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Rochester Institute of Technology

Institutional Review Board
585-475-7673  ~  www.research.rit.edu/hsro  ~  hsro@rit.edu


Form A:  Request for IRB Review of Research Involving Human Subjects
· To be completed by the investigator after reading the RIT Policy for the Protection of Human Subjects in Research, found in the Institute Policies and Procedures Manual, Section C5.0, and on the Office of Human Subjects Research website, http://www.rit.edu/research/hsro/process_geninfo.php.  
· Submit electronic version of this form and supporting materials (consents, instruments, tasks, etc.) to hsro@rit.edu. See HSRO website for instructions for submitting without electronic signatures.
	Project 
     

	SRS Proposal # (Required if associated with a sponsored project, # assigned by SRS and available in RAPID:
      

	Investigator’s Name: 

      
	Investigator’s Phone: 

      
	Investigator’s Email:  

     

	Investigator’s College and Department:



	Project Start Date:


	Date of IRB Request:


	Data Collection Start Date:



	If Student, Name of Faculty Supervisor:

     
	Faculty’s Phone:

     
	Faculty’s Email:

     

	If Not Employed or a Student at RIT, List Name, College & Dept. of RIT Collaborator:

     
	RIT Collaborator’s Phone:

     
	RIT Collaborator’s Email:

     

	Will this project be funded externally?    FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No
	Is the Investigator a student?   FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No

	If yes, name of funding agency and proposal #:      

	Status of project:
	 FORMCHECKBOX 
 Submitted on      
	 FORMCHECKBOX 
 Funding pending
	 FORMCHECKBOX 
 Funding confirmed

	Do you have a personal financial relationship with the sponsor?     FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

If yes, please read RIT policy C4.0 – Conflict of Interest Policy Pertaining to Externally Funded Projects.  Complete the Investigator’s Financial Disclosure Form and attach it to this Form A.  All information will be kept confidential.

	BY MY SIGNATURE BELOW, I ATTEST TO AN UNDERSTANDING OF AND AGREE TO FOLLOW ALL APPLICABLE RIT, SPONSOR, NEW YORK STATE, AND FEDERAL POLICIES AND LAWS RELATED TO CONDUCTING RESEARCH WITH HUMAN SUBJECTS.  If significant changes in investigative procedures are needed during the course of this project, I agree to seek approval from the IRB prior to their implementation.  I further agree to immediately report to the IRB any adverse incidents with respect to human subjects that occur in connection with this project.

	
	

	Signature of Investigator


	Date

	Signature of Faculty Advisor (for Student) or RIT Collaborator (for External Investigator)


	Date

	Signature of Department Chair or Supervisor
	Date


Complete the attached Research Protocol Outline and attach to this cover form with other required attachments.
Attachments required for all projects: 

 FORMCHECKBOX 
 Project Abstract


 FORMCHECKBOX 
 Human Subjects Research (HSR) Completion Report. Create an account at (https://www.citiprogram.org/)
Training information at http://www.rit.edu/research/hsro/training 

Attachments required where applicable:

 FORMCHECKBOX 
 Informed Consent Materials
 FORMCHECKBOX 
 Cover letter to subjects and/or parents or guardians

 FORMCHECKBOX 
 Questionnaire or survey
 FORMCHECKBOX 
 External site IRB approval
 FORMCHECKBOX 
 Relevant Grant Application(s)
 FORMCHECKBOX 
 Other      
 FORMCHECKBOX 
 Letter of Support from School Principal
Form A (continued): Research Protocol Outline
· The RIT Institutional Review Board (IRB) categorizes Human Subjects Research into three Risk Types (Exempt, No Greater than Minimal Risk, and Greater than Minimal Risk, defined at the end of this form).    The IRB makes the final determination of risk type.  

· Please complete this entire form (1 through 10 below).  ENTER A RESPONSE FOR EVERY QUESTION.  If a question does not apply to your project, please enter “N/A”.  Leaving questions blank may result in the form being returned to you for completion before it is reviewed by the IRB. 
· Underlined terms are defined at the end of this form.

FOR ALL PROJECTS, please complete 1-10 below.

1) If you believe your project qualifies for Exemption, which exemption number(s) apply?       
(Note: The IRB makes the final determination of Exemption)

2) Describe the research problem(s) your project addresses.  
     
3) Describe expected benefits to subjects and/or knowledge to be gained from your project.
     
4) Describe the population sample for your project. 

a) How many subjects will participate in this project?  
      

b) How will these subjects be identified and selected for participation?
     
c) Describe the rationale for inclusion or exclusion of any subpopulation. 
     
d) How will you recruit subjects?
     
e) Describe any incentives for participation you plan to use.
     
5) Will you include any of the following vulnerable populations in your research? (Check any that apply)

 FORMCHECKBOX 
 Children, Fetuses or Neonates


 FORMCHECKBOX 
 Individuals with Intellectual Disabilities, Cognitive Impairment, or Psychiatric Illness


 FORMCHECKBOX 
 Pregnant Women  FORMCHECKBOX 
 Prisoners or Parolees   FORMCHECKBOX 
 Students or Employees
If any of these populations are to be included, please addresses the following:

a) Rationale for selecting or excluding a specific population:  
     
b) Description of the expertise of project personnel for dealing with vulnerable populations:  
     
c) Description of the suitability of the facilities for the special needs of subjects:  
     
d) Inclusion of sufficient numbers of subjects to generate meaningful data:
     
6) Describe the data collection process.

a) Will the data collected from human subjects be anonymous?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

b) Will the data collected from human subjects be kept confidential?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

c) Describe your procedures for ensuring anonymity and/or confidentiality:  
     
d) How much time is required of each subject?      
e) If subjects are students, will their participation involve class time?      
f) What methods, instruments, techniques, and/or other sources of material will you use to gather data from human subjects?  
     


7) Will this research be conducted at another university or site other than RIT?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, describe location:       

Note:  If you will be conducting human subjects research at another university or college, you will also need to obtain IRB approval from that institution.  Attach a copy of that approval to this application.  
8) Describe potential risks (beyond minimal risk) to subjects:

a) Are the risks physical, psychological, social, legal or other? 
     
b) Assess their likelihood and seriousness to subjects:  
     
c) Discuss the potential benefits of the research to the population from which your subjects are drawn:  
     
d) Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and others, or in relation to the importance of the knowledge to be gained as a result of the proposed research:  
     
e) Describe the planned procedures for protecting against or minimizing potential risks, including risks to confidentiality, and assess their likely effectiveness:  
     
f) Where appropriate, describe plans for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects:  
     
9) Will you be seeking informed consent?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, describe:

a) What information will be provided to prospective subjects? 
     
b) What (if any) information will be concealed prior to participation, and why? 

     
c) How will you ensure consent is obtained without real or implied coercion? 
     
d) How will you obtain and document consent?  
     
e) Who will be obtaining consent?  Provide names of specific individuals, where available, and detail the nature of their preparation and instructions for obtaining consent.  
     
10) Attach a copy of all additional materials (Consents, protocol, scripts, instruments, tasks, etc.- everything a subject does or sees) to this application.
RIT IRB Risk Type Classification
For Classifications please see the RIT HSRO website Types of Review.

Human Subjects Research – Definitions
For definitions please see the “2018 Requirements” of Human Subjects Regulations at 45Part46.102 https://www.hhs.gov/ohrp/regulations-and-policy/regulations/revised-common-rule-regulatory-text/index.html 
Office Use Only





  Signed original received: __________   ____





  HSRO #: ____________________________
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