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Section Summary of Changes 
Section 1 

Overview of the IMPAACT 

Network 

• No changes; section version updated 

Section 2 

Network Groups 
• No changes; section version updated 

Section 3 

Good Documentation Practice 
• No changes; section version updated 

Section 4 

Protocol Teams 
• No changes; section version updated 

Section 5 

Community Participation and 

Engagement in the IMPAACT 

Network 

• No changes; section version updated 

Section 6 

Network Meetings and 

Communications 

• No changes; section version updated 

Section 7 

IMPAACT General Policies and 

Procedures: Funding, Conflict of 

Interest, Certificate of 

Confidentiality, and 

ClinicalTrials.gov 

• No changes; section version updated 

Section 8 

Human Subjects Considerations 
• No changes; section version updated 

Section 9 

Protocol Development and 

Modifications 

• No changes; section version updated 

Section 10 

Site Selection for IMPAACT 

Studies 

• No changes; section version updated 

Section 11 

Study-Specific Pre-

Implementation Activities: Open 

to Accrual and Site-Specific 

Study Activation 

• Removed previous section 11.1.7.1; simplifying data collection 

measures 

Section 12 

Study Implementation 
• No changes; section version updated 

Section 13 

Study Oversight 
• No changes; section version updated 

Section 14 

Site Study-Specific Close-out 
• No changes; section version updated 

Section 15 

Ancillary Studies, Investigations, 

and Access to Study Data 

• No changes; section version updated 
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Section Summary of Changes 
Section 16 

Training for Site Key Personnel 

and Other Site and Laboratory 

Staff 

• No changes; section version updated 

Section 17 

Laboratory Considerations 
• No changes; section version updated 

Section 18 

Network Evaluation 
• No changes; section version updated 

Section 19 

Data Analysis and Publications 

Procedures 

• No changes; section version updated 

Appendix I 

Unblinding Procedures 
• No changes; section version updated 

 


