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	Boston College Institutional Review Board

Office for Research Protections

140 Commonwealth Ave., Waul House
Chestnut Hill, MA 02467

(617) 552-4778 Fax: (617) 552-0498 E-mail: irb@bc.edu 

	IRB Request for Exemption Form

	

	I. Study Title:

(If funded must match the sponsored title)
	       

	II.  Principal Investigator Information

	A. Name of Principal Investigator:
	     
	B.  Are You? (Please check)

	
	
	 FORMCHECKBOX 
  Faculty

	C. Mailing Address:
	     
	 FORMCHECKBOX 
  Staff

	
	
	 FORMCHECKBOX 
  Undergraduate Student

	D. Department:
	     
	 FORMCHECKBOX 
  Graduate Student

	
	
	 FORMCHECKBOX 
  Postdoctoral fellow

	E. E-mail address:
	     
	 FORMCHECKBOX 
  Other:     

	F.  Primary Phone Number:
	     
	G.  Alternate Phone:
	     

	H. Faculty Advisor’s Name:
	     
	I. Faculty Advisor’s Phone:
	     

	J. Faculty Advisor’s E-mail:
	     

	III.  Funding  

	A.   FORMCHECKBOX 
  None (Go on to Section IV)

           Do you plan to apply for funding in the future?  FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No  * Please explain:     
B.   FORMCHECKBOX 
  University Funded:  List source:      
C.   FORMCHECKBOX 
  External*: List source and grant number:       

D.   FORMCHECKBOX 
  Federal*: List agency, department and grant number:      
*Wait until you have been notified that your project will be funded before seeking IRB approval unless otherwise instructed by funding source.  If federal funding is involved, submit documentation of funding status with a complete copy of the funding application with this form.
E.  Is BC the primary awardee for the grant?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No.    If No Please list Primary Awardee:      
F.  Are there subcontracts  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No.    If  Please list sub-contractors:      


	IV:  Study Information

	Research must be “minimal risk” in order to qualify for an Exemption.  Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests (45 CFR 46).  Research projects involving either minors as participants or the use of focus groups do not qualify for exempt status.


	A. Risk Level:  Does this research pose more than minimal risk to participants?    FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No
    * Greater than minimal risk research must be reviewed by the Full Board.  Please complete an Initial IRB Application Form

	B.  Prisoners: Does this research involve interaction with Prisoners or prisoner’s private information?   FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No

* All prisoner research must be reviewed by the Full Board.  Please complete an Initial IRB Application Form

	C.  Public Data:  Will the study utilize archived data, documents, records or biological specimens?   FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No

* Provide Source:      
*When were these data collected:     

	D. Exempt Categories (45 CFR 46.101(b)  Check Category that best describes the study:

 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.

This applies only normal educational research in regular educational settings.
 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. This exemption does not apply to children or prisoners
 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.

This applies only to elected officials, not officials appointed via a regular hiring process.
 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.

All data must exist when the application is submitted (if data will be used that is collected or will be collected for clinical purposes, complete the Initial IRB Application Form).
 FORMCHECKBOX 
(5) Research and demonstration projects which are conducted by or subject to the approval of 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.

	E.  Categories of Sensitive Information (generally not eligible for exemption)

1. Information relating to sexual attitudes, sexual orientation or practices.

2. Information relating to the use of alcohol, drugs or other addictive products.


3. Information pertaining to illegal conduct. 


4. Information that if released could reasonably damage an individuals financial standing, employability, or reputation within the community. 


5. Information that would normally be recorded in a patient's medical record and the disclosure of which could reasonably lead to social stigmatization or discrimination. 


6. Information pertaining to an individual's psychological well-being or mental health.

7. Genetic information.

Does the study include collection of any sensitive information?  FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No



	F.  Participant Recruitment Numbers:   Male:              Female:                                                                                       

	G.  Special Subject Populations (generally not eligible for exemption)

1. Minors (under 18 years of age). Not applicable to educational research.

2. Fetuses or products of labor and delivery

3. Pregnant women (in studies that may influence maternal health)

4. Prisoners

5. Individuals with a diminished capacity to give informed consent

Does the study include any special subject populations?  FORMCHECKBOX 
 Yes* FORMCHECKBOX 
 No

* Indicate population:      


	H.  Informed Consent and Waiver of Elements of Informed Consent or Documentation

1.  The informed consent document should include all required elements of consent (See BC Consent Guide for informed consent samples http://www.bc.edu/research/oric/human/irbsampleforms.html). Confirm that each element is included in your consent form (unless you are requesting a waiver or partial waiver of consent skip question VII. B):

 FORMCHECKBOX 
  A statement that the study involves research

 FORMCHECKBOX 
  The purpose of the research in lay terms (in language understandable to the participant)

 FORMCHECKBOX 
  A statement that they are being asked to participate in research, and how they were selected to participate

 FORMCHECKBOX 
  The expected duration of the participant's participation  “You will be asked to complete a survey every month for 1 year” 

 FORMCHECKBOX 
  The total time commitment of participation in the procedures “the survey will take 20 minutes to complete”

 FORMCHECKBOX 
  A brief but complete description of all procedures to be followed (if research includes treatment describe which procedures are   experimental and alternatives to those procedures)

 FORMCHECKBOX 
  The risks or discomforts that are reasonably expected from the research, and a statement that “There may be unknown risks”

 FORMCHECKBOX 
  The benefits to the participant or others that are reasonably expected from the research 

 FORMCHECKBOX 
  A statement of confidentiality that provides the participant a contact at the institution who may be reached if injury occurs or confidentiality is breached (this should be someone other than the researcher)

 FORMCHECKBOX 
  A statement that participation is entirely voluntary and may be discontinued at any time

 FORMCHECKBOX 
  A statement that withdrawal from participation will not result in denial of entitled benefits 

 FORMCHECKBOX 
  Invasive biological, clinical or behavioral interventions require specific descriptions of the procedure

 FORMCHECKBOX 
  The consent form must be signed and dated, or oral consent must be witnessed and signed and dated by the witness

 FORMCHECKBOX 
  A statement and check box that indicates the participants have a copy of the informed consent document

Note:  Individuals with added protections require both permission of a legal representative and assent of the individual.

2.  In rare circumstances, the IRB may consider altering the informed consent requirements.  To be considered for an alteration or  waiver of the required elements of informed consent, the conditions stated in the Informed Consent Waiver/Alteration Form must apply.
Are you requesting an alteration or waiver?  FORMCHECKBOX 
Yes* FORMCHECKBOX 
No 

* If you are requesting a waiver you must complete the Informed Consent Waiver/Alteration Form


	3.  The comprehension level of the consent document must be verified to ensure it is consistent with the comprehension level of the participants. There are three convenient tools that can be used to verify comprehension level. Prior to converting this application to PDF, please check which tool is used and insert the comprehension level resulting from the verification:

	http://wwwaddedbytes.com/codes/readability-score   FORMCHECKBOX 

http:///www.online-utility.org/english/readability_test_and_improve.jsp   FORMCHECKBOX 

Microsoft Word Readability Statistics   FORMCHECKBOX 

	Insert Readability Comprehension Level Below:

	
	     

	I.  Research Summary:  

Please attach a brief (1-2 page) Research Summary that includes the following items in a Research Summary, labeled and presented in this order: 
      A. Introduction

B. Specific Aims

C. Methods of Data Collection and Analysis (Qualitative and Quantitative)

D. Description of the subject population, research setting, subject recruitment procedures

E. Informed consent procedure (if consent needed)

F. Provisions for subject and data confidentiality

G. Statement of potential research risks to subjects (e.g. breech of confidentiality, treatment complications)

H. Statement of potential research benefits to subjects (Monetary compensation is not a benefit of participation)


I. Investigator experience (Attach a current copy of your C.V. unless one is on file with the IRB)
Attach any research instruments that will be used for the study (interviews, questionnaires, advertisements) If the study is designed to develop instruments and test the instruments for validity, state this in the Research Summary.  Provide a copy of the materials to the ORP once developed using an Amendment Form.  Please submit copies of IRB Training Certificates for all personnel who will interact or collect data.


	SIGNATURE OF PRINCIPAL INVESTIGATOR

	

	The undersigned accept(s) responsibility for the study, including adherence to the ethical guidelines set forth in the Belmont Report, Declaration of Helsinki, the Nuremberg Code, the ethical principles of your discipline, the Common Rule and Boston College policies regarding protections of the rights and welfare of human participants participating in this study. In the case of student protocols, the faculty supervisor and the student share responsibility for adherence to policies.

	     
	     
	     

	Print Name of Principal Investigator
	Signature of Principal Investigator
	Date

	SIGNATURE OF FACULTY RESEARCH SUPERVISOR- REQUIRED FOR STUDENT RESEARCH

	By signing this form, the faculty research supervisor attests that (s)he has read the attached protocol submitted for IRB review, and agrees to provide appropriate education and supervision of the student investigator, above and share the above Principal Investigator responsibilities.

	     
	     
	     

	Print Name of Faculty Research Supervisor
	Signature of Faculty Research Supervisor
	Date

	SIGNATURE OF DEPARTMENT CHAIR OR DEAN-REQUIRED FOR FACULTY RESEARCH

	Your signature below affirms you have been informed of the research.

	     
	     
	     

	Print Name of Chair or Dean
	Signature of Chair or Dean
	Date


	For ORP Use Only

	1.  Reviewer
	     
	2.  Date
	     

	3.  Summarize the research proposed:      

	4.  Exemption Category:  
 FORMCHECKBOX 
45 CFR 46.101(b)(1) I

Is the research in a normal educational setting?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No
Does the research examine normal educational topics?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No
 FORMCHECKBOX 
45 CFR 46.101(b)(2)

Does the research Include minors (under the age of 18 years)?  FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
No 
*If yes, the research requires IRB review.  Defer for IRB Review
 FORMCHECKBOX 
45 CFR 46.101(b)(3) Are only elected official included in the research  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No *
* If no, the research requires IRB review. Defer for IRB review
 FORMCHECKBOX 
45 CFR 46.101(b)(4) Does all data exist at the time of application FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No *
* If no, the research requires IRB review. Defer for IRB review
 FORMCHECKBOX 
45 CFR 46.101(b)(5) Is this a research or demonstration project under the Social Security Act?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No *
* If no, the research requires IRB review. Defer for IRB review
 FORMCHECKBOX 
45 CFR 46.101(b)(6)



	Recommendation:

 FORMCHECKBOX 
Exempt

 FORMCHECKBOX 
Defer for Expedited Review Category     
 FORMCHECKBOX 
Defer for Full Board Review

 FORMCHECKBOX 
Not Research with Human Subjects or personally identifiable private information

Additional Comments:     
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