Appendix A: Data Harmonisation Consent Form and Checklist
The Data Harmonisation project aims to compile a harmonised dataset across multiple Healthy Minds studies. We will create a harmonisation platform where these datasets can be accessed both internally (within Healthy Minds) and externally (e.g., stakeholders, key populations, other HMRI programs, wider community). 
This document outlines the requirements and steps to be taken for inclusion in the Healthy Minds Data Harmonisation project. Please ensure you have read and understood the Information Statement before completing this form.
To determine suitability for the harmonised dataset, please complete the form below:
Project Title: 	_____________________________________________________
Period of Data Collection: 	_________________________________________
Aims/Hypotheses of the Original Project:	_____________________________
Age Range of Participants:	_________________________________________
Type of Sample (i.e., general population, healthy controls, patient sample, etc):
Number of Participants:	_________________________________________
Inclusion and Exclusion Criteria:	___________________________________
Research Design (i.e., longitudinal, clinical trials, observational, etc): ________
Summary of Data Available (i.e., what data was collected): ________________
Documents Required:
To participate in the Data Harmonisation Project, you will need to submit:
· Completed Healthy Minds Data Harmonisation Project consent form
· Completed Data Harmonisation form
· Ethics approval for the original project
· Information sheet and consent forms used in the original project
· Copies of questionnaires used in the original project
· All relevant standard operating procedures from the original project
· Signed publication agreement
Following ethics approval of the addition of your dataset, you will need to submit:
· Dataset organised in requested format
· Documentation of any pre-processing that has been performed on data (e.g. reverse scoring, missing cases/missing items, removal of outliers etc; see “Example of preprocessing documentation”)
· Data Dictionary in requested format (see Data Dictionary Template)

Instructions for Dataset Preparation:
1. All data must be de-identified prior to sending it to the Healthy Minds Data Harmonisation team
2. Dataset must be submitted as an excel spreadsheet with one row per participant
3. All datasets must include a deidentified participant code/ID, age, and sex. These should be the first variables listed in the spreadsheet






Checklist
	Please read each one carefully and confirm by checking the box
	ü

	I have read and understood the project information sheet
	¨

	I am a lead investigator and/or data custodian on the project described on this form
	¨

	All data has been de-identified
	¨

	I acknowledge that all information provided to the Data Harmonisation team will remain confidential, unless otherwise specified by me
	¨

	I have followed the data preparation instructions, including cleaning, pre-processing and removal of outliers
	¨

	I have verified that my study’s consent form allows for the sharing of data
OR
	¨

	I have submitted an ethics variation requesting approval to provide my de-identified data to the Data Harmonisation project, and have received approval from the relevant ethics committee
	¨

	I understand that I will remain the data custodian of the original project data. However, the data I submit to the Data Harmonisation project will become part of the harmonised dataset and the data custodian of the harmonised dataset is [Principal Investigator]
	¨

	I acknowledge and confirm that IP and ownership of the data remains with the chief investigators of the original study (as described on this form), and that the use or secondary analyses of any data that has been shared with the Data Harmonisation project will be cited accordingly
	¨

	I acknowledge that I am unable to withdraw my consent once the dataset has been harmonised, as the data is de-identified and is aggregated with other datasets
	¨



Name:  ………………………………………………………...............  Signature.……………………………………… 


Date………………………

Ethics: This research has been approved by the Hunter New England Human Research Ethics Committee of Hunter New England Local Health District, Reference 2024/ETH01340.

Complaints about this research: Should you have concerns about your rights as a participant in this research, or you have a complaint about the manner in which the research is conducted, it may be given to the researcher, or, if an independent person is preferred, please contact the HNE Research Office, Hunter New England Local Health District, Level 3, POD, HMRI, Lot 1 Kookaburra Circuit, New Lambton Heights NSW 2305. Telephone: 02 4921 4140. Email: HNELHD-ResearchOffice@health.nsw.gov.au and quote the reference number: 2024/ETH01340.

