Data Amendment Request Form
For Approved ZERO Data Access Agreements


 Advice for Applicants
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 to the approved ZERO Data Access Agreement(s). 

Use this Amendment Request Form to request any changes to the approved Data Access Agreement(s) including requests for additional data types, clinical data, and for changes to the principal investigator 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 during the initial submission.

The ZERO Data Access Committee (DAC) will aim to review this amendment within 4 weeks. Outcomes of this request will be communicated to the investigator named on this application. Amendments not approved following review may be submitted as a new full application. 
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. 

Note that ALL sections are mandatory.


Project Details
Please fill in all fields in this section.

Current Approved Project Number 		 
Click here to enter text.	

	
Current Approved Project Title
Click here to enter text.	


Describe the key amendments proposed to the current approved project AND provide the rationale for the requested changes.
Click here to enter text.	

 
Ethics Approval
Is the proposed amendment covered by the HREC/ethics board approval for the current project?
If Yes, please confirm ethics number and expiry date of the current ethics approval. 
If No, a new application needs to be submitted.
YES	   				NO  

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


Please specify commencement date of amended project and expected timeframe.
Project commence date	               	Click or tap here to enter text.		Expected project end date                   	Click or tap here to enter text.	


3.1	 Changes to Data Request
Use this section for requesting additional data or changing data formats.
Is this section relevant to your change? 	YES 		NO
If NO, progress to next section.

Type of the data required 
Please select the type(s) of clinical (controlled access) data require
Sex at birth			☐	Final diagnosis			☐ 	Age at diagnosis		☐ 	Age at sample collection		☐	Event related to sample		☐ 


Specific data request
Please fill in the table below for specific data request 
PRISM or ZERO Subject ID (if known)	Tumour Type	Data type(s)	Comments
Example: xxxxxx or ZCCXXX 	Rhabdomyosarcoma	RNA Seq Tumour	Relapse subjects	
N/A	Sarcoma	Methylation Tumour	N/A

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.

Change data format
Please specify the new data format required.
PRISM or ZERO Subject ID (if known)	Data format from approved project 	New Data format requested 
Example: xxxxxx or ZCCXXX 	Germline WGS FASTQ	Germline WGS BAM/CRAM	
Example: DIPG Cohort	Somatic WGS SNV+Indel 	Gemline WGS SNV+indel 

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.

Continuation of section 3.1 Changes to Data Request
If additional data or formats are requested, please provide justification for amendment (200 words max)
Click here to enter text.	



Should BAM/CRAM/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. (200 words max)
Click here to enter text.	


3.2	Changes to Approved Project Scope
If there are substantial variations to the approved project scope outlined in the initial application, please provide additional information below.
Is this section relevant to your change? 	YES 		NO
If NO, progress to next section.

Aims & Hypotheses (200 words max)
Please outline proposed changes to approved project aims and hypothesis.
Click here to enter text.	


Methodology (300 words max)
Please outline proposed changes to approved methodology.
Click here to enter text.	


3.3	Changes to Approved Personnel
Is this section relevant to your change? 	YES 		NO
If NO, progress to next section.

Change to listed Investigators
Please provide details of changes in Investigators involved in project.
Name & Title	Position/Job Title	Institute & Address	Phone	Email	Change Status 
Example: Prof John Smith	NHMRC Principle Research Fellow	UNSW, Lowy Cancer Center, High Street, 	Randwick	(02) 1234 5849	j.smith@unsw.edu.au	Cessation
Click or tap here to enter text.	 Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	 Click or tap here to enter text.	Click or tap here to enter text.

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

Change to Authorised Personnel
Please provide details of changes to authorised personnel(s) involved in project.
Name & Title	Position/Job Title	Institute /Organisation 	Involvement in Project	Email/Phone	Change Status 
Example: Dr Mary Jane 	Bioinformatician	University of New England	Bioinformatic Analysis of dataset	m.jane@une.edu.au	Addition
Click or tap here to enter text.	 Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	 Click or tap here to enter text.	Click or tap here to enter text.

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

Brief reason for above personnel change(s):
Click here to enter text.	



Agreement & Signature

Except as noted above, and subject to approval, all Terms and Conditions remain in full force and effect. 

Noted and agreed on behalf of Click or tap here to enter text. by its authorised representative:		Click or tap here to enter text.
	Signature
	Click here to enter text.
	Name
	Click here to enter text.
	Date



Please return the completed amendment to zeroDAC@ccia.org.au
Approval
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
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