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Application qualifies as:  ⁭ Exemption from Review ⁭ Expedited Review ⁭ Full Review
Note: this selection will be completed by the IRB committee following review of the submitted application 
Application for Review of Human Subjects Research

Date Submitted ___________________ (please update for revised submissions) 
Lead Researcher*:  Please list Name, Address, Phone, E-mail 
*For supervised research, including doctoral dissertations, the student is the lead researcher
Faculty Supervisor** (only if student researcher): Please list Name, Address, Phone, E-mail 

**Faculty Supervisor is the official Principal Investigator under Federal Regulations  
If you are a student researcher, please indicate whether your supervising faculty has read and provided their approval for submission of this application:            ____ Yes               _____ No 

*If NO is selected, please have your supervisor review and provide their approval prior to submitting this application.
Investigator(s) status – indicate all that apply: 

⁭ Faculty ⁭ Staff   ⁭ Graduate student(s) ⁭ Undergraduate  

Title of the Project: 

Proposed Project Dates: 

Type of Project:   

⁭ Faculty Research ⁭ Thesis/Dissertation   ⁭ Independent Study ⁭ Other (please describe) 
Section I: Foundational Project Information
1.1 Briefly describe the purpose of the study: 

1.2 Provide the number of adults, and the number and ages of minors:
1.3 Briefly describe the project design (e.g., experimental, ethnographic, arts-based research, etc.): 
1.4 Indicate whether the study involves any of the following – indicate all that apply: 

⁭ Case Studies 
⁭ Experimental Intervention 

⁭ Task performance and/or Artmaking
⁭ Educational tests 
⁭ Standard psychological tests 
⁭ Survey or questionnaire 

⁭ Interviews 

⁭ Observations   


⁭ Analysis of existing data 

1.5 How will subjects be recruited? (note: please make sure to include your recruitment letters and flyers as appendices) 

1.6 Do subjects risk any stress or harm by participating in this research?  If so, why are they necessary.  How will they be assessed?  What safeguards minimize the risks? (note: this should be referenced in the informed consent/assent) 
*It is not necessary to eliminate all risks, only to be clear and explicit about what the risks may be.  The IRB is alert to any tendency to suggest that risks are lower than they may be.
1.7 Describe the data that will be collected: 

1.8 Describe the steps to be taken to respect subject’s rights and expectations of confidentiality and anonymity: 

1.9 Will subjects’ identities or private information be revealed if this study be reported through publication or public presentation? 

If this application is seeking an exemption from IRB Review, please check the policy in the Faculty Handbook.  Please see the worksheet on the criteria for an exemption. If you believe that the proposed research qualifies for an exemption, you may end the application here and submit these two pages to irb@lesley.edu . You will be notified whether your application for exemption has been approved.  If it is not approved, you will be asked to complete the remaining sections of this application. 

______________________________________________________________ 

Applicants seeking either expedited or full IRB review are required to complete the remainder of this form. 
Section II: Affiliations, Collaborations, and Funding

2.1 Provide the name and institutional affiliation of the Principal Investigator. Make sure to include school, division, center, or office at Lesley. If applicable, identify the name and affiliation and status of the co-investigator who is a student. 

2.2 If applicable, identify the institutional affiliation of additional members of the research team and/or co-investigators on the project who are not members of the Lesley University community.  If not applicable, insert: N/A.
2.3 If applicable, identify the funding source and any relevant restrictions on the research. 

2.4 If the proposed project involves collaboration with another institution, please identify and indicate if IRB review from that institution has been sought and granted.  Include the IRB review number. Include relevant contact information. 

2.5 Identify the location(s) of the research activity: 
Section III: Procedures, Participants, and Data

3.1 Provide further details on the characteristics of the human subjects.  Please describe in greater detail the numbers of subjects, the range of ages, gender, and other relevant demographic characteristics that may define the sample being studied:
3.2 How are subjects to be chosen or recruited? Describe sampling procedures in detail:
3.3 What will subjects be asked to do, what will be done to them, or what information will be gathered?  (Append copies of interview guides, instructions, tests, or questionnaires to the end of this application, see section V):
3.4 If interviews are planned, identify the interviewers, and provide a description of their training and relevant experience in conducting research interviews:

3.5 If an intervention is planned, please describe the intervention and include the number of times the intervention will be occur and over what period of time (see policy guidelines for the definition of “intervention”):
Section IV: Ethical Considerations for Participants
4.1 How do you explain the research to subjects and obtain their informed consent to participate? (Note: it is essential to allow participants to ask questions at any point.  Be sure to append your Informed Consent Form to the end of this application). 

4.2 If subjects are minors, or not able to provide consent, how will parent or guardian permission be obtained? How will verbal and written assent of the participants be obtained (Note: it is essential to construct an Informed Assent Form that is written for the target population in a developmentally appropriate manner. Be sure to append your Informed Assent Form to the end of this application).
4.3 How will subjects be informed that they can refuse to participate in aspects of the study or may terminate participation whenever they please? 

4.4 If subjects are students or clients, what measures have you put in place to ensure you protect them against feeling coerced into participation? 

4.5 Are subjects deliberately deceived in any way?  If so, provide rationale. Describe the deception, its likely impact on participants, and how they will be debriefed upon completion of the research. 

4.6 How might participation in this study benefit subjects (note: this should be referenced in the informed consent/assent)? 

4.7 Will participants receive a summary of results? If yes, please indicate how you plan to provide this for participants. 

Section V: Measures for Ethical Research Practice
5.1 How will the following be protected? Protecting information about participants. Depending on data collection procedures, a study may qualify for either confidentiality or anonymity. See descriptions below.
Definitions and IRB considerations:
a. Confidentiality: Protecting the identity or personal data about participants which is known to the researcher. State how access to data is limited, and who has access. The IRB requires that data be kept in protected form for 5 years and then destroyed. State how coding will be kept separate from information obtained, how data will be stored, and when it will be destroyed. 
b. Anonymity: Protecting names and other unique identifiers of participants from anyone, including the researcher. For anonymity, not even the researcher knows or can trace the identity of participants.  

· Please describe if/how confidentiality will be protected:

· Please describe if/how anonymity will be protected:

 5.2 Are there any other procedures or details of the study the Human Subjects Committee should use to assess how your study protects human subjects? 

Section VI: Appendices

*As appropriate, please insert all required forms as appendices to the end of this application. 
	Section VI: Appendices

	Number
	Form Type
	Included in Application 

(Insert X)
	Not Included in Application 

(Insert X)

	1.
	Written Informed Consent Form. The consent form must include contact information for the applicant, the faculty supervisor (if the applicant is a student), and the IRB. Multiple informed consents may be required if the research is multi-phase (e.g., survey followed by an interview for select participants – both phases require their own consent forms). IRB information is reflected in the below text. Please include this statement at the end of all consent forms:

There is a Standing Committee for Human Subjects in Research at Lesley University to which complaints or problems concerning any research project may, and should, be reported if they arise. Contact the Committee Chairpersons at irb@lesley.edu

	
	

	2.
	Written Informed Assent Form (see instructions on inclusion of IRB contact information above). In some cases, verbal assent is acceptable – in these instances, please provide a script and/or describe procedures for attaining verbal assent.


	
	

	3.
	Recruitment letters or flyers 


	
	

	4.
	Instructions to informants  


	
	

	5.
	Interview guide


	
	

	6.
	Compensation information  


	
	

	7.
	All data collection instrument(s), e.g., test, survey questions  


	
	

	8.
	Description of any experimental manipulation 


	
	

	9.
	Information sheets or debriefing method 


	
	

	10.
	Letters of IRB approval from cooperating institution(s) 


	
	

	11.
	Letters of correspondence from participating institutions that authorize this research within their setting(s)


	
	


Section VII: Final Instructions:

· Once the application is completed, send the completed form as an email attachment to: irb@lesley.edu
· Applicants are requested to send the application electronically, with all accompanying documents, in a single file, with the following format for the file name: 
[Last Name of Applicant] IRB Application [Date Submitted]
· For revisions, please use the following format for the file name:

[Last Name of Applicant] Revised IRB Application [Date Submitted]
Version: 5.16.22


