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DOCUMENTATION OF REVIEW AND APPROVAL OF
RESEARCH PROJECT INVOLVING HUMAN PARTICIPANTS
(Proposal form updated 12-14-11)

	[bookmark: Text1][bookmark: _GoBack]Project Title:      

	

	[bookmark: Text2]Date Research is to begin:      

	

	Date the collection of data is to end (anticipated):      

Date you will conclude the analysis of data (anticipated):      

	

	[bookmark: Text3][bookmark: Text4]Principal Investigator(s):        Affiliation:      

	

	[bookmark: Text5][bookmark: Text6][bookmark: Text7][bookmark: Text8]Dept:        Ext:        Home phone:        Email:      

	

	Faculty Adviser (required for all student research):       

	

	Person performing the work if different than above:      

	

	Affiliation:        Dept:       Ext:        Email:      

	

	Home phone:        Email:      

	

	As the signature below testifies, the principal investigator is pledged to conform to the following: As one engaged in investigation utilizing human subjects, I acknowledge the rights and welfare of the participants involved. I acknowledge my responsibility as an investigator to secure the informed consent of the participants by explaining the procedures, in so far as possible, and by describing the risks as weighed against the potential benefits of the investigation. I assure the Committee that all procedures performed under the project will be conducted in accordance with those Federal regulations and College policies which govern research involving human subjects. Any deviation from the project (e.g., change in principal investigator, research methodology, subject recruitment procedures, etc.) will be submitted to the Committee in the form of a change of protocol for its approval prior to implementation. The P.I. agrees to report all protocol deviations or adverse events IMMEDIATELY to the IRB.

	

	PRINCIPAL INVESTIGATOR:  
	[bookmark: Text18]      
	[bookmark: Text20]     

	(typed name)		         (signature)		       (date)

	
The Faculty Adviser's signature on the Research Proposal confirms that they have supervised the composition of the proposal and they approve of the research proposal as submitted.


	FACULTY ADVISER:  
	      
	     

	(typed name)		         (signature)		        (date)

	



(For Committee Use)

	REVIEW STATUS:
	[bookmark: Check27]Exempt  |_| 
	Expedited  |_|
	Full  |_|
	Not Approved  |_|



This proposal for the use of human participants has been reviewed and approved by Smith College Institutional Review Board.

_________________________________________________________________________________
Chair, Smith College IRB					Date

_________________________________________________________________________________
Member, Smith College IRB					Date

DESCRIPTION OF RESEARCH PROJECT INVOLVING HUMAN PARTICIPANTS

TYPE OF PROJECT:
[bookmark: Check1]|_| Faculty Research (if grant funded, provide the following information)
[bookmark: Text51][bookmark: Text52]Source:	        Grant #:     
[bookmark: Check2]|_| Faculty-supervised student research (if so, choose one of the following)
[bookmark: Check3][bookmark: Check4]|_| Course-related research	|_| Special Studies, Honors or other independent research
[bookmark: Check5]|_| Non-Smith-affiliated research
[bookmark: Check6]|_| Administrative/Institutional research
|_| Research proposing to use Smith participants that has been approved by another IRB.  
     (Attach copy of complete IRB submission and letter of approval from other institution. Skip to the Co-investigators and Training section at the end of this form).


SUMMARY:  Briefly summarize (approx. one paragraph) the purpose of the research and planned use of human participants in terms understandable to a lay person. 

[bookmark: Text21]     

PARTICIPANTS: If you are only observing public behavior, skip to question d in this section.
a).How many participants will be involved in the research?

[bookmark: Text22]     

b.)List specific eligibility requirements for participants (or describe screening procedures), including those criteria that would exclude otherwise acceptable participants.  For example, if your study uses only male or female participants, explain why. If using data from a secondary de-identified source only, skip to question e in this section.

[bookmark: Text23]     

c.)How will participants be recruited? (attach any flyers, letters, announcements, etc that will be used to recruit participants)

[bookmark: Text24]     

d.) Is there any formal relationship between researcher and participant (e.g. teacher/student, superintendent/principal/teacher, employer/employee, etc.) that might lead to the perception of coercion? If so, identify options to participation. 

[bookmark: Text25]     

e.) Does your study focus specifically on any of the following vulnerable participant populations?  (If so, please check the appropriate box(es):
[bookmark: Check7]|_| minors (under age 18 – specify age range)
[bookmark: Check8]|_| prisoners
[bookmark: Check9]|_| pregnant women & fetuses
[bookmark: Check10]|_| persons with physical disabilities
[bookmark: Check12]|_| persons with mental disabilities
[bookmark: Check13]|_| economically or educationally disadvantaged
[bookmark: Check14][bookmark: Text26]|_| other, please specify:      

If any of the above are to be participants in this research project, state the necessity for doing so.  Please indicate the approximate age range of the minors to be involved.  Participants under age 18 require the participant’s assent and written consent from a parent or legal guardian. 

[bookmark: Text53]     



RESEARCH METHODS:
[bookmark: Check18]|_| Interview, Focus Group or Non-Anonymous Questionnaire
[bookmark: Check17]|_| Anonymous Questionnaire				
[bookmark: Check16]|_| Observation of public behavior 
[bookmark: Check15]|_| Analysis of de-identified data collected elsewhere
Where did this data come from originally?      
Did this original research get IRB approval?      
Skip to BENEFITS section.		
[bookmark: Check28]|_| Other

a.) Please describe the procedure to be followed in your research (e.g. what participants will do). 
Describe the nature of the interaction between the researcher and the participants. Include, if appropriate, a description of the ways in which different subjects or groups of participants will receive different treatment. 

[bookmark: Text27]      

b.) How many times will you meet/interact with the participants? If you are only observing public behavior, skip to question d in this section. 

[bookmark: Text28]       

c.) How much total time will be required of each participant? 

[bookmark: Text29]     
     
d.) Where are the performance sites for this research (i.e. where it will it take place)?

[bookmark: Text30]     

e.) If you are conducting surveys, attach a copy of the survey instrument to this proposal. If you are conducting individual interviews or focus groups, including ethnographies and oral histories, attach, or list here, a list of interview questions.  If the interview format is not yet specified or you are conducting unstructured interviews, please attach, or list here, a list of specific topics to be discussed.

[bookmark: Text55]     

INFORMED CONSENT: If you are only observing public behavior, SKIP to next section.
a.) What categories of consent documentation will you be obtaining from your participants?
[bookmark: Check19]|_| Written Participant Consent	
[bookmark: Check20]|_| Written Parental/Guardian Consent
[bookmark: Check21]|_| Participant Assent (under age 18)
|_| Unsigned Consent (for use with anonymous questionnaires)

If you will not be obtaining written consent, you will need a waiver from the IRB.  If this is the case, please check the appropriate box below and explain why you are obtaining oral consent (e.g. participant is under the age of 7, this is a phone interview, there are literacy issues, having a consent document could pose some risk to participants) or forgoing consent (e.g. anonymous survey with no risk) as an alternative to written consent.
[bookmark: Check22]|_| Oral Consent (please explain below)	
|_| ‘Click’ Consent for an on-line survey with minimal risk
[bookmark: Check23]|_| I will not be documenting consent (please explain below)
[bookmark: Text54]     
  
b.) Please attach copies of any consent documents.  If you intend to obtain oral consent, attach the consent script and participant/witness signature sheet.


COLLECTION/RETENTION OF INFORMATION:
a.) Describe the method(s) of recording participant responses (e.g. audiotape, videotape, written notes, surveys, etc.) you will be using. 

[bookmark: Text31]     
     
b.) Where and for how long will these materials will be stored? Please describe the precautions being taken to ensure the security and safety of the materials. 

[bookmark: Text32]     
    
c.) When/how will they be disposed of when the research is completed? 

[bookmark: Text33]     
 
d.) Will the recordings of participant responses be coded for subsequent analysis? SKIP to next section if you are only observing public behavior. 

[bookmark: Text34]     
     
e.) Where and for how long will the coded data be stored?  Please describe the precautions being taken to ensure the security and safety of the materials. 

[bookmark: Text35]     

CONFIDENTIALITY:
a.) What assurances will be given to participants about the information collected? (select only one)
[bookmark: Check24]|_| (1) Anonymity is assured (data cannot be linked to participants’ identities)
[bookmark: Check25]|_| (2) Confidentiality is assured (Names and identifying information are protected, i.e. stored separately from data)
[bookmark: Check26]|_| (3) Neither Anonymity or Confidentiality is assured

b.) If you checked (2) above, describe methods that will be taken to protect confidentiality.

     

c.) If you checked (3) above, explain why confidentiality is not assured. 

[bookmark: Text37]     

d.) If you checked (3), describe measures taken to assure participants understand how their information will be used.  Describe and attach any written or permissions releases that will be requested from participants. 

[bookmark: Text38]     

RISKS:
a.) Could participating in this study cause participants physical harm? If so, what steps will be taken to protect them? 

[bookmark: Text39]     
     
b.) Could participating in this study cause participants to feel uncomfortable or distressed?  If so, what steps will be taken to protect them? 

[bookmark: Text40]     
     
c.) Are there any other risks associated with participation (e.g. financial, social, legal, etc.)?  Please describe the measures being taken to mitigate these additional risks. 

[bookmark: Text41]     
     
d.) Are any of the risks associated with participation in this study (e.g. physical, psychological, financial, social, legal, etc.) greater than what participants would encounter in their normal day-to-day lives? 

[bookmark: Text42]     
     
COMPENSATION: SKIP to next section if you are only observing public behavior.
Please describe any cash or in-kind payments that participants will receive for participating in this research (please see instructions on the “Tool Box” section of the website regarding cash payments and reimbursements). 

[bookmark: Text43]     
     
BENEFITS:
a.) Please describe the potential benefits for the researcher. 

[bookmark: Text44]     
     
b.) Please describe the potential or guaranteed benefits for the participants, EXCLUDING cash or in-kind payments. 

[bookmark: Text45]     
     
c.) What are the potential benefits to society from this research? 

[bookmark: Text46]     

d.) What are the intended uses of the data? 

     

CO-INVESTIGATORS, COOPERATING DEPARTMENTS, COOPERATING INSTITUTIONS:
If you are working with/conducting your research at another institution or organization, include a letter of cooperation from that institution.  If the cooperating institution is a primary data collection site, the Smith IRB will need a letter of approval from that institution’s IRB.  If there are multiple investigators, please indicate only one person on the Documentation of Review and Approval as the principal investigator; others should be designated as co-investigators here.  

[bookmark: Text47]     

TRAINING:
All principal investigators, faculty advisors, and co-investigators are required to complete the Collaborative Institutional Training Initiative (CITI) online training course, http://www.citiprogram.org, prior to IRB approval of any research proposal.  In the space provided, please list each investigator who will work or advise on this project and indicate their date of completion.

	Investigator
	Date Completed



	     
	     



	[bookmark: Text48]     
	[bookmark: Text50]     
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