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AAPCHO Institutional Review Board
Request for IRB Review

I. Applicant Information

1. Organization: 

2. Project Title: 

3. Principal Investigator: 

4. Street Address: 

5. City, State, Zip: 

6. Phone: 

7. Email: 

8. Other PIs or Key Staff with Institution
9. Please indicate which of the following is attached to demonstrate qualifications to conduct this study including experience with study population.
       FORMCHECKBOX 
Curriculum Vitae             FORMCHECKBOX 
Biosketch

   FORMCHECKBOX 
Other statement of qualification
10. Have all PIs and project staff received human subjects protection training?

 FORMCHECKBOX 
Yes           FORMCHECKBOX 
No

If Yes, please submit human subjects protection training certification.          
If No, please ensure that they complete human subjects protection training before conducting research and notify the IRB of training completion. Please refer to AAPCHO’s IRB webpage for human subjects protection training resources.
11. Is the proposed study reviewed by other IRB(s)?

 FORMCHECKBOX 
Yes           FORMCHECKBOX 
No

If Yes, which IRB(s) will review the proposed study: _____________________________


II. Proposed Research Information

12. Funding source(s):     


13. Completed Financial Conflict of Interest Disclosure Form attached?

 FORMCHECKBOX 
Yes 
            FORMCHECKBOX 
No; please complete and attached to IRB Review Request Application


14. Expected duration of the study: 
FROM (mm/yy):     
TO (mm/yy):     


15. Proposed Concept:

	a. Rationale:






	b. Study Design:




16. Expedited review requested? 
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

Brief description of study in layperson’s language, and justification for expedited review (if applicable):
	


17. Participant Risks and Safeguards (specific components of the study methodology and tools designed to protect participants):

	


18. Participant and community benefits from research:

	


19. Ethical Issues (Describe the following):

	a. Informed consent process (if requesting alteration or waiver of informed consent, please fill out the Request for Waiver of Informed Consent form):



	b. Adherence to HIPAA regulations and data use/protection standards




20. How will the community be involved in planning and/or implementation?

	


21. Plan for dissemination of findings to the community:

	


22. Participant Population (check all that apply):
 FORMCHECKBOX 
 Adult client from AAPCHO member CHC

 FORMCHECKBOX 
 Adults who are not clients of AAPCHO member CHC

 FORMCHECKBOX 
 Alcohol and drug users

 FORMCHECKBOX 
 Individuals with diminished competence
 FORMCHECKBOX 
 Children/Youth 

 FORMCHECKBOX 
 Cognitive/psychologically impaired 

 FORMCHECKBOX 
 Elderly 

 FORMCHECKBOX 
 Institutional residents 
 FORMCHECKBOX 
 Fetuses 

 FORMCHECKBOX 
 Human in vitro fertilization 

 FORMCHECKBOX 
 Pregnant women 

 FORMCHECKBOX 
 Exclusion of minorities 

 FORMCHECKBOX 
 Terminally ill 

 FORMCHECKBOX 
 Prisoners or parolees 

 FORMCHECKBOX 
 Comatose 

 FORMCHECKBOX 
 Non-English speaking 

 FORMCHECKBOX 
 Cancer patients 
 FORMCHECKBOX 
 Other (please specify:     )

23. If this study will exclude women or racial, ethnic, and/or cultural minorities, please explain:

	


24. If you will be using translated materials, please note that these materials along with the translators’ names and qualifications need to be submitted for IRB approval before implementation. Please state your intent to do so and the translation process that you will be using.
	


25. Please note any differences between the original research proposal submitted and the IRB application.  
	


26. Research Methods (please check all that apply): 
 FORMCHECKBOX 
Interviews 

 FORMCHECKBOX 
Clinical studies/trials 

 FORMCHECKBOX 
Survey/Questionnaire 

 FORMCHECKBOX 
Investigational drugs 

 FORMCHECKBOX 
Behavioral observation 

 FORMCHECKBOX 
Investigational devices 

 FORMCHECKBOX 
Focus groups 

 FORMCHECKBOX 
Radiation 

 FORMCHECKBOX 
Study of existing data 

 FORMCHECKBOX 
Controlled substances 

 FORMCHECKBOX 
Waiver of consent 

 FORMCHECKBOX 
Deception 

 FORMCHECKBOX 
Veinipuncture 

 FORMCHECKBOX 
Study of human biological specimens 

 FORMCHECKBOX 
Genetic research 
 FORMCHECKBOX 
Physical exertion studies

 FORMCHECKBOX 
Non-identifiable voice, video, or image recordings and transcriptions

 FORMCHECKBOX 
No more than minimal risk to participants
 FORMCHECKBOX 
Other (please specify:      ) 

27. List all collaborating and performance sites. Please provide a brief description of each site, including the name, location, type of work and population served.

28. Attachments:

a.  FORMCHECKBOX 
 Unbound copy of full proposal

b.  FORMCHECKBOX 
 All proposed consent forms (templates or site-specific forms)

c.  FORMCHECKBOX 
 Relevant advertising/recruitment materials, phone scripts
d.  FORMCHECKBOX 
 Relevant questionnaires, surveys, focus group/interview guides
e.  FORMCHECKBOX 
 Conflict of interest disclosure form
f.  FORMCHECKBOX 
 Authorization Agreement Form B
g.  FORMCHECKBOX 
 Biosketches

h.  FORMCHECKBOX 
 Other (please specify:      )
Investigator’s Assurance 
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 participants, and strict adherence to any stipulations imposed by human research studies. 

I agree to comply with all AAPCHO IRB policies and procedures, as well as, with all applicable federal, state, and local laws regarding the protection of human participants in research, including, but not limited to, 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, except in the case of an emergency, if necessary to safeguard the well-being of human participants 

· Obtaining the legally effective informed consent, if applicable, from human participants or their legally responsible representative, and using only the currently approved consent form with human participants
· Promptly reporting significant or untoward adverse effects to AAPCHO in writing within five (5) working days of occurrence 
If I will be unavailable to direct this research personally, as when on vacation, I will arrange for a co-investigator to assume direct responsibility in my absence. Either this person is named as a co-investigator in this application, or I will advise AAPCHO by letter, in advance of such arrangements.
     






                
_____________________________________
           ________________________

Principal Investigator




           Date

The research fits into the mission of my community health center (CHC). I authorize the research to be conducted by or in partnership with my CHC.

     





     
__________________________


________________

Signature of CHC Chief Executive Officer 

Date
Rev. 6/19/2015
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