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When to use this form:

· You wish to engage in research that involves human subjects

· The research is to be carried out (even in part) by Haverford College employees or students as part of Haverford College coursework, or the research is carried out on the Haverford College campus or using Haverford College resources (including the Haverford College computer network).

· The proposed research is exempt from federal regulations that require IRB review for most types of human subject research.  The checklist on a following page will allow you to determine if this is the case.  If your research does not fall into one of the exempt categories, then you (and others investigators involved in the research) must undertake training in the ethics of human subject research and must submit a full proposal to the IRB using a separate form downloadable from http://www.haverford.edu/provost/IRB.
Haverford College regulations (see IRB procedures available from  http://www.haverford.edu/provost/IRB) require you to confirm with the IRB that your proposed research is exempt from federal regulation, and hence from more extensive review by the Haverford IRB.  You may do so using this form.  

Your Name:      
Department:       
Tel.      
 e-mail.      
Date of Reques FILLIN  \* MERGEFORMAT t              Requester is (check one):  Faculty   FORMCHECKBOX 
        Staff   FORMCHECKBOX 
       Student  FORMCHECKBOX 
      Other   FORMCHECKBOX 

Students: please provide the name of a faculty mentor:      

Your mentor must approve and sign this request prior to submission, 

Project Title:        
1) Briefly describe the research project, including any possible risks to human subjects:  FILLIN   \* MERGEFORMAT  

     
2) Please fill out the checklist on the following page, and then explain below why you believe this research is exempt from IRB review by federal regulation.  FILLIN   \* MERGEFORMAT 
     
3) Sign below to indicate agreement with the following statements:

My description above accurately describes the human subject portion of the proposed research.  Any proposed changes in research activity that go beyond the brief description and/or change the answers to the questions above may affect exemption status, and so if such changes are needed I will submit another exemption form or a proposal form to the IRB.   Even if no changes are made, I will submit a new copy of this exemption request should the research continue longer than one year.  I will immediately report any unanticipated problems involving risks to human subjects or others to the IRB Chairperson.

Signature (print name if sending by email):      
date:      
For student requests, signature of faculty mentor:      
date:      
CHECKLIST.  Federal regulations of human subject research (Title 45 of the Code of Federal Regulations, Part 46) exempt a few types of research. The excerpts below include most exemptions encountered at Haverford College.  If the proposed research involves multiple experiments involving human subjects, all experiments must fall into the exempt categories for the research to be exempt from IRB review.


(From 45CFR46.101b): Unless otherwise required by department or agency heads, research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from this policy:

	(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.
	For exemption under category 1, check both boxes:

 FORMCHECKBOX 

(1) The research described in this exemption request will be conducted in an established or commonly accepted educational setting 

 FORMCHECKBOX 

(1-i/ii) The research involves normal educational practices, such as studies of effectiveness of instructional strategies, techniques, curricula, or classroom management methods.

	(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.

(3, 5 and 6) – See note at the bottom of this page and consult the appropriate federal regulations to see if your proposed research meets other criteria for exemption (only the most common reasons are included on this form).
	For exemption under category 2, check one or more of boxes (2a) through (2d), and then one or both of boxes (2-i) and (2-ii).

This research is based on the use of …

 FORMCHECKBOX 

(2a) educational tests.

 FORMCHECKBOX 

(2b) survey procedures.

 FORMCHECKBOX 

(2c) interview procedures

 FORMCHECKBOX 

(2d) observation of public behavior

 FORMCHECKBOX 

(2-i) Information will be recorded so that it will not be possible* at any later time to associate the human subjects with the responses.  *-Do not check this box if there is a possibility that interviewers or observers may remember and be able to identify specific responders.  Also do not check this box if secured lists will be kept matching names to record codes; although such lists are commonly used in research approved by the IRB, they allow the possibility of association of human subjects with their responses.

 FORMCHECKBOX 

(2-ii) Any disclosure of human subjects’ responses would be benign, in that it would not place the subjects at risk of criminal or civil liability, nor would it be damaging to the subjects’ financial standing, employability, or reputation.

	(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.
	For exemption under category 4, please check one of the following boxes:

 FORMCHECKBOX 

(4a) The research involves study of existing data or materials that are publicly available.

 FORMCHECKBOX 

(4b) The research involves study of existing data or materials that are currently recorded or indexed so that there is no possibility of identifying the human subjects who originally provided the data or materials.


Complete regulations may be found at http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm. The regulations also allow exemptions for some types of studies of public office holders (or seekers), some types of public policy studies approved by federal department or agency heads, and some food tasting studies. If your study is exempt under one of these other categories, please check here ( FORMCHECKBOX 
) and quote the appropriate passage from federal regulations in your answer to question 2 on the previous page.
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