
TOURO COLLEGE OF NEW YORK
INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS #1
Request for Exempt Review
The following are specific rules for exemptions to IRB full review adopted by the IRB on May 12, 2008 under Exempt Research 45 CFR 46.101(b). 

Exempt research protocols must be submitted to the IRB.  The Chair of the IRB or his/her designee will review any exemption protocols submitted to confirm that they meet these criteria, usually within a week of submission to the IRB.  An investigator will be asked to submit a full review protocol to the IRB if it is determined that the proposed research does not meet exempt review criteria.  Therefore, we strongly encourage principal investigators to consult with the IRB Chair prior to submission of a ”Request for Exempt Review” form if he/she is unsure whether the proposed study meets the exempt criteria.
Criteria for Exemption:  Unless otherwise required by federal sponsor 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.
(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, and/or achievement), survey procedures, interview procedures, or observation of public behavior, unless: (i) the information obtained is recorded in such a manner that  subjects can be identified, directly or through identifiers linked to the subjects; and (ii) disclosure of the human subjects' responses outside of 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) Research involving the use of educational tests (cognitive, diagnostic, aptitude, and/or achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under (2) above, 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.

(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.
(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.

(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 below the level found to be harmful, or agricultural chemical or environmental contaminants below the level found to be harmful, 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.
Under federal regulations, the exemptions at 45 CFR 46.101(b) [all of the six categories listed above] do not apply to research involving prisoners, subpart C.  The exemption at 45 CFR 46.101(b)(2) [category 2 listed above], for research involving survey or interview procedures or observation of public behavior, does not apply to research with children, subpart D, except for research involving observations of public behavior when the investigator(s) do(es) not participate in the activities being observed.  However, the IRB has decided that during at least its first year of operation, all research involving specially protected populations (pregnant women, human fetuses and neonates; prisoners; and children) will be handled through full IRB review and cannot be submitted under the exempt criteria.
IRB Exempt Protocol Number:_____
(To be completed by the IRB)
TOURO COLLEGE OF NEW YORK

INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS #1

REQUEST FOR EXEMPT REVIEW
Please complete and return this form to the IRB Interim Coordinator, Rebecca Sharman, at 43 West 23rd Street, Room 816, New York, NY 10010, (212) 463-0400 x5387, rebecca.sharman@touro.edu.  The fax number is (212) 627-3692.
************************************************************************
Name of Principal Investigator:
School/Department:

Status:  __Faculty __ Undergraduate __Graduate Student __

              __Other (title):________________________________
Touro College E-mail address:

Other E-mail address:

Telephone Number (Work; Home phone for student):

Mailing Address:

Name of Faculty Advisor if PI is a Student:
School/Department:

Touro College E-mail address:

Other E-mail address:

Telephone Number (Work; Home phone for student):

Mailing Address:

TITLE OF PROTOCOL:
If this protocol is a renewal of a previously approved Exempt Protocol, please provide the following information:

IRB Exempt Protocol Number:

Date of Approval:

IRB Exempt Protocol Number(s) of Any Modifications during last approval period:

Date of Approval(s):
If this study is being conducted under externally sponsored research, please list the sponsor(s) and the proposal and/or number(s), and the proposed or actual period(s) of performance associated with each:
Please check the applicable statement(s) regarding human subjects training certification:

___All employees or students, and/or third party contractors or subcontractors or collaborators, who will interact with human subjects participating in, or who have access to identifiable subject data collected for, this study have completed the required human subjects training and their certificates are attached.
___I anticipate that there will be new employees or students, and/or third party contractors or subcontractors or collaborators, who will interact with human subjects participating in, or who will have access to identifiable subject data collected for this study.  I understand that these individuals must complete the required human subjects training and their certificates must be filed with the IRB prior to their involvement in the study.  When copies of those certifications are submitted to the IRB, I understand I must identify the IRB Exempt Protocol Number with which they are associated.
[Note:  The training module may be found at http://phrp.nihtraining.com/users/login.php]
Check the appropriate exemption claim category.  Read carefully the Criteria for Exemption before completing.


[  ] 
1.
Educational based research (results not incorporated into students' grades).


[  ] 
2.
Educational tests, observation of public behavior, interview or survey procedures (anonymity guaranteed; non-sensitive material).


[  ]
3.
Educational tests, observation of public behavior, interview or survey procedures that are not exempt under Category 2, and the human subjects are elected or appointed public officials or candidates for public office.


[  ]
4.
Collection or study of existing data, pathological or diagnostic specimens (anonymity guaranteed).


[  ]
5.
Public benefit or service programs.


[  ]
6.
Taste testing.
Project Summary attached? [  ]Yes
Principal Investigator/Faculty Advisor Assurance:

As Principal Investigator, I certify that to the best of my knowledge the information contained in all materials submitted to the IRB as part of the “Request for Exempt Review” is complete and accurate.  I agree to conduct the study as described and I will request and receive approval from the IRB for changes prior to implementing changes (including but not limited to changes in procedure or collaborating investigators, or changes requested by a sponsor in the case of sponsored funded research) that may have an impact on the exempt status and approval.  I will comply with IRB and Touro College of New York policies for conducting ethical research.  Any unexpected, adverse, or otherwise significant events in the course of this study will be promptly reported to the IRB.

___________________________

Principal Investigator’s Signature

Principal Investigator’s Name:

Date:

If the PI is a student:

_______________________

Faculty Advisor’s Signature

Faculty Advisor’s Name:

Date:
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