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TITLE OF PROJECT: 

Purpose of the study and background

1. 
Specific Aims and Purpose of the Study: 

2.
Background and Significance:  

3.
Progress Report/Preliminary Studies:  

CHARACTERISTICS OF THE STUDY SUBJECT POPULATION

4.
Target Accrual: 

5.
Age Range of Adult Subjects: 

6.
Age Range of Pediatric Subjects:  

7.
Gender of the Subjects:  

8.
Racial and Ethnic Origin: 

9.  
Inclusion of Special Classes or Vulnerable Subjects:  

10.
Inclusion Criteria:

11.
Exclusion Criteria:

Methods and Procedures

12. Research Design and Methods Applied to Human Subjects: 

13. Drugs and Devices:

14. Data Storage and Confidentiality:  

RISK/BENEFIT ASSESSMENT

15. Potential Risks:  

16. Risk Classification: 

17. Protection Against Risks:

18. Data Safety Monitoring Plan: 

19. Potential Benefits to the Subject and/or Society:

20. Therapeutic Alternatives:  

21. Risk/Benefit Relationship:  

FINANCIAL OBLIGATIONS AND COMPENSATION

22. Financial Obligations of the Subject: 

23. Financial Compensation for Participation:

SUBJECT IDENTIFICATION, RECRUITMENT AND CONSENT/ASSENT 

24. Method of Subject Identification and Recruitment: 

25. Competing Protocols: 

26. Subject Competency: 

27. Process of Informed Consent:

28. Subject or Representative Comprehension:

29. Information Purposely Withheld: 

30. Consent/Assent Forms: 

31. Documentation of Consent/Assent: 

32. Waiver of Informed Consent: 

33.
Waiver of HIPAA Authorization: 

a) Recruiting/Screening Only  

(1) Protected health information will be used only for recruitment/screening purposes for this specific study. 

(a)  Subject’s medical records will be reviewed to assess potential eligibility for this study only.  We will not use subject’s protected health information (PHI) for any other purposes.  The research team members who are involved with this screening have completed the USC HIPAA education course (list names and attach certificates with IRB application).
(b) 
If patient’s eligibility information from the medical records is favorable, then we will approach the individual with the IRB approved Informed Consent to invite his/her participation in this study.  If the subject is not eligible, then the information regarding his/her PHI will be destroyed immediately. 

(c)  We will not reuse or disclose subject’s PHI to any other person or entity, except as required by law. 

(2) The study subjects need to be selected based on the eligibility set by the protocol.  The study could not practicably be conducted without waiver unless we approach every subject we see without prescreening for this study.

(3) The study could not be conducted without the subject’s PHI.  

b) Research Subject

34. Exception from Informed Consent Requirements for Emergency Research: 

35. Waiver of Written Informed Consent: 

36. Proprietary Interest Disclosure:

37. Privileges/Certifications and Licenses: 

38. Industry Studies: 

39. Bibliography:

University of Southern California Health Sciences Campus, Health Research Association & LAC+USC Medical Center
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