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 Glossary 

4.0 Investigator Roles and Responsibilities  

4.7.1 Randomisation 

4.7.2 Unblinding 

5.5.1 Electronic Data handling 

5.5.2 Electronic Data transfer 

5.5.5 Allocation of Participant ID Numbers 

5.14.1 Investigational Product Handling 

5.17 Adverse Event Reporting 

5.18 Monitoring 

5.19 Audit 

5.23.1 KPI Compliance 

5.23.2 CRF Completion 

6.0 Protocol Development 

6.5.1 Study Recruitment 

6.5.2 Re-screening 

6.10 Version Tracking 

6.12 Ethics Approval and Reporting 

6.15 Authorship 

8.0 Essential Documents 

8.4.1 Archiving of Research/Project Materials 

8.4.2 Record Destruction 
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