
TOURO COLLEGE OF NEW YORK
INSTITUTIONAL REVIEW BOARD FOR THE PROTECTION OF HUMAN SUBJECTS #1
Request for Continuing Review
The IRB has the responsibility of reviewing all previously approved cases on no less than an annual basis.  The purpose of this review is two-fold:  (1) to consider any changes proposed in the procedures and methods employed in the research study; and, (2) to consider how the Principal Investigator’s experience with the project during the approval period bears upon issues reviewed by the IRB.  No work on a study may continue beyond the end date of the last IRB approval.
Please complete and return this form to the IRB Coordinator, Rebecca Sharman, at 43 West 23rd Street, Room 816, New York, NY 10010, (212) 463-0400 x 5387, 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:

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 have access to identifiable subject data collected for, this study during the continuation period, have completed the required human subjects training and their certificates have been filed with the IRB.
___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 during the continuation period.  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]
Please check the following status re subject enrollment:

__No subjects have been enrolled; enrollment will begin on:______________.
__Subject enrollment is ongoing.

__Subject enrollment/intervention is completed; study remains open only for:

     __long term follow-up and/or __ data analysis.

__No subjects have or will be enrolled (chart review or existing data).

__The portion of the study that involves human subjects, including data analysis, has been completed.

Please submit answers to the following questions as an addendum to this Request form:
1. What has your progress to date been with your study?  Please provide a summary.

2. Do you propose any changes in the approved research protocol (e.g., changes in experimental manipulations, changes in survey or interview questions, etc.)?  If so, please describe in detail.

3. Will any of the changes described above have a potential impact on the subjects?  For example, might there be increased stress for subjects, or if the study involves deception will the nature or level of the deception change?  If so, please describe in detail.
4. What have been the subjects’ reactions to the various aspects of the study to date?  What have been your observations on the level of distress or discomfort experienced by subjects, if any?  Have any subjects complained and if so, what have their complaints been, and what measures were subsequently taken to guard against similar occurrences?
5. Have any subjects withdrawn from the study, and if so, how many and what were their reasons for withdrawal?  If so, please describe in detail.
6. Have there been any adverse events during the past approval period?  If so, for each event please detail what occurred, the date of the occurrence, and whether the event was reported.
7. Do you propose any changes to the method of subject recruitment or subjects’ compensation?  If so, please describe.
8. Do you propose any changes to the consent form(s) or procedures for obtaining consent?  If so, please explain the changes proposed and attach copies of the revised form(s) and/or script, highlighting the changes between the proposed new versions and past approved versions.
9. Will there be any participation during the continuation period by a collaborating institution?  If so, please append a copy of their annual IRB approval or indicate a date by which that approval is anticipated.
10. Is there any new knowledge available, from your own research or from other sources, to suggest that any aspect of your research protocol might create higher levels of risk than previously anticipated?  If so, please describe the new information and indicate how it alters the risk-benefit analysis that was previous provided to the IRB.

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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