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Institutional Review Board

Human Subjects Protection Committee

APPLICATION TO INVOLVE HUMAN SUBJECTS IN RESEARCH

FORM A: APPLICATION FOR FULL PROPOSAL REVIEW
Project Title:












Principal Investigator(s): 








______
Campus Contact Information: 









Faculty Mentor (if student PI):_____________________________________________________
INVESTIGATOR’S ASSURANCE

Pomona College uses the web-based modules available at the Collaborative Institutional Training Initiative (CITI) website (https://www.citiprogram.org) or the NIH Office of Extramural Research (http://phrp.nihtraining.com/) for all researchers working with human subjects.  I have completed the required training modules successfully for one of these two programs, and have attached my completion report to this IRB application.
I certify that the information provided in this application is complete and correct.  I understand that as Principal Investigator I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the Human Subjects Protection Committee.

I agree to comply with all applicable federal, State and local laws regarding the protection of human subjects in research including the following:

· Performing the project by qualified personnel according to the approved protocol;

· Implementing no changes in the approved protocol or consent form without prior approval of the Human Subjects Protection Committee (except in an emergency to safeguard the well-being of subjects);

· Obtaining the legally effective informed consent from human subjects or their legally responsible representatives;

· Promptly reporting significant or untoward adverse effects to the Human Subjects Protection Committee; and

· In my absence, arranging for a co-investigator to assume direct responsibility.  This person is either named as co-investigator in this application or the Committee is notified in advance of such arrangements.

Principal Investigator’s Signature




Date




College Affiliation ______________________________________________________________
FUNDING

List current or pending funding sources for the research, including grant number, if applicable.
SUMMARY INFORMATION

Subject Population:

( Children

( Elderly

( Pregnant Women

( Cognitively or Psychologically Impaired

( Institutionalized Residents

( Prisoners or Parolees

( Non-English speaking

( Pomona College students/staff

( Other __________________________________________________
Location of Research:

( Pomona College or other 5-College campus

( Specify other locations: ____________________________________
PROPOSED PROTOCOL

Include information about the following:

1. Background, purpose and scientific significance of the study

2. Number of subjects

3. Inclusion/exclusion criteria
4. Method of subject identification and recruitment 
5. Personnel recruiting participants

6. Methods and procedures 
7. Data collection, storage and ultimate data disposal precautions to ensure confidentiality
8. Potential risks and discomforts
9. Minimizing risks
10. Potential benefits
11. Payment for participation

12. Capacity to consent

13. Comprehension of the information provided

14. Debriefing procedure 
15. Process of consent (attach informed consent form; see below)
16. Information Withheld from Subjects
INFORMED CONSENT FORM

Your consent form should include the following:
1. Methods and procedures

2. Data storage and procedures taken to ensure protection or removal of any personal identifying information (PII)

3. Potential risks and discomforts

4. Procedures to minimize risks
5. Contact information for the Monsour Counseling Center (if applicable)
6. Potential benefits from participation

7. Payment for participation (or other compensation)
8. Contact information for the PI, faculty mentor (if applicable) and Associate Dean

9. A line for the date and signature of the consenting participant, unless consent is to be obtained orally.  In the latter case, consent should be collected using an audio recording device and a copy of the recording retained. 
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