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This document provides instructions for Researchers on preparing Site Specific Documents (SSDs). SSDs are required for all projects that have participant facing documents, these include: Instructions for Researchers
Preparing Site Specific Documents (SSDs)

· Participant Information Sheets
· Consent Forms
· Withdrawal of Consent Forms 
· Recruitment and/or informational material that is localised for the site, including Participant flyers, pamphlets, posters and letters. 
· Any other materials where local site information is included. 

For any documents intended to be shared with participants that include ‘site specific’ information (e.g. Hospital names, Investigator names, contact details) will require two versions – a ‘master’ (generic) template and a ‘site specific’ version adapted for local use at each site.  


What is a ‘master’ version/document?     
A ‘master’ version is a generic template submitted to the Human Research Ethics Committee (HREC) for review. The ‘master’ version does not include any local or ‘site’ information. 

‘Master’ documents must: 
· Not include any logos 
· Not include any site-specific information such as Hospital name, Investigator names, contact details etc. 
· Include a ‘master’ version number and date, e.g. Master Participant Information Sheet, Version 1.0, dated 1 January 2026

What is a ‘site specific’ version/document? 
A ‘site specific’ version is a modified ‘master’ document that is adapted for use at the site. The ‘site specific’ version includes local or ‘site’ information, for example, Hospital names, Investigator names, contact details etc. 

‘Site specific’ documents must: 
· Include all site-specific information such as Hospital name, Investigator names, contact details etc. 
· Include the SWSLHD Ethics, Integrity and Governance team complaints paragraph: 
The conduct of this study at [insert Hospital name] has been authorised by the South Western Sydney Local Health District. Any person with concerns or complaints about the conduct of this study may also contact the Research Governance Officer on (02) 8738 8304, email: SWSLHD-Ethics@health.nsw.gov.au and quote project number [20XX/STEXXXXX].
· Include a ‘site specific’ version number and date in addition to the ‘master’ version details, e.g: Liverpool Hospital Participant Information Sheet, version 1.0, dated 30 January 2026
Master Participant Information Sheet, version 1.0, dated 1 January 2026
· Include the SWSLHD logo 
 


Tips: 
· It is common for the ‘master’ versions to be amended as part of the HREC review. For this reason we recommend submitting the final ‘site specific’ versions after you have received ethics approval to ensure they are based on the correct ‘master’ version. 
· After you have completed the ‘site specific’ documents, we suggest doing a search for ‘insert’, to ensure you have not missed any details. 


For support, please contact SWSLHD-Ethics@health.nsw.gov.au or call (02) 8738 8304. 
swslhd.health.nsw.gov.au
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image1.jpeg
ane
) (4
‘\_!L" South Western Sydney
NSW Local Health District

GOVERNMENT




image2.png
NSW

GOVERNMENT




image3.png
NSW

GOVERNMENT




image4.png




image5.svg
        


