
CALIFORNIA STATE UNIVERSITY SAN MARCOS

Application for Approval for Research Involving Human Subjects:

Individual Investigator Projects

To determine level of review, please check CSUSM human subjects research FAQs or video training

 at www.csusm.edu/irb .

	     Full review  
	      Expedited Review

	Title of proposed project:     

	Check One:             Faculty Research


	       Student Research

	Researcher Name:       
	Date:      

	Phone:
     
	E-mail: 
     
	College/Dept:

     
	     Check if in Joint Ed.D Program

     (See special instructions in Item #10)

	Faculty Sponsor (For student research projects)


	Faculty Sponsor Name:      

	Faculty Phone:      
	Faculty E-mail:      


	Is this submission part of an external grant proposal?   If Yes, SPAF #       
	            No

	Faculty Verification on student research projects: 

	By submitting this form, you are verifying that you have reviewed this proposal for completeness and verified that it is in compliance with IRB regulations.

	 Submission Instructions

	Electronic Submission –This document may be submitted by email to the IRB office by faculty only.  Students must submit the document to their faculty sponsor for review. The faculty sponsor forwards the application to the IRB.  Send to irb@csusm.edu.  
· Word documents are preferred.  
· The Consent Letter or Information sheet should be a separate Word document.
· CITI Training certification or an IRB Workshop certificate must be included.
Receipt via email from the faculty member’s email account will serve as their signature verifying that they have reviewed this proposal for completeness and that it is in compliance with IRB regulations.

Expedited reviews are reviewed by one committee member with an average approval time of approximately three weeks. Questions from reviewers and approval paperwork will be sent to the email address provided on the application at the time of submission. 

Full reviews are reviewed by the full committee at an IRB meeting. Approvals on full reviews may take 4-6 weeks. Questions from the committee and approval paperwork will be sent to the email address provided on the application at the time of submission.  All “full review” applications are copied to Risk Management.

If you have any questions, please refer to the IRB website or contact the IRB staff at (760)750-4029 or irb@csusm.edu. 


NOTE: Completeness of this application will impact the timeliness of the review process.


Effective 8/1/2009, certification of training on Human Subjects Protection is required.  To satisfy this requirement, a student may complete the CITI on-line training or attend the IRB workshop.  Faculty must complete the CITI online training.  Completion satisfies the training requirement for three years.

.     

Summary of Research Protocol

Please answer each section completely and as succinctly as possible.  Use lay terms as IRB members have diverse academic backgrounds.  Please indicate N/A if the question does not apply to your research.

For assistance with completing this form, please review the following resources:  Video
Samples
	1. Purpose of project and project background

	Describe your research question, including why the question is important, and how your study will attempt to answer it.   Include how your literature review supports this with at least three citations.
Do not exceed one page -- Use lay language.

	2. Recruitment procedures and participant population

	a. Expected number of participants:      

	b.    Provide a profile of your proposed participant population including demographics.  Explain why you are targeting this specific population.       

	c. Indicate whether anyone might be excluded from participating and explain why.       

	d. Please indicate whether any of your participants include people whose ability to give informed consent may be problematic (e.g., children, prisoners, mentally disabled, sub-ordinate or at-risk populations)?
     

	e. How will you find, recruit, or identify potential subjects? How will you select, from the volunteers, the final group of participants?  
     

	f. Will you be offering an incentive? If yes, please explain procedure for any incentives that will be offered. Include how much participants must do to be eligible to receive credit.      

	g.  Will you use recruitment flyers or other forms of media/communication to solicit participants? If yes, please explain and provide sample(s).

      Yes          No

Explanation:       

	3. Informed consent process. 

· See web page on Informed Consent.  See also Language Requirements.

· Provide responses for each population participating in your research

	a. How and when will you explain the study and the required elements of Informed Consent?  Will you be doing this or will it be handled by a research assistant?
     

	b. How much time will participants have to consider between receipt of the informed consent document (or information sheet) and the beginning of study?
     

	c. If there are subjects under the age of 18, how will the study be explained to them?  How will both parental consent and child assent be obtained?

Please explain or state "no subjects under 18".

	d. If you are requesting a Waiver of Signed Consent, explain why this waiver is needed.  Outline alternative procedures for obtaining consent or providing study information (e.g., information sheet, introduction screen for web survey, telephone script).
     

	e. Indicate the primary language(s) of your participants. If any participants’ primary language is not English, and they are not fluent and comfortable reading English, explain how you will ensure that participants’ understanding of the activity for which they are giving consent.
     


	4. Procedures and Methodology — research protocol

· Provide responses for each population participating in your research

	a. Provide a step-by-step explanation of your research activities and methodologies.  Explain how each activity contributes to the purpose of your research.  Be thorough.

     

	b. State the specific dates/timeframe in which you plan to conduct your research.  

     

	c. State the location where the research will be conducted.

     

	5. Participants’ debriefing or feedback. 

· If deception was involved in your research, participants should be debriefed about the nature of the study as soon as possible. 

· All participants should be given the opportunity to request a copy of  the results of the study/your final report.

	a. Describe any feedback or information you will offer participants. 
     

	6. Potential risks to the dignity, rights, health or welfare of the human participants.

· Please be sure the risks listed here match the risks mentioned in your consent letter or information sheets.

· Consider all risks very carefully.  This is a critical area.  For more information on risks, see Examples of Risk.
· Include any ‘inconveniences’ including the time requirement for participation.
· List risks for each population participating in the research and for each methodology.

	a. List and explain potential risks to your participants. Risks may be both physical and psychological responses such as strong emotional and/or negative reactions to research questions. 

Use bullets or numbers to list various risk factors.

	b.  List risks related to confidentiality of data.  What could happen if an unauthorized person accessed the data? For instance, participant’s identify or personal information could be known by others.       

	7. Confidentiality and safeguards to minimize risks. 
Consider whether the data might be posted in a repository that is publicly accessible e.g. NIH, Kellogg Library, etc.

	a.  Please respond to each risk that you listed in #6 above.  State how you will address each to minimize risks, protect confidentiality, and safeguard data.
     

	b.  In response to 6b, please indicate how you will safeguard data. Where/how will data be stored?  Who will have access to the data? How will access be limited? 
     

	c.  List referrals and/or resources that may be offered if a participant has a strong emotional response or a physical injury (e.g., clinics or shelters, medical or psychological referrals).  

     

	8. Study benefits

	a. Discuss any potential individual and/or societal benefits. Note, often there is no direct benefit for the participants but rather the study contributes to the literature and/or future research. If this is the case, please state this and explain. Be sure this aligns with the ‘purpose’ of this research.
     

	b. Do the benefits from this study exceed the risks to participants?  Please explain.
     

	9. Researcher(s) qualifications and experience.  

	a. Briefly outline the primary researcher(s)’s qualifications and experiences relative to the subject of this research. Be thorough.
     

	b. If this is a student project, include faculty sponsor’s qualifications.
     

	c. If using student assistants, include student(s)’s qualifications and training.
     


	10. Checklist

	Check which of the following items are included, as applicable:

__  Certification of Human Subjects Protection training for each researcher and the faculty advisor.
__  Recruitment flier(s) or advertisements, scripts for radio or TV.   
__  Letter/email of organizational support (Required if recruiting or interacting with participants at a specific site or through a specific organization outside of CSUSM.)   If sent in an email, must include organization and position person who approved.  

__  Survey(s), questionnaires, or interview questions.  

__  Consent and/or child assent form(s) or information sheet(s):  
· Use an appropriate language level for your population 
· Provide unique forms for each population in your research.
· Use official letterhead or the masthead found in the samples on the IRB website

· Include contact information! 

1. Researcher phone number and/or email, 
2. Faculty sponsor’s phone number and/or email address, and 
3. The IRB office (760-750-4029)

· Be sure the information in your consent/information sheet MATCH your application information!
__   Ed.D Students ONLY:  Attach the required UCSD-CSUSM-JDP IRB Cover Sheet, Please be sure to sign the form, scan it, and submit it with your application as a separate document.
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