IRB Protocol Number:_______
(To be completed by IRB)
TOURO COLLEGE OF NEW YORK

INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS #1

Request for Full IRB Review

The Institutional Review Board for the Protection of Human Subjects #1 (IRB) is charged by the College with the task of protecting the interests and rights of human subjects involved in research at Touro College, with an emphasis on behavioral and social science research studies.

For non-exempt research requiring full IRB review, the IRB gives consideration to:
· the risks to the subjects; 

· the anticipated benefits to the subjects and others; 

· the importance of the knowledge that may reasonably be expected to result; 

· the informed consent process to be employed.

A critical responsibility of all investigators is timely, thorough, and accurate submission of the request and related materials.  The IRB encourages investigators to consult with the Chair of the IRB or individual members of the IRB to address any questions they may have prior to submission of their protocols to enhance the success of the review process.  Senior colleagues who have conducted human subjects research may also be a resource.  Submitted protocols will be reviewed for completeness and readiness for review prior to being placed on a meeting agenda; those protocols that are determined not to be ready for formal IRB review will be returned to the investigator with guidance on the corrective action required prior to submission of a revised protocol for consideration.
No work on a study involving human subjects research may proceed without IRB approval.
All protocols must be submitted by 12 noon on the deadline dates published by the IRB for consideration at the next scheduled meeting.
Please complete, sign, and return this form and any attachments (either in hard copy of scanned and appended as a PDF to an email)  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 (include class year) __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 protocol, please provide the following information:
IRB Protocol Number:

Date of Approval:

IRB 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 award number(s), and the proposed or actual period(s) of performance:

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 will 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 certificates are submitted to the IRB, I understand I must identify the IRB Protocol Number with which they are associated.
[Note:  The training module may be found at http://phrp.nihtraining.com/users/login.php]
Check if data will be collected from or about any of the following protected populations:  __minors  __prisoners __pregnant women __fetuses  __institutionalized mentally disabled (individuals residing as patients in an institution who are mentally ill or retarded; emotionally disturbed; psychotic; or senile).  Investigators may wish to contact the Chair of the IRB to discuss working with subjects in any of these protected populations, given special requirements associated with them.
Please submit answers to the following questions.  Insert your answers after the text of each question, so they are linked to each question by number.  Attachments (such as consent forms, or questionnaires or certificates of completed human subjects training) should be appended after the signature page.
1. State briefly the purpose of the intended research, specifying the problems to be addressed, what is to be learned, and identify the specific objectives of the research.  Your explanation must be clear to those unfamiliar with your field.

2. Using lay language, address the benefits of the research, both to the participant and to society. The ethical review requires the IRB to balance how any possible risks that may be involved in the research, even though the risks may be minimal, are justified by the potential benefits resulting from the investigation.
3. State approximate dates for starting and ending this research project after it has been approved by the IRB.

4. Describe where the research will be conducted.  If the research will be conducted somewhere other than on Touro College property, what permissions have been obtained (please attach copies)?

5. Describe in detail the procedures that will be used to achieve the objectives of the research project; include copies of the letters, survey forms, questionnaires or other applicable documentation (all documents must be in English for IRB review).  As part of this description describe either how confidentiality will be protected or anonymity will be assured, depending upon the nature of the data collected.
6. Describe in detail the method of subject selection and recruitment.  Including sample size and criteria for inclusion or exclusion (e.g. age range grade in school, membership in a particular organization, marital or parental status, country of birth or native language, etc.). Also include information about any compensation rates to subjects.  Please be sure to report everything that the subject will be told about the study prior to participating in the research.  

7. Do you plan to obtain signed consent from all study participants?  If you plan to use a consent form, please attach a copy.  If not, please explain why and provide a copy of the script you will use to obtain oral consent.  [Investigators may wish to consult the IRB’s “Guidance on Informed Consent,” including model written consent forms and advice on oral consent—under construction].  
8. Does the research place individual subjects in situations of possible discomfort, stress, or risk?  If there is no more than minimal risk (e.g., no greater than that of everyday life), then state that “there is no risk from participation beyond that of everyday life.”  If there is a possibility of greater than minimal risk, why is that risk justifiable; also describe fully the ways in which those situations will be controlled.
9. Does the proposed research involve deception, e.g., through provision of misinformation, withholding information, etc.?  Explain why it is necessary to involve deception(s) in the research.

10. Provide a full account of the debriefing procedures to be followed, if appropriate.  If you plan to debrief, please attach a copy of the written debriefing or the interview protocol.

11. Does participation by human subjects or informants place any group or class of individuals in physical, legal, social and/or psychological jeopardy?  If so, how can the potential risk be assessed?
12. Please note: Study material must be stored securely in a faculty member’s office or a project office accessible only to student investigators or members of a research team certified to work with human subjects.  In addition, signed consent forms must be stored separately from completed questionnaires and other study materials. Please describe what procedures will be used for secure storage of consent forms 
and the secure and separate storage of all other study materials. Who will have
access to these materials?
13. In the event that outside agencies are involved (in data gathering, processing, and storage), how will the rights of the subjects be guaranteed by that agency?

14. Describe the process being undertaken to secure IRB and/or other appropriate institutional approval, if such approval is necessary to conduct research with subjects at another institution or organization.  Attach copies of the approval.

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 Continuing 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).  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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