Electronic Update/Renewal of FWA Application for New York Pres...

Subject: Electronic Update/Rencwal of FWA Application for New York Presbyterian Hosp Approved
by OHRP as FWA00002635

From: <hblatt@osophs.dhhs.gov>

Date: Mon, 9 Feb 2009 10:37:00 -0500

To: <vod4l@columbia.edu>, <rkelly@nyp.org>, <gg2120@columbia.edu>

CC: <hblatt@osophs.dhhs.gov>

This is an automated message from an ummonitored address. Please do not reply.

Your institution's electronic submission for the update/renewal of its Federalwide
Assurance FWA00002635 has been approved by the Office for Human Research
Protections (OHRP). The expiration date for your FWA renewal is 2/9/2012, You
will find this approval listed on our website at
http://chrp.cit.nih.gov/search/agearch.asp#ASUR. Funding agencies use this website
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/eflle/ 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 FWAs have been approved OHRP
encourages FWA institutions to continue to submit documents (new and
updates/renewals) electronically (http://ohrp.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 .
submlttlng 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

Office for Human Research Protections

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

Rockville, MD 20852

(240} 453-6900

Toll-Free within the U.S. (866) 447-4777

Tofl 2/12/2009 4:44 PM
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" Submissian Number: 19491

FWA Number: FWA06002635 ’

Institiition Name: NEW YORK PRESBYTERIAN HOSP
OMB No. 09800278

Approved for use through 1/381/2008°

U.S. Department of Health and Human Services (DHHS)
Federalwide Assurance (FWA) for the Protection of Human Subjects
For Domestic (U.S.) Institutions -

1. Instifution Fillng Assurance

Legal Nama: NEW YORK PRESBYTERIAN HOSP
City: NEW YORK State: N‘(_

DHHS Instietional Profie Gode:
Federal Entity [dentification Number {EIN}:
This Assurancs repiaces:

2. Institutional Components

List below alt components over whish the Insfituion has legal authority that operate under a diffarent
Rame. Also list with an asterisk (*) any alternate names under which e Institution operates. The
Institution should have available tor mview by the Office for Human Research Protections (OHRI) tpon
request a brief description and fing diagram ei(plalning the interrelationships among the Assurance
Signatory Official; the Institutional Review Board (IRB), IRB support staff, and fnvestigators in these
various components. ’

NOTE; The Slgnatery Official signing this Assurance must be legally authorized to represent the
Institutfon providing this Assurance and all components listed below. Entlties that the Signatoery Officlal

" lsnot legalfy authorized to represent may not be fisted here without tha prior approval of OHRP.

Name of Component or Altemnate Names Used : City, State (or Country if Outside u.S.)
CHILDREN'S HOSP NEW YORK ’ NEW YORK CITY, NY
FASTSIDE PRACTICE SITE  NEWYORK CITY. NY
EDWARD S. HARKNESS EYE INST : © NEW YORK CITY, NY
MILSTEIN HOSP - . NEW YORK CITY, NY
NEW YORK OTHROPAEDIC HOSP : NEW YORK CITY, NY
SLOANE HOSP FOR WOMEN NEW YQORK CITY, NY

BABIES HOSP ) ’ NEW YORK CITY, NY

1/30/2009 11:30:31 AM
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Submission Number: 18491 . 30/2008 11:30:31 AM
FWA Number: FWAQ0002635 : ’

Institution Name: NEW YORK PRESBYTERIAN HOSP

OMB No. 0850-6278

Appraved for use through 1/31/2008

3. Statement of Principles

This Institutian assures that ail of its activities retated fo hurpan subjecls research, regardless of funding
sourse, will be guldad by the ethical principles in the foflowing documents:

THE BELMONT REPORT

4. Applicability:

(a) This Institution assures that whanever It angagss In human subjects research conducted or

supported by any federal department or agency that has adopled the Fedéra! Policy for the Prolaction of Human
Subjects, known as the Common Rule, the Institution wil comply with the Terms of the Federalwids Assurance
for Institutions Within the United States {contalned In & separate document on fhe OHRP

webslte), unfess e research is otherwise exempt fram the requirements of te Common Rule or a department
oragsncy conducting or siipporting the research has determined that the research shall be covéred

by a separate assurance,

{b} Optional: This Instiution elects ko apply the following to all of its human subjecls research regardlass
. ufthe source of support, except for research that Is covered by a separate assurance:

The Common Rule and subparts B, G, and D of the HHS regulalions at 45 CFR part 46

5. Designation of Institutianal Review Boards (IRBs)

This Institution deéfgnatés the following IRB(s) for review of research under this Assurance (f the IRB has not previously
registered with HHS or has not provided a membership raster to HHS, plaase submit to OHRP the
sppropriate IRB reglshation materlals which ars avallable on the OHRP wabsite).

NOTE:; Rellance on the IRB of another institution or organizafian or an independent IRB must be doctmanted

by a written agieemant that is avaitzbls for review by OHRP upon request. GHRE'g sample IRB

Authorization Agreement may be used for this purpese, ar the parties Invalved may develop thelr own agresment.
Future designation of other IRBs requires an update of the FWA.

HHS IRB Reglsiration Number Name of IRB As Ragistered with HHS

1RB00000080 BIOMEDICAL RSCH ALLIANGE NEW YORK {BRANY) IRB A
IRB000OD204 ' MOUNT SiNA! SCHOOL OF MEDICINE iRB #1 - BOARD B
IRBO0DO04E1 " COLUMBIA U, CUMC IRB #1

IRBOO0004SS RESEARCH FOUNDATION FOR MENTAL HLTH IRB #{ - NYSPI
IRBOUOCOE33 WESTERN IRB #1-8, #11-14, & #35

IRBOCO00781 . NATIONAL CANCER INST CENTRAL IRB #1 (ADULT)

IRBO0000952 ' JOAN & SANFORD {. WEILL MED COLL CORNELL U IRB #
IREQOD0287Y3 I GOLUMBIA I, CUMG IRB #2 )
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Submission Number: 19481 ' ' 1/3012009 11:30:31 AM
FWA Namber; FWAQ0Q02835 ‘

Instiution Name: NEW YORK PRESBYTERIAN HOSP

OMB No. 0990-0278

Approved for use through 1/341/2008

IRBO0003506 COLUMBIA U, CUMC IRB #3 cd
IRBO0004296 NATIONAL CANGER INST CENTRAL IRB #2 (PEDIATRIC) P
IRBO00O4327 JOAN & SANFORD | WEILL MED COLL CORNELL U IRB #2 : .
IRBO0005471 MOUNT SINA! SCHOOL OF MEDICINE [RB #3 - BOARD A o
IRBO0005472 MOUNT SINAI SCHOOL OF MEDICINE IRB #4 - BOARD C .
-RBOOD05473 MOUNT SINAI SCHOOL OF MEDICINE IRS #5 - BOARD D '

IRB0000GEE2 COLUMBIA L), CUMC IRB #4

. Human Protections Administrator {e.g., Human Subjects Administrator or Human Subjects Contact Person)

[ NI P

First Name; GEORGE Middie Inltial: " LestName: GASPARIS

Degrees or Suffix {e.g., MD, PhD}: ' Institutionial Titte: EXECUTIVE DIRECTOR, HUMAN SUBJECTS PROTECTION PROG -
Institution: COLUMBIA UNIVERSITY MEDICAL CENTER ,
Telephone: (212) 305-3257 FAX: (212) 3051316 E-mall: GG2120@COLUMBIA EDY ‘
 Address: COLUMBIA UNIVERSITY HEALTH SCIENCES - : ’ f 1
722 WEST 168TH ST, ROOM 426 - » . I A
City: NEW YORK ' State: NY - Zip Code: 10032

NOTE: Institutions operated by the U.S. Government may need to obtain départment or agency
clearance prior to submission of the FWA to OHRP. Piaage contact the relovant department or
agency Human Subject Protections Officar before forwarding this Assurance to OHRP.
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Submisslon Number: 18481 1730/2008 41:30:31 AM
FWA Number: FWAGD002635 ‘ : '
_Institution Name: NEW YORK PRESBYTERIAN HOSP

OMB No. 0990-0278

Approved for use through 1/31/2008

7. Signatory Offical (i.e., Official Legally Authorized 1o Represent tha Institistion
_—cannot be {RB Chalrperson or {RB memibar)

| understand that the Assurance Training Modules on the OHRP website describe the responsibilities of the Signatory Official
the IRE Chair{s}, and the Human Protections Administrator under this Assurance. Additionaly, | reoognizé that providing
research investigators, IRB members and staff, and other refevant parsonnel wfth appropriate Initial and continving
education about human subject protactions will help enstire that the requu'emems of this Assurance are satisfied.

3

Acling officially in an authorized capaclty on behalf of this Insfiition and with an understanding of the Insifution’s
responsibliities under this Assurance, } assure protections for human subjests as specified above. The IRB(s)
designated above are 1o provide review for all research to which this Assurance applles. The deslgnated [RB(s) wil
comply with the Terms of the Federatwide Assurance for Institutions Within the Untted States and possess approprlate
knowlsdge of the local context in which this Institution's research will be conducted.

All information provided with this Assurance is up-to-date and aceurate, | am aware that false statements
could be cause for Invalidating this Assuranca and may lead to other administrative or legal action.

o A

Slgnature:,

Robe}l(euy

Flrst Name: ROBERT Mi ' ] Last Name; KELLY )

Degrees or Suffix (6.0., MD, PhD}: MD Institutiona; Tille: CHIEF OPERATING OFFICER
Insfitutlon: NEW YORK PRESYTERIAN HOSPITAL

Telephane: (212) 305-0080 FAX: . E-mzii: RKELLY@NYP.ORG

Address: 161 FORT WASHINGTON AVENUE
iaoom.'mss

Clty: NEW YORK  State: NY Zip Code: 10032

ascn ot 1




Submission Number; 19491

FWA Number: FWAO0002635

Institution Name: NEW YORK PRESBYTERIAN HOSP
OMB No. 0880-0278

Approved for use through 1/31/2008

8. FWA Approval

The Federalwide Assurance for the Protection of Human Subjects for institutions Withia the United States
submitted 19 HHS by the above Institution is hérety approved.

Assurance Number: ) Expiration Date:

Slgnaturs of HHS Approving Official; ' ) Date:

1/30/2009 11:30:31 AM

Public burden for this coflection of Information is estimated 1o avarage two howrs for a new FWA filing and Jess than an hour for an FWaA renewsl or
update. Anagency may not conduct or sponsor, and a person is not required to respond 1o, a collection of information unfess it displays a currently valid
OMB control number. Send comments regarding this burden estimate or any ofher aspect of this collectlon of Information, Including suggestions for

reducing this burden te: OS Reports Clearance Officer, Room 503, 200 Independence Avenus, SW., Washington, DC 20201.

Do not return the completed form to this address.
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