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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.
What you need to know…
Informed Consent

Voluntary informed consent is one of the most important elements in human subjects research. 
Basic Elements that are to be included in your Informed Consent Document:

1) a statement that the study involves research, an explanation of the purposes of the research and the expected duration of the subject's participation, a description of the procedures to be followed, and identification of any procedures which are experimental; 

2) a description of any reasonably foreseeable risks or discomforts to the subject;

3) a description of any benefits to the subject or to others which may reasonably be expected from the research;

4) a disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

5) a statement describing the extent, if any, to which confidentiality of records identifying the subject must be maintained; 

6) for research involving more than minimal risk, an explanation as to the availability of medical treatment in the case of research-related injury, including who will pay for the treatment and whether other financial compensation is available;

7) an explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; and

8) a statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

If you wish to waive the requirement of any of the above elements you must request so in writing. The request is to be submitted with your protocol  application to the IRB. You must include a justification for your request.  
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Additional Informed Consent Elements that may be required depending on the scope of your research:

1)  a statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable;

2) anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent;

3) any additional costs to the subject that may result from participation in the research; 

4) the consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;

5) a statement that significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation must be provided to the subject; and

6) the approximate number of subjects involved in the study.


What you need to know… (continued)
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
CITI instructions for undergraduate students can be obtained at:  http://www.library.csi.cuny.edu/~irb/cititraining.php 
IRB Meetings and Deadlines

Applications to be considered for Full Board Review must be submitted to 6S-137 two weeks prior to the scheduled meeting.
Fall 2009 IRB review meetings will be held at 1:30pm, Room 6S-229, on the following dates:
· Wednesday, December 16, 2009 (Application submission deadline 12/02/2009)
Please Note: The IRB Administrator will be on vacation beginning Monday, November 23, 2009 through Monday, December 7, 2009 (returning to the office on Tuesday December 8th). However, the submission deadline of 12/02/2009 will be adhered to.
Update: The IRB Goes Electronic 

In last months newsletter there was a report regarding all CUNY IRB’s gearing up to move the application process to an on-line, electronic, system. This process is in the final stages of the testing phase. At the start, the new application for approval will be the only submission document that you will find on-line. Additional documents (continuing review, amendment, etc...) will be added at a later date.
Recent IRB / Research Headlines
The Scientist.com recently reported on the research boom in the developing world. Katherine Bagley stated that between 2002 and 2007 developing countries doubled there spending on research and development. Science funding saw a large increase in the developing world, more so then in developed countries.  Read more on the topic at: http://www.the-scientist.com/blog/display/56055/ 

The New York Times reported on the FDA’s failure to regulate research after a case of fraud was discovered. Reporter Gardiner Harris stated that although Delfina Hernandez plead guilty to fraud stemming from a raid in 1997, she has still been able to continue woring in research. The reason, the FDA had a certain amount of time to react, and according to this article, they failed to do so. For more on this story, visit:

http://www.nytimes.com/2009/10/22/health/policy/22fda.html?_r=1
The Huffington Post reported  on a number of deaths and medical issues faced by subjects involved in a study conducted by Columbia University Medical Center researchers. It seems, according to the report by Jeanne Lenzer and Shannon Brownlee, Columbia failed to disclose certain facts regarding bleeding risks and dosing information. For more on this story, visit: http://www.huffingtonpost.com/2009/10/07/government-orders-columbi_n_312536.html 


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.
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.
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