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What is the Institutional Review Board?
The Institutional Review Board (IRB) at CSI is one of CUNY’s 21 IRB’s. It is the responsibility of the IRB to oversee the protection of the rights and welfare of all human subjects in research projects conducted at CSI as well as research projects conducted by CSI faculty, staff, students, and administrators. These oversight responsibilities include: monitoring compliance of any ongoing research involving human subjects with federal, state and university regulations; monitoring University compliance with the same regulations and laws; and leading educational efforts CSI-wide regarding human subjects protections.
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IRB Events
Want Introductory IRB Training or Topic Specific Training?

The CSI IRB staff and/or members are available to provide group or individual training, concise or comprehensive, depending on your needs. Contact: Angela Cartmell,   Cartmell@mail.csi.cuny.edu or 718-982-3867.
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Recent IRB Headlines
The New York Times recently reported that the FDA has approved the first test in human beings of a therapy derived from human embryonic stem cells. This clinical trial is for the treatment of spinal cord injury (SCI). The trial will include 8 to 10 people with SCI. The injection of the cells will only be done in individuals whose injury occurred 7 to 14 days prior. While the FDAs decision is a milestone, and medical facilities where the procedure will be done have been identified, the IRBs at those facilities have yet to approve the studies. One of the major concerns to be considered is the possibility of tumors forming on the spine, which would cause further complications for a patient with SCI. If this test is successful and safety is proven for the therapy, there are still many more years of research ahead before this therapy would be put into practice. For more on this article, written by Andrew Pollack (1/23/2009), visit: http://www.nytimes.com/2009/01/23/business/23stem.html?_r=2&hp 
Headlines, continued…
Additional news out of the New York Times includes an article by Pam Belluck (1/17/2009) that explored the reality of researchers using their children as subjects. Imagine attaching a camera to your child in order to study his/her movements. This is exactly what research scientist Dr. Pawan Sinha, neuroscience professor at the Massachusetts Institute of Technology, did. Of course ethicists have weighed in on studies such as this. The concerns to be considered are the objectivity of the researcher, the effects on the child, and the child – parent relationship. While research must pass the approval of IRBs, some scientists have not reported the use of their own child in the study. However, it is important to disclose this information to a review board so that the board can make an informed decision as to the rights and protections of the child. For more information on this topic, visit: http://www.nytimes.com/2009/01/18/science/18kids.html?pagewanted=1&_r=1 
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What you need to know…
Do you need to obtain the written consent from both parents when a child is a subject in your research? 
When obtaining parental consent for a child who is the subject in a research study federal law requires the researcher or principal investigator to follow the following rules:

No greater than minimal risk – Assent of child and permission of at least one parent.

Greater than minimal risk and the prospect of direct benefit - Assent of child and permission of at least one parent; Anticipated benefit must justify the risk; AND Anticipated benefit is at least as favorable as that of alternative approaches.
Greater than minimal risk and no prospect of direct benefit - Assent of child and permission of both parents; Only a minor increase over minimal risk; Likely to yield generalizable knowledge about the child's disorder or condition that is of vital importance for the understanding or amelioration of the disorder or condition;  AND The intervention or procedure presents experiences to the child  that are reasonably commensurate with those in the child's actual or expected medical, dental, psychological, social, or  educational situations.
Any Other Research: Contact the IRB for information,  Cartmell@mail.csi.cuny.edu or 718-982-3867.
More information can be found at: http://grants.nih.gov/grants/guide/notice-files/not98-024.html  
Explanation of assent from a child…
“Assent” means a child’s affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent. (45 CFR 46.402(b)).

The IRB is charged with taking into account the ages, maturity, and psychological state of the children involved. The IRB has the discretion to judge children’s capacity to assent for all of the children to be involved in a proposed research activity, or on an individual basis
In general, the following guidelines apply: 

Children aged 7-11 – use of a verbal script by the researcher to obtain the child’s verbal assent. Procedure and script must be approved by the IRB.
Children 12 – 17 – use of documentation written in a manner appropriate to the child’s level of understanding. This document must be signed by the child. Procedure and documentation must be approved by the IRB.
More Information can be found at: http://www.hhs.gov/ohrp/researchfaq.html#q12 
Required CITI Training

CITI (Collaborative Institutional Training Initiative) is a required web-based training to be taken by all CUNY researchers and key personnel involved in human subjects research.

To complete your training, visit: http://web.cuny.edu/research/human-subjects-research/citi-training.html 
Spring 2009 IRB Meetings and
 Deadlines



IRB review meetings will be held at 1:30pm, Room 6S-229, on the following dates:
· Wednesday, March 4, 2009 (Application submission deadline 02/18/2009) 

· Wednesday, April 1, 2009 (Application submission deadline 03/18/2009) 

· Wednesday, May 6, 2009 (Application submission deadline 04/22/2009)

Applications to be considered for Full Board Review must be submitted to 6S-137 two weeks prior to the scheduled meeting.
Additional Information:

Searching for Funding for your Research? Contact: The office of Sponsored Programs and Research, 718-982-2254.

Looking for IRB forms? Visit: http://www.library.csi.cuny.edu/~irb/forms.php
To access links to IRB related information visit:

http://www.library.csi.cuny.edu/~irb/forms.php
Need IACUC information? Contact 718-982-3867 or IACUC@mail.csi.cuny.edu 

To receive this email directly from the IRB office, send your email address to: Angela Cartmell,   Cartmell@mail.csi.cuny.edu
Have any questions or ideas?

Contact Angela Cartmell, with questions or topics that you would like to see addressed in this newsletter. Angela’s contact information is Cartmell@mail.csi.cuny.edu or 718-982-3867.
Created and Edited by Angela Cartmell, IRB Administrator

All inquiries can be forwarded to 6S-137, Cartmell@mail.csi.cuny.edu, 718-982-3867
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