ID
	Description and Study ID
	Technology
	Samples
	Tick

	EGAD00001006876
	EGAC00001001683
	Bulk RNA-seq data of tumours in EGAS00001004572. 
	NextSeq 500
	226 
	☐  

	EGAD00001006902
	EGAC00001001683
	Bulk WGS fastq files for germline and tumours in EGAS00001004572. 
	HiSeq X Ten
	480 
	☐ 

	EGAD00001006906
	EGAC00001001683
	Bulk GRIDSS somatic sv vcfs from tumour-normal analysis in EGAS00001004572 
	
	500 
	☐ 

	EGAD00001006907
	EGAC00001001683
	Bulk Strelka somatic snv vcfs from tumour-normal analysis in EGAS00001004572 
	
	500 
	☐ 

	EGAD00001006908
	EGAC00001001683
	Bulk copy number segments from Purple analysis in EGAS00001004572 
	
	252 
	☐ 

	EGAD00001006909
	EGAC00001001683
	Bulk methylation tumour profiles from infinium methylation epic bead kit in EGAS00001004572 
	
	76 
	☐ 

	EGAD00001006910
	EGAC00001001683
	Bulk Germline snv vcfs from haplotypecaller analysis in EGAS00001004572 
	
	247 
	☐ 

	EGAD00001008358
	EGAC00001001869
	In vitro and in vivo drug screens of tumor cells identify novel therapies for high-risk child cancer in EGAS00001004572 
	HiSeq X Ten,
NextSeq 500
	94
	☐ 

	EGAD00001006794
	EGAC00001001869
	Bulk RNA-seq data of tumour data in EGAS00001004905
	NextSeq 500
	218
	☐ 

	EGAD00001010920
	EGAC00001001869
	Transcriptome profiling of 121 high-risk paediatric cancer samples for identifying T-cell infiltration signatures using poly-A capture by Truseq and sequenced on NextSeq 500 in EGAS00001007029
	Illumina NovaSeq 6000
	240  
	☐ 


2.1. 

2.3 Data Management Details

[bookmark: _Hlk153371045][bookmark: _Hlk153370739]Justification on unprocessed (raw) Data format requests (200 words max)
[bookmark: _Hlk153370779]Should FASTQ data types be requested, please justify why Unprocessed (Raw) data rather than Processed data is necessary for the purpose of the proposed project/clinical request.
	Click here to enter text.





Data storage, infrastructure and security measures to be used (200 words max)
Provide details as to how the ZERO data will be stored and what security measures are in place to ensure conformity with the conditions stipulated in Section 1.2 and clause 2.3 of the Terms and Conditions.
	Click here to enter text.





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

	Example: Institute of Paediatric Research
	University of New England

	234 Church Street, Parramatta New South Wales 2150
	(02) 9876 5432

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


2.5 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
	Institute & 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.
2.6 Additional Authorised Personnel (“Co-investigators”)
Please provide details for co-investigators or other personnel at Recipient Institute(s) to be granted access to the material. 
	Name & Title
	Position/Job Title
	Institute/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 Institute is making the application. To add more execution blocks, insert new row to table, then copy and paste the section as a whole.
	Full legal name of Institution:
	Click or tap here to enter text.
	
	

	Principal Investigator:
	Click or tap here to enter text.
	
	Signature

	
	Click or tap here to enter text.
	
	Name

	
	Click or tap here to enter text.
	
	Date

	
	

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

	
	Click or tap here to enter text.
	
	Name

	
	Click or tap here to enter text.
	
	Date


                                                                                                                                             
--------------------------------------------------Insert co-investigators above this line------------------------------------------------- 
	SIGNED on behalf of Click or tap here to enter text. by its authorised representative:
	
Click or tap here to enter text.

	
	Signature

	
	Click or tap here to enter text.
	
	Name

	
	Click or tap here to enter text.
	
	Date


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 for Use of ZERO Data

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

1. 
2. Definitions
Agreement 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 Agreement by CCI.

Authorised Personnel means the persons identified in the Form.

Commercial Purposes means the sale, lease license, disposal or other transfer of the Data to a for-profit organisation. Commercial Purposes also includes uses of the Data 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 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 CCI designates as confidential or that is by its nature confidential including but not limited to the 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 Agreement.

Data means the managed access datasets to which the Recipient has requested access as specified in the Form. 

Form means the Data Access Application Form executed by the parties to which these Terms and Conditions are attached.

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 specified in the Project Summary in the Form, as amended in the Special Conditions if applicable.

Project means the project described in the Form.

Recipient means the Recipient Institution or Institutions named in the Form.

Recipient Investigator means the Investigator or Investigators named in the Form.

Research Participant means an individual whose data form part of the Data.

Results means all experimental data and results obtained by the Recipient arising from the use of the Data as part of the Project.

Schedule means the schedule to this Agreement, if any, and includes amended Schedules attached to this Agreement with the agreement of CCI and the Recipient from time to time.

Special Conditions means any special conditions varying this Agreement attached as a Schedule.

ZERO means the Zero Childhood Cancer Personalised Medicine Program.

ZERO Partners means the research and clinical partners participating in ZERO.

3. [bookmark: _Use]Use
3.1. CCI authorises the Recipient to use the Data solely for the Permitted Purpose.  The Recipient must ensure that only the Recipient Investigator and the Authorised Personnel have access to the Data unless expressly agreed in writing by CCI.  CCI may require any proposed recipient of the Data to obtain separate approval from the ZERO DAC.
3.2. Other than as specifically provided in these Terms and Conditions, no right, title or interest in and to the Data is granted or implied to the Recipient.
3.3. [bookmark: _Ref43384059]The Recipient must:
(a) not use and must not permit the use of the Data for Commercial Purposes;
(b) not attempt to identify or reidentify any Research Participant from the Data, link or combine the Data to other information or archived data available in a way that could re-identify the Research Participants, even if access to that data has been formally granted to the Recipient Institution or is freely available without restriction, nor to obtain any other ZERO patient information other than through a request to the ZERO Data Access Committee; 
(c) ensure the security of the Data at all times by keeping the Data secure in accordance with its policies and procedures and must not give access to the Data, in whole or in part, or any material derived from the Data, 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 CCI. If CCI consents to distribution of the Data 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 as though they were a party to this Agreement;
(d) use the Data 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;
(e) notify CCI within 30 days of any changes to or departures of Authorised Personnel.
(f) implement appropriate technical and organisational measures against unauthorised or unlawful use of the Data, and against accidental loss, alteration or destruction of, or damage to, the Data at levels at least as stringent as those it uses for its own data of a similar nature; 
(g) promptly notify CCI if it becomes aware of or suspects any use of the Data which is inconsistent with the terms of this Agreement, and take all reasonable steps CCI may require in relation to such unauthorised use of the Data, and, if required, provide all reasonable assistance to CCI in order to assist CCI to comply with its obligations under applicable privacy laws ;
(h) notify CCI in writing as soon as reasonably practicable once the project has been completed or terminated; and
(i) pay the cost of transferring the Data within 30 days of receipt of a tax invoice.
3.4. [bookmark: _Ref43387247]The Recipient Institution agrees to destroy or discard the Data once it is no longer required for use in the Project, unless obliged to retain the Data for archival purposes in conformity with audit or legal requirements.  
3.5. The Recipient Institution accepts that it may be necessary for CCI to alter the terms of this Agreement from time to time. In the event that changes are required, CCI will notify the Recipient Institution of the changes and the Recipient Institution may elect to accept the changes or terminate the agreement by written notice to CCI.
3.6. If requested, the Recipient Institution will allow its data security and documentation to be inspected by an agent of CCI to verify that it is complying with the terms of this agreement.

4. Rights in Data
4.1. [bookmark: _Ref43384518]None of the ZERO Partners will have any right, title or interest in any Intellectual Property that is developed, created or invented in the course of the Project unless one or more of the ZERO Partners has contributed to its development, creation or invention. If that is the case the Intellectual Property will be jointly owned by the contributing parties as tenants in common in shares proportionate to their respective intellectual contribution to the development, creation or invention of that Intellectual Property. The joint owners will in good faith consult and decide on measures to be taken to protect and exploit that IP.
4.2. The Recipient must notify CCI of any patent application filed in respect of the Project at the time of filing, and provide CCI (or its nominee) with sufficient information to determine whether there has been a breach of clause 3.1.  If this clause is breached then the Recipient must amend its patent application to eliminate the breach or withdraw the application. The information provided to CCI pursuant to this clause will be treated as confidential to the Recipient.

5. Disclosure of Results
5.1. The Recipient must promptly and fully disclose to CCI all Results no later than sixty (60) days after the completion of the Project.
5.2. The Recipient agrees that CCI 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.

6. Publication
6.1. The Recipient must not publish or disclose any information based on or derived from the Results without: 
(a) giving CCI 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 CCI as to the public disclosure of the Publication. CCI may object to publication for reasons defined in section 5.2. If CCI 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.   
6.2. If CCI reasonably believes that the Publication might damage the integrity of the CCI, ZERO, or the Data, might in any way cause reputational harm to CCI or ZERO, CCI must notify the Recipient within the timeframe in clause 5.1(b). The Recipient will consider the comments of CCI in good faith to resolve CCI’s concerns, provided that the final analysis and interpretation remain with Recipient.
6.3. The Recipient must appropriately acknowledge ZERO as the source of the Data in any publication permitted under this clause 5.  An example of an appropriate acknowledgement is: 
"The results <published or shown> here are/were in whole or part based upon data generated by the Zero Childhood Cancer Program.”
6.4. The Recipient agrees to protect the confidentiality of Research Participants in any research paper or publication that is prepared using the Data by taking all reasonable care to limit the possibility of identification.
7. Confidentiality
7.1. 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 CCI. 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.
7.2. 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.

8. Liability
8.1. Where multiple Recipient Institutions are party to this Approval, the rights and obligations of each are several and not joint.
8.2. CCI makes no representations and extends no warranties of any kind to the Recipient in relation to the Data or use of the Data. To the maximum extent permitted by law, the Provide excludes any warranties in relation to the Data that would otherwise be implied, including warranties of merchantability or fitness for a particular purpose.
8.3. CCI will not be liable for any loss, claim or demand arising in any way whatsoever from the Recipient’s use of the Data or from the unavailability of or break in access to the Data for any reason. 
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