Human Assurance Committee

Policies and Procedures:

1 General Information

2 Human Assurance Committee (HAC) Meeting Information

3 HAC Submission Instructions

4 Review Levels and Criteria

4A Exempt From Full Review

4B Expedited Review

4C Full Committee Review

4D Emergency Use Review

4E Case Studies

5 Veterans Affairs Medical Center (VAMC) Submission Instructions



6 Investigator Responsibilities

7 Additional Information for VAMC Investigator Responsibilities

8 Description of Research Proposal

Description of Research Proposal Template

9 Informed Consent Process

10 Informed Consent and Children’s Assent Documents

—

11 Informed Consent Document (ICD) and/or Children’s Assent Document (CAD)
Checklist

—

12 Sample Children’s Assent Document(s) (CAD)

13 Sample Minimal Risk Informed Consent Document (ICD)

14 Protocol Amendments




15 Addendum to ICD and/or CAD

16 Continuation Requests/Report (Clinical Study Status Report, HAC Form 107)

17 Protocol Termination or Completion

18 Protocol Deviations/Violations

19 Adverse Events

20 Genetic Research

21 Sample Genetic Informed Consent Document (ICD)

22 Food and Drug Administration (FDA) Form 1572 “Statement of Investigator”

23 Certificate of Confidentialit

24 Cooperative Studies

25 Vulnerable Subjects

26 Investigational Drug Service/Clinical Research Pharmacy

27 Research Subject Advertisin



28 Submission Fee

29 Changes in Research Team

30 Remote Informed Consent

31 Medical College of Georgia (MCG) Health, Inc.

32 Data and Safety Monitoring Plans (DSMP) and Boards (DSMB

'N

33 Clinical Research Education

34 Subject Injury Policy and Language

|

35 Committee Membership

36 Students and Residents

37 Frequently Asked Questions

38 HAC Forms

39 Research Non-Compliance

40 Biological Specimen Shipping Regulations

41 Emergency Use Sample Informed Consent Document



42 Waiver of Written Informed Consent

43 HIPAA and Databases, Medical Records Review and Collection of PHI

44 Non-Member Attendance at the HAC Meetings

45 Appeal to the Decisions of the Committee

46 Privacy Board

47 Medical Device Research

48 HAC Record Storage

Research Related Appendices (in A-Z order) including:

Acronym List

The Belmont Report

Belmont Report Historical Archive

Cooperative Protocol Research Program (CPRP) Agreement

Decision Making Charts



Declaration of Helsinki

Federal Wide Assurance

Glossary

HAC Reviewer’'s Checklist

HAC Submission Checklist

The Nuremberg Code

Radiation Dosimetry

Research Self-Assessment Checklist / Sample
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