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COMMITTEE ON CLINICAL INVESTIGATIONS PHONE: (718) 430-2237
(INSTITUTIONAL REVIEW BOARD FAX: {T18) 430-8817

9/10/2007

Syivia Wassertheil-Smoller, Ph.D.

Department of Epidemiology & Pop Health
Re: CC1 4 2007432 FWA #: 10000140 MMC # 07-08-291C
Fisle: Hispanic Community Health Study: SOL (Study of Latinos)

Dear Dr. Wassertheil=Smoller,

The above titled research project and Individual’s consent received expedited review (Category 4) by the Committee on Clinical
Investigations and was approved for the period 9/16/2007 through 9/8/2008 with the following stipulations: :

« Use only IRB stamped approved copies of the consem form in your research. Do not usc expired consent forms.

» A fully rranslated foreign Janguage informed consent document must be approved by the CCI prior to eprolling non-
English speaking pasticipants. '

The HIPAA Authorization Waiver was acknowledged.

APPROVAL IS FOR 365 DAYS ONLY, RE-CERTIFICATION OF THE STUDY MAY BE APPROVED BY THE CCI
SUBSEQUENT TO RE-REVIEW OF THE PROTOCOL AND THE PROGRESS REPORT.

Adverse events must be reported to the Committes in compliance with CCI policy found at
hitp://www.aecom.yu edwhome/ceifinternal_adverse event.htm and

-

http:f/www.aecom.yu.udufhome!ccifextemal,_adverse_event.htm. Changes to the protocol/consent require review and approval by
the CCI priot to implementation, except where the changes are necessary to eliminate apparent immediate hatm to participants.
Refer to the Amendment Policy at http:!/www.aecom.yu.cdu/home/cci!amcndments.hm.

A copy of this letter, approved protocol and informed consent have been forwarded to the MMC IRB. the secondary IRB.

Should you have any questions regarding this approval, contact the Assistant CCl Administrator at 430-2237.

Sincetely.
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Chester M. Edelmann, Jr., M.D. Ve
Chairman, Commities on Clinical Investigations

Cc: B. Luvy, Assistant Dean of Academic Affairs
Montefiore Medical Center IRB
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