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Data Custodian Request – <Name of Project> 	
	SESLHD holds data in a number of repositories and may be approached to approve release of data.  The Chief Executive is the approver for release of all data. Approval to release data will be considered by the Director of Research in the first instance.  The Director of Research will provide advice to the Chief Executive in accordance with the research governance requirements of SESLHD and relevant policies, procedures and legislation This briefing form is to be submitted to the research office and approval sought prior to the release of any data held by SESLHD. Data must not be released without approval, regardless of status of ethics approval.

	Recommendation
	That the Chief Executive approve the data held <identify where held> for the purpose of <insert Name of Project> 


Request/Project Details  (fill out all sections or indicate n/a) 
	REGIS PID Ref No
	REGIS Project ID (XXXX/PIDXXXXX)

	CPI
	Coordinating Principal Investigator’s name

	REGIS SSA Ref No
	REGIS Site Application ID (XXXX/STEXXXXX)

	PI
	Site Principal Investigator’s name

	Applicant’s mobile No.:
	

	Applicants email address: 
	Institutional email address only

	Study Title
	Study title in full as it appears in REGIS

	Summary of Study
	Ensure the data transfer method outlined in this form is consistent with the transfer method (procedure and platform) described in the ethics approved Protocol (otherwise a Protocol amendment may be required).
Please use the following sub-headings:
Overview
Provide a brief overview of the study.
Aims/Objectives
State aims/objectives.
Trajectory of data
Outline the trajectory of all data (medical record data, research-generated data, consent forms etc)
Specify where (e.g., platform/organisation) data is being extracted/generated/stored within SESLHD and where (e.g., platform/organisation) it is being transferred/stored outside of SESLHD.

	Ethics approval Committee 
	Ethics Committee name and date of approval

	Sponsor
	Name of organisation with overall responsibility for the study

	Funding
	Amount (in dollars) of any financial funding and/or in-kind contribution of SESLHD personnel.

	If collaborative, name collaborative organisations involved
(Key policy and practice stakeholders relevant to this request)
	

	SESLHD data will be accessed and secured by
	List the person/s who will be accessing and securing SESLHD data before it leaves the District.
Please provide name and organisational affiliation.
Only SESLHD personnel (on NSW Health payroll) or SESLHD approved contingent workers can access/secure SESLHD data before it leaves the District.
If the person/s accessing/securing SESLHD data is an approved SESLHD contingent worker then please specify that in this section.


	Storage duration
	Specify how long data will be stored. Please refer to:
https://staterecords.nsw.gov.au/recordkeeping/health-services-public-patient/client-records-gda17
Research is explicitly dealt with in section 8.0:
(1) Records relating to the conduct of clinical research: Retain minimum of 15 years after date of publication or completion of the research or termination of the study, then destroy;
(2) Records relating to non-clinical research or research not involving humans: Retain minimum of 5 years after date of publication or completion of the research or termination of the study, then destroy;
(3) Records related to projects where research does not proceed: Retain minimum of 3 years after action completed, then destroy.

	Storage Platform
	This is the storage platform within SESLHD. Provide detail about the type of storage platform and the host organisation or specific location where data (medical record data, research-generated data, consent forms etc) will be held within SESLHD for the duration of the study.

	Data being transferred directly from
	Specify the location/service/database/platform within SESLHD that data is being transferred from. 

	Name of SESLHD Staff member and role title responsible for the data preparation and transfer
	Specify name, role title and organisational affiliation of the SESLHD staff member responsible for the transfer of data.

	Data being transferred to 
	Specify: (1) The name, role title and organisational affiliation of the person responsible for receiving the data once transferred out of SESLHD; and,
(2) The location/service/database/platform where the data is being transferred to.

	Data transfer solution
	Specify how data will be transferred outside of the District.
The data transfer method outlined here must be consistent with the method described in the ethics approved Protocol. If not, then a Protocol amendment may be required first.
If transferring onto a non-SESLHD device/platform, ensure the approach conforms with the policy, Disclosure of unit record data by Local Health Districts for research or contractor services: https://www1.health.nsw.gov.au/pds/Pages/doc.aspx?dn=PD2018_001
Data cannot be emailed or transferred via USB.
A secure file transfer platform should be used, the policy links to Accellion Secure File Transfer; however NSW Health now uses Kiteworks: https://secureft.health.nsw.gov.au/.
Staff can apply for a license to send using Kiteworks via SARA.
If transferring data using a platform other than Accellion, Kiteworks or REDCap, please demonstrate adherence of the proposed method/platform to a recognised information security and technology standard (see 6.3.a, https://www.health.nsw.gov.au/data/sharing/Documents/nsw-health-sae-min-reqs.pdf).
The following link may also be helpful: https://www.health.nsw.gov.au/data/sharing/Pages/secure-access-environments.aspx


	Status of Data leaving SESLHD
	Specify the status of data leaving SESLHD. Provide detail about the de-identification and re-identification process and name the person/s responsible.
· Identifiable
The identity of an individual information, or other sensitive information, can be reasonably discerned.
Please ensure that the risk and potential considerations such as sensitivity of the information is specified.
· Non-identifiable
Cannot extract specific participant’s data on revocation of consent. Individual identifiers have been permanently removed.
State the process of de identification. Clearly provide the name of person/s who will be holding the key to the codes and how that will be secured.
· Re-identifiable
All identifiers are removed from the dataset and replaced with a code, or data are aggregated.
Re-identification may be possible if a master copy of data that contains identifiers or master copy of study participants is kept.
Please specify the name, role title and organisational affiliation of the person/s who will access and manage the master copy (or code key) and what measures will be taken to ensure its secure storage.

	Number of patient files that data will be extracted from
	Specify the total number of patients from which the data will be extracted from and if appropriate; types of files for each patient.

	Supporting documents
Such as: Material Transfer Agreement 
	A material transfer agreement (MTA) may be required between parties if data or human tissue is being transferred outside of the District and a research agreement does not exist.
If you think an MTA is required, please email the SESLHD Research office for the latest template SESLHD-RSO@health.nsw.gov.au.



	Supporting documents
	Ethics approved protocol with reference to pages re data
If relevant, survey questions or data dictionary.

	Key issues/further information 
	




[bookmark: Title_Approval]Contact 
[Name, Position, Phone]				Date: [Date]

Confidentiality undertaking on following page must be signed and accompany this request. Approval will not be provided if the undertaking is not signed. 

APPROVAL 
	[bookmark: Title_Attachments]Submit to SESLHD Research Office  SESLHD-RSO@health.nsw.gov.au 


		Name: 	 Georgina Hold
	Director Research
	Date:




	Once approved by the Director and Chief Executive, the data custodian approval and material transfer agreement will be submitted and reviewed within the governance application. 
<If not approved return to author>

	Under clause 17(2) of the Health Administration Regulation 2020, this data may be released with my approval. I am pleased to advise that access to the data has been granted for the purpose of <name of project>.

CHIEF EXECUTIVE

	



Date:



Following approval by Chief Executive, Executive Services return to contact person / author. 
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	Brief for Chief Executive

	<XYZ Directorate/Service>
SESLHD Research Office



Date dispatched:	



Data Access Request 

Confidentiality Undertaking

I/We, <PI’s name/s>, <position/s>, understand that, in receiving data of the <name of project> Data Collection, I will have access to confidential data, which includes personal and health information in respect of individual persons.

I undertake strictly to preserve the confidentiality of this data and understand that the disclosure of information may constitute an offence under section 22 of the Health Administration Act 1982.

I understand that I must comply with the conditions described in the Approval Under Clause 17(2) – Disclosure of Information.

I agree to ensure that any individuals working on the above project is aware of the provisions of this undertaking and the need to comply with them. I further agree that any report that is derived from the data will present information in an aggregate form only and that no personal information, or personal health information, will be included in any report.
	

Signed:	Date
<Name of PI and site>

[In most situations only the site PI signs the confidentiality undertaking as they have overall responsibility for the security of data leaving the District]
[If a DCR is covering multiple SESLHD sites for the same study, all relevant application IDs (XXXX/STEXXXXX) are to be included on page 1 and the PI from each site signs the confidentiality undertaking]
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