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Section 
Number Section Title 

Version 
Number (s) Version Date(s) Comments 

1 Introduction 2.0 24 March 2017  

2 Documentation Requirements 2.0 24 March 2017  

3 Accrual and Retention 2.0 24 March 2017  

4 Informed Consent 2.0 24 March 2017  

5 Study Procedures 2.0 24 March 2017  

6 Study Product Considerations For Non-Pharmacy Staff 2.0 24 March 2017  

7 Clinical Considerations  2.0 24 March 2017  

8 Adverse Event Reporting and Safety Monitoring 2.0 24 March 2017  

9 Laboratory Considerations 2.0 24 March 2017  

10 Counseling Considerations 2.0 24 March 2017  

11 Data Collection  2.0 24 March 2017  

12 Data Communiqués 2.0 24 March 2017  

13 Study Reporting Plan 2.0 24 March 2017  


