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U.S. Dapartment of Health and Human Services (DHHS)
Federalwide Assurance (FWA) for the Protection of Muman Subjects
Faor Domestic (U.S.) Institutions

1. Insiitution Filing Assuranca

Legal Name; TRUSTERS OF COLUMBIA U 1N THE CLTY OF NEW YORK {THE)
Cliy: NEWYORK Slate: NY

PHHS Institutlons] Profile Code: ) . . .
Federal Entity Idantifieation Number (EIN): 13.5598003
This Assurance teplaces: ' : P

2. Institutional Components

Ligt polow all camponenta over which the Instittion has legsl authority-that operste under g difforant : ,
neme. Also list with an astarisk () any aiternate names under which the institutions operatas. Tha B
institation should have avallable for review by the Office for Human Ressarch Protections (OHRP} upon

fequsst a briaf deseription and line diagram explaining the Interefatianships ameng the Assurance
Signatory Ofilcial, the Instiutiona! Reviaw Board (IRBY, IRB support ataff, end investigators In thase !

varlous somponents,

NOTE: The Slgnatery Offlelg) signing this Avsuraiice must bs fegally authorlzed to reprasent the
Institution providing thie Assurenes and 51l conmenents listed below. Enlities thet the Signatary Officlat

{s notiegelly authorzed to rapragent may nbt be listed hera without the pnof approval of OHRP,
City, State (o Country If Outside U.S,) , '

Nam‘e of Component O'l' Alternate Names Used

'NEW YORK , NY

LAMONT-DOHERTY EARTH OBSERVATCRY |
‘ NEW YORK . NY ‘ |
‘ ‘ f

EARTH INSTITUTE
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Sybmission Numbar: 19400
FWA Number: BWAGDDB03851
Inatiutlon Nsme: TRUSTEES OF COLUMBIA U IN THE CITY OF NEW YORK (THE)
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Approved for use trough 1/31/2008

3. Statement of Principles

Thia Institution azsuras that &l of its activites related to human subjects resegroh, regardieas of funding
souree, wi be guided by iha ethlcal prinsiplas In the following docimants:

THE DELMONT REPORT

4. Applicahility:

. {\) This Institulon agsures that whenever i engages in human aUbjects vesaareh ¢onducted or
supponted by any federa depertment or agency that has adopted the Faderal Policy for the Protestion of Human
Sublecis, known s the Comimon Ruie_. the institutlon will comply with the Terma of the Federalwida Assurance
for Institurtions Within the United States (containad In a aabarale document on the OHEP
wabsite), unlesa thoe research fe atherwise exsmpt from the requirements of tha Cammen Rule ora department
or aganey conducting or supporing the iesearch hag datermined that the research shall be covered

by & separato aseurance,

(b) Optional: ‘This Inetitusion elacts ta apply the following to all oflis human subjacts research regardless
of the source of suppernt, except for resaarch that is coverad by 2 separat assurance:

The Common Rule and wibparts B, C, and D of the HHE regulations at 48 CFR part 48

5., Designation of Institutional Review Boards (IRBs)

This Ingfitution dasignates the following IRB(s) for review of research under this Assurance {if the IRB has not previously
rogistared with HHS or as not provided & membership foster o HHS, please submit to OHRP the
approprista IRS registration materials which are avallabls on the OHRP website). ’

NOTE: Rellance on the IRB of enother [nslivtion or arganization ¢r an independant IRE must be documanled
by 5 written agresment that is available for review by QHRP upen tequest, OHRP's sample IRB
Authorizaton Agreement mey be usad for this purpose, or the partles Involved may develop thelr own agraement.

Suture dosignation of other IRB& Feguirss an update of the FWA,
HHS |RB Registration Number MName of iRB As Ragisterad with HHS

COLUMBIA U, GUMC IRB &1

IRBODOD04E1

IRBO00DRBT3 COLUMBLA U, CUMC IRS #2
JRB00B03506 COLUMBIA U, CUMC [RB #3
IRBOO0OBTRS COLUMBIA U, MORNINGSIDE IRB

IRBO0O0BEE2 GOLUMBIA U, CUMCIRB ¥4
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Submisslon Number; 19480 1/30/2009 11:23:30 AM

FWA Number: FWADDDQ3831
Institution Name: TRUSTEES OF COLUMBIA U IN THE CITY OF NEW YORK (THE) ;
OMB No, 0920-0278 ’ H
Approved for use through 1/21/2008

8. Human Protections Administrator {e.g., Human Subjects Administrator or Hufnan Subjacts Contact Person)-

M_idd!e Initial: Last Name: GASPARIS

Flrst Name: GEORGE
Ingtitutional Titie: EXECUTIVE DIREGTOR, CU IRB

Deagrees or Sutfix {a.g., MD, PhD);
Institution: COLUMBIA UNIVERSITY OF THE CITY OF NEW YORK

Telephone: (212} 305-37257 FAX: (212) 305-1318

b ] e DAL A S e AR e

E-mall: GER120@COLUMBIAEDU

Adgress; TRZ'W. 168TH STREET
RODM 426

Zantldestye,

City: NEW YORK State: NY Zip Code: 100372 ;
:

‘NOTE: natinions operatet by tha U,S, Governmant may heed 10 obteln deparimant or agency
clearanca priar 1o submission of the FWA to OHRP, Please contact the reievent depariment o
egenty Humsn Subject Protections Officer wafore forwarding this Assurancs to OHRP. _ .

. . . P
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FWA Number: FWADDDD3831 .
Institution Name; TRUSTEES OF COLUNMRIA U IN THE CITY OF NEW YORK {THE)
OMB No, 0980-0278 '

- Aperoved for use through 1/31/2008

v

7. Signatary Officlal {l.e., Official Legally Autharized to Rapresent the Institutlon
~ cannot be IRE Chairparson of IRA member)

| understand that the Assurance Tralning Madules on the OHRP website describe the responsibiities of the Slanatory Official,
tha IR8 Chalr{s), and the Human Prolactions Administrater undsr this Assuranoe, Additonally, T recoghize that providing _
rosearch investigators, IRE mambare and staff, and other relevant personnel with apprapriate knitiel and continsing : l
edusation about human subject protectiens will halp ensure that the requiramants of fiils AssUrence are safisflod.

' Acting officlally in an authorized capadifty on behalf of this Inatiwtion and with an underatanding of the Institutlents : ’ i :
rasponsibllities under this Assurance, | assure pratections for human subjacts as apecillad above, The IRE(s) : ;
deslanated ebove are to provide raview for all researsh 1o which this Assurange applles, The deslgnated IRB(s) will - i
comply with the Terme of the Federaiwide Assursnta fof Institutions Within the United States and pessess appreptista 7
knowledgn of the local context In which thls Instiullon’s research will be conducted,

R

S NRU

All infarmation provided with this Assuranes ls up-to-date and aecurate, | am aware thet false stataments
‘eould be cause for invalldeting this Asatranca and may lesd 1o cther adminlstrative or legal zetion, N R

Signature: 4/% k_ Dater /=T a ’

Danid Hirsh

Middle Inigal: Lest Names HIRSH

Firsl Name: DAVID ) i
institutional Tiia: EXECUTIVE VICE PRESIOENT FOR RESEARCH

Degraas or Suffix {¢.9. MD, PHD): PH.D.
tnstitution; COLUMBIA UNWERSITY OF THE CITY GF NEW YORK

‘Tetephone: (212} 854-1656 FAX: (212) 9541680 E-mali: BIH 1@COLUMBIA.EDY . : SR
Address: 115 LOW MEMORIAL LIBRARY g Lo

535 W. 116TH STREET MC 4310 g . Pl
Cliy: NEW YORK State: NY Zip Cede: 10027 _
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FWA Number: FWAU0DO3831 ' '
Ingtitution Name: TRUBTEES OF COLUMBIA U 1N THE CITY OF NEW YORK (THE)

OMB No, 03300275
- Approved for use through 1/31/2008

. 8 FWA Approval

The Fedaratwide Assurancs for the Protection of Human Subjects for Institrdons Withln the Unitsd States.
submitted to HHS by the abova Instilutisn is hersby approved, =

Assuranca Numbers Expiraticn Date: i

Signature of HHS Approving Cfliclal: Datat i

Publlc burdan for this coliection of Information [s estimated to averaga twa hourg for a new FWA filing and less than an hour for an FWA rencwal or
updata. An agency may not eonduct or sponenr, end a parson 1s not required to respand to, & collestion of Information unless i displays a currently valid
CMPR controf numbar. 8end comments regarding this burdan estimate of any other aspest of this esllestion of Information, includging suggestions for
reduclng this burden to; O8 Reports Clearanca Offiser, Keom 503, 20_0 Independence Avanug, SW., Washington, D 20201, '

Do not retush the completed form to this address.




Electronic Update/Renewal of FWA Application for Trustees of Co...

lofl

Subject: Electronic Update/Renewal of FWA Application for Trustees of Columbia U in the City of
New York (The) Approved by OHRP as FWA00003831

From: <hblatt@osophs.dhhs.gov>

Date: Fri, 6 Feb 2009 10:55:29 -0500 ‘

To: <vo41@columbia.edu>, <dihl@columbia.edu>, <gg2120@columbia.edu>

CC: <hblatt@osophs.dhhs.gov>

This is an automated mesgage from an unmonitored address. Please do not reply.

Your institution's electronic submission for the update/renewal of its Federalwide
Assurance FWA00003831 has been approved by the Office for Human Research
Protections (OHRP). The expiration date for your FWA renewal is 2/6/2012. You
will find this approval listed on our website at
http://ohrp.cit.nih.gov/search/asearch.asp#ASUR. Funding agencies use this webgite
to verify that an institution holds an active OHRP-approved FWA.

Whenever information provided to OHRP changes for your institution's FWA, you must
submit an update/renewal. You may do this electronically by going to the OHRP
Electronic Submission System at http://ohrp.cit.nih.gov/efile/. Your FWA must be
renewed at least every 3 years.

Effective February 1, 2005, OHRP stopped mailing copies of approved Federalwide
Assurance (FWA) documents to filing institutions. This was necessitated by the
volume of FWA documents OHRP is managing. Over 10,000 FWAsS have been approved. OHRP
encourages FWA institutions to continue to submit documents (new and
updates/renewals) electronically {http://chrp.cit.nih.gov/efile}. When an
electronic submission is processed, an automatically generated e-mail notifies the
Human Protections Administrator and Signatory Official, as well as the person
submitting the electronic record, that the FWA document has been approved. This, of
course, is dependent upon the electronic file submitted to OHRP providing e-mail
addresses as requested.

Sincerely,

Division of Policy and Assurances

Cffice for Human Research Protections

U.5. Department of Health and Human Services
1101 Wootton Parkway, Suite 200

Rockville, MD 20852

{240} 453-6300

Toll-Free within the U.S. (886) 447-4777

2/12/2009 444 PM




