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ASU IRB LOCAL CONTEXTUAL REVIEW

PROJECT APPROVAL FORM FOR ETHICAL REVIEW OF ACTIVITIES INVOLVING HUMAN SUBJECTS RESEARCH
Study Title:

Principal Investigator:

1. Source of subjects and methods of recruitment and copies of advertisements for approval (if a “captive” population, i.e., students, is being involved, please justify their involvement): 

2. Where will the project be conducted at ASU (room number or area)? Please clearly explain role(s) for ASU study team members in the project (recruitment, consenting, data collection or data analysis).
3. List any special instruments, technical equipment, exposure to ionizing radiation, use of recombinant DNA, or investigational devices (as appropriate, approval from Institutional Bio-safety Committee or Radiation Safety Committee must be submitted at time of IRB submission): 

4. How will research subject(s) be compensated? Please review ASU FIN 421-05 and FIN 401-03 policies and describe the practice for complying with these policies.
5.  Please state if any data will be stored at ASU and where, provide the date of destruction and the ultimate means of disposal of data, and/or specimens: 

6. Identify persons who will have access to specimens, results, and data: 

7.  To what extent and to whom will identity of human subjects be revealed: 

8. Will a Certificate of Confidentiality (through a Federal agency) be utilized? 

9.Where will the signed subject consent forms be stored so that they will be easily accessible in the event of on-site visits from authorities (include administrative office and room number)? 
10. Describe any safety oversight processes:

a. Do you employ a Data Safety Monitoring Board?

i. How is it managed?

ii. With what frequency is data reviewed for this project?

iii. How often does the Board meet?

iv. Describe any planned interim analysis:

b. If a data safety monitoring board is not utilized, describe the research plan for monitoring the data to ensure the safety of the participants.
11.1 Do any of the team members have a conflict of interest related to this research? 

COI definition -  
Financial interest: The receipt or expectation of anything of pecuniary (money) or proprietary (ownership) value from a non-ASU entity (domestic or foreign, private or public). Examples of possible interests (not limited to):


• Compensation of any amount including (not limited to) consultant fees, payments for services, honoraria, royalties, or other income.
• Ownership interest of any value including (not limited to) stocks and stock options, private equity, or other ownership interests.
• Venture capital financing.
• Intellectual property interests of any value including (not limited to) patents, trademarks, copyrights, and licensing agreements.
• Board or executive relationship, regardless of compensation.
• Reimbursed or sponsored travel by an entity other than a federal, state, or local government agency, higher-education institution or affiliated research institute, academic teaching hospital, or medical center.

11.2 Who holds the interest? The individual involved in the research, or relative of this individual. Disclose financial interests in ERA MyDisclosures module.  For questions related to financial interests, email COI@asu.edu.

Signature of PI:                          Date:      
