

SUFFOLK UNIVERSITY
EXEMPTION REQUEST FOR RESEARCH USING HUMAN PARTICIPANTS

Principal Investigator:

	Name and Degree:      

	PI’s Signature:  ______________________________________

	School and Department:      

	Address:      

	Telephone:      
	Fax:      

	E-mail:      


	Project Title:      

	Research Context: (course, faculty research, dissertation, ERP, independent research, etc.)

	Planned Project Duration: Start to End


All Student Research:

	Date of Dissertation Committee/ERP Committee Final Approval: (mandatory for all Psych Dept. research)

	Faculty Advisor: (all student research must have a faculty advisor)

	Faculty Status: 

 FORMCHECKBOX 
 Full-time

 FORMCHECKBOX 
 Part-time

 FORMCHECKBOX 
 Adjunct

	Has the Faculty Advisor attended New Faculty Orientation/an IRB Orientation with the IRB Administrator?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Advisor’s Signature: __________________________________________________


Other Researchers (Please include ALL members of study team, adding more rows if necessary.   All members must be CITI certified before the protocol can be approved by the IRB.  Certifications must be renewed every two years): 

	Name
	Degree(s)
	Status (Co-PI, Co-I, RC, RA, etc.)

	
	
	

	
	
	

	
	
	

	
	
	


Population:

	Target # of participants (maximum):      

	Check all that apply:
 FORMCHECKBOX 
 Adults

 FORMCHECKBOX 
 Children/Adolescents




 FORMCHECKBOX 
 Minorities

 FORMCHECKBOX 
 Non-English speaking




 FORMCHECKBOX 
 Other: (please describe)

	Please note that exempt research cannot be conducted using a prisoner population.  If you wish to do research involving prisoners, please submit a full IRB RAR application.
(For the purposes of research, in accordance with state law, all college students under the age of 18 are considered minor children.  Protocols using this population must include procedures for obtaining the consent of a parent/guardian and assent of the student.)


Funding:

	Is the project funded?:
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Submitted for funding

	Funding Source?:
 FORMCHECKBOX 
 Internal, University-Funded: (list source)



 FORMCHECKBOX 
 External, Federal: (list source)



 FORMCHECKBOX 
 External, Other: (list source)

	Grant number?:      


Exemption Categories (45 CFR §46.101(b)). Please select the one that is most applicable, and explain why it applies in the adjacent box:

	 FORMCHECKBOX 
 (1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as 


(i) research on regular and special education 
instructional strategies, or 


(ii) research on the effectiveness of or the 
comparison among instructional techniques, 
curricula, or classroom management methods.
	     

	 FORMCHECKBOX 
 (2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: 


(i) information obtained is recorded in such a 
manner that human subjects can be identified, 
directly or through identifiers linked to the 
subjects; and 


(ii) any disclosure of the human subjects' 
responses outside the research could reasonably 
place the subjects at risk of criminal or civil 
liability or be damaging to the subjects' financial 
standing, employability, or reputation.

Important note: this exemption for research involving survey or interview procedures or observations of public behavior does not apply to research involving children, except for research involving observation of public behavior when the investigators do not participate in the activities being observed.
	     

	 FORMCHECKBOX 
 (3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if:


(i) the human subjects are elected or appointed 
public officials or candidates for public office; or 


(ii) federal statute(s) require(s) without exception 
that the confidentiality of the personally 
identifiable information will be maintained 
throughout the research and thereafter.
	     

	 FORMCHECKBOX 
 (4) Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
	     

	 FORMCHECKBOX 
 (5) Research and demonstration projects which are conducted by or subject to the approval of federal department or agency heads, and which are designed to study, evaluate, or otherwise examine:


(i) Public benefit or service programs; 


(ii) procedures for obtaining benefits or services 
under those programs; 


(iii) possible changes in or alternatives to those 
programs or procedures; or 


(iv) possible changes in methods or levels of 
payment for benefits or services under those 
programs.
	     

	 FORMCHECKBOX 
 (6) Taste and food quality evaluation and consumer acceptance studies, 


(i) if wholesome foods without additives are 
consumed or 


(ii) if a food is consumed that contains a food 
ingredient at or below the level and for a use 
found to be safe, or agricultural chemical or 
environmental contaminant at or below the level 
found to be safe, by the Food and Drug 
Administration or approved by the 
Environmental Protection Agency or the Food 
Safety and Inspection Service of the U.S. 
Department of Agriculture.
	     


Protocol Summary:

In order to inform the IRB’s review of whether this protocol should in fact be given exempt status, please attach a protocol summary, which includes the following information:

· the purpose of the research, in non-technical language

· the details of participant population: number expected, gender, age range, inclusion/exclusion criteria, use of control groups, and any other special characteristics

· the details of all procedures that relate to participants’ involvement

· will consent be obtained?  If so, how?  How will consent be obtained from any vulnerable populations, and what will be done if proxy/representative consent is necessary? If the population includes college students under 18, how will consent be obtained directly from a parent/guardian?  Will there be a consent form or other documentation, if applicable?  (Please attach all applicable consent forms, or requests for waiver of documentation of consent)

· what will participants do?  What will be done to them?

· what tests will be given/observations made/data collected? (Please provide copies of each test/questionnaire for IRB review.  If protocol involves test/questionnaire development and validation, please specify this in protocol.  Copies should be submitted via modification post-development)

· will Protected Health Information (PHI) be collected or used? (Please attach PHI authorization form if so)

· how many sessions with participant will study require, and how long will each take?

· is deliberate deception involved?  Is the deception necessary, or are there alternatives that could be used instead?  Will participants be debriefed and alerted to the deception after participation?

· what are the risks of participation (psychological, physical, emotional, legal, social)?  What procedures are in place to minimize the risk, and to alleviate any damage caused? 

· What are the potential benefits of participating (any incentives given to participants are NOT a benefit of participating)
· all recruitment methods, including copies of all flyers, advertisements, e-mails, and sign-up sheets

· the incentives that will be offered to participants

· the details of privacy and confidentiality procedures.  Will data be de-identified, and when?  Where will data be kept, and for how long?  Will they be destroyed afterwards or only archived?

· if the data will be used again in future for further research, has the consent of the participants been obtained for those uses?

· letters of approval from any cooperating/collaborating institutions, including additional IRBs

IRB ADMINISTRATOR USE ONLY:





Protocol Number:                                





Date Processed:                                   
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