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fnstltr¡llonnl Rq'lcrv Buard (fRB) AuthorlznlIo¡t Agt'acntcnt

Nnrns of It¡sfltullon Provitllrrg IRB Revlervl

Nnn¡s of Institullon Rolytug on tlreDeslgrtnlod IRB¡

l.

Ter¡trs ofl Aglce¡llonl

'fhe Offici¡ls siguing belorv ngree tlrntBWI,a mç¡nbsr instililfior¡ of Pattners HenlthCare Systettr,.ltto,

ß;RTNËR!1, üãy}çty n¡r tttã Fgcltc IRB for rcviçw nnd conlinuiug ovelsight-of its htunnn subject

resertrch doscrìbecl l¡olorv:

Name of Reseuch ProjecÍ lTbmelt's Henlth Inltlnflva (WHD Extcnslon Stutly
'Protocolll: FI{CRC tRB Í,3467EXT
;.ñ;(r) ;f prirrcipal Investlgator{s) st €açh Sito: Ro,ss P-r'entlce, PlrÐ & Gnr¡ret .Anrlerso¡t' PIrD

G'HCRC)
Jsnnn Mnnsott, MDr Dr PH OtlilÐ

sporrso'orFrrndìngSourcçnnrlArv¿rlrl#(ifnny); Resenrchrtoundnllo¡rofslntellniverslçofNeruYorlt

The revle$,&rrd corrthruing ovorsiglrt per.fornred by the FI'ICRC.lllB rvill uteot tlto hu¡¡rll.TlF:tt proteotion

*qrir"ii""ts orBt\rH'u o=ltRn-o¡r-pr*ed FWA, a copy of l'hich is availnble to the FHCIIC ilü'

'l.he PHCRC IIÌB rvill perform lny rtetennirtalion requlred by the Henlth Insumuce Portabllityand

À;;;;;tltit Áor tgipÀÀl arretÍts regulntions rvitlirespectlo therç¡en¡'ch includod uncler this Agreentont,

ilild1,.ñ;iå,,ni-,tutlonr r"iátø to ,uoii"tr of authorizotion for use nrxl tllsclosu¡ç for researth of subjeots'

i;*údã u*ltn nrronr*ii"it tÉHl¡ ns rlefined in the HIPAA regnlations. FHCRC rvill Provide a foru of

ar¡tborjzntion for usç uo.i'ãi*rfrutá of pHI if such authorìzation is requircd' Dotslrniuatíous as to the legal

;üif¡;t;i;y of suoh authàrization forms r¡nclel HIP A shnll l¡s mads by thoentity or organlzation florrt

rvl¡ioh PI'II is obtaillod fol tho ¡çsenrcl¡'

The FHCRC IlìB rvill allorv represonr¿tives of BWH to aflend ils rrreetings nud rvlll otlwnvlse accept

;il;r;,f;;õw-Hü;;i".osäumtivus in thc reyierv of study, to thc extenl ¡recessary to ensuresufflclent

knorvledge of the loonl rosenrch sontext'

2,

3,

4.

5. The FHCRC IRB, or lhe Wo¡¡len,s Health lrritiativo cCC, rvill uotify,B\l'H ancl tl¡e rosponsibie BttrFr PI in

,*ú1,ü;¡ ¡i, ffiirirt i" opprour or dlsapprove the study or of modlfications r:cquirod to secure npproval of
irr" ,t ?v, ns rvell * 

"it 
rãlii,unr lRB"rçviärvecl arrd approved ohnnges ìu thç ¡'esçarch activity, nnnrcl¡ by

,""¡iüC *pi* rc trt. iifurì oif*ials deslgnated in thìé Agreen,"¡1g{to the Bs¡H PI of the rovierv

ir"iif,"ã'$",i letteÌs it *"turr to invcstig¡rto¡'s. Relevaut n¡imtes of FFICRC IllB nreefings penåhriilg to the

stucly rvill be madc avnilable to BtVl{ upon rvdtfen reqttost'

6.. B\ilFI rornains rosponsible il councctlon rvlth the strdy lor cnsuring compliàrce rviih the dbtomrinations of-' 
rüFI{Cnc tng oï¿ $,irh rhe relrns ofBT[H's Ol-IRP-apprnved FWA.

7, The FHCRC IRB rvill proniptly notifl BWH in rvritilgof any991!o,us or contittuittg non'conrplianæ by'' 
Brîfl o,. its investlgotors 4issoverçd úy the FHCRC IRB or FHCRC, atty suspotrsion.orte¡'mlnntio¡r of IRB

aporov¡rl, arrd any irrjurìos to subjects or unanticipnted problenls involvirrg rlsks to subjeots or others

äiä;o[J ùtìliá nf¡ònC IRB õr FI{cRc in cor¡ncotion rvith the sludy. BwH u'ìll prornptly reporl to



I,

FHcRc nuy set'iou$ ol co¡tinçir¡g ¡ron-oo¡npliance by BwH or its invostigalors in connectiott rvilh the study

äiü,li¡.1, iiir arvnle, arld will ¡¡ln[e allrcasonnble effoûs to ensruç tl¡nt lts investign{o¡s p¡o¡t¡plly repoú to

rirc;Cð *y li¡,',V io subjects or.unanticipnterl problcrn involvhrg risks lo subjecls ot'others in connection

rvilh the study ofrvhioh they ate nrvate'

FHCRC rvlll be lesponsible for any investigation of tton-cont¡rliallce ol' other suoh ntntîors, If tho

inuutìigori.,u pro6t* includes the þroductlon of n ropot't thût lrill bu-T{? extornall¡'(0.g. OI{RP)' I'HCRC

"liniipioui¿, 
h copy of snoh repor.inrade to oxternal organízatior¡s, Nothing h this rlgreontont sltRll prevent

g\,üifro,n rontlucthrg its ou,n inqr¡iry ol invesllgation hrto arry snolr ¡tmlter pnrsuant to its. orvn policles and

ploçedtr¡es, or fiorn rnakirrg its own reporl lo sxtCmal autholitles, or fiortl taking additiot¡al, lnore.resh'ictivc

if,lïrdi;iñ ,i"p, * irs orvñ institutiori inoluding the ter'mlnatlorr of partìcipntlon by B'WH investigalots irt

ill *nay, Eacli paLty agrces to use flll r'€nson¿rbie efiorts to coopemle with olrc allothôt"s lrlqulries or'

ii""ìiiËäi¡"*, i,irfuain! pr.ovi<ling nccess to ûeçÊssnÌy rpsenroh reooxls ancl related hlformation nnd tnceling

rvilt¡ l'eseat clt re¡rresontotives upotl request,

This Agrnernent shnll beoonre sffectlve on lhe last date signetl belorv ar¡d sl¡nll contimte ttntil co-rnplolion of

úi"iurËui"lin, dçter¡¡rinecl by tlre FI.lcRC IRB, provldod that the ¡nrties' FWAs rentai¡¡ ilr goo<l standing

äi,¿ irJ"i¿äA ùtäirUu Agleement is not earlier terninnled as provided in Section I I bolorv,

o

10, Bithçr FI-ICRC or RWH may tenninate this Agreonrent (¡) wilhout c_iluse upon-30. days.¡n ior writtsn uotice
- - 

to irrã otrru' or (ii) upo¡- ti ciays prlor rvlitten ñoilce to tlre otheï in the event of a brenoh by tlre olher that ls

not oure<l to the 
'easorintrle 

saiisär(,tion of tlæ non-brenalring party within said l4,clay notice period' In tho

uurit Àru,rv runninarioii il.'e pnrfies rvill errsrre thur 0HRP ii notified an<l rvlll rvork togetber to deterntine

ãn*i 
"rrüä, 

tsnüinatiá;r J¡r ilre rpsearclr beirrg conductcd r¡nder lhe Ag'eornent at tho tinrç of ternrinatiot!,

é;;ñ g, g, I l, nncl iz of this Agroerr:srtwiÍ sulvive any oxph'ation or torntination of the Agreetlent'

I L A¡l comlnnnicatlons, reports an<l uotices requhed undel thls Agrootnent shall be <lclil'ctçcl bf hnnd, by
- -' 

faosi¡rlle, or by first-olass maíl, posrflgo propaid nrrd addrossed as follorvs:

If to BIVIf/Partuer$ P, Psarl O'Rourko, M'D'
Ditootor of l{nmnn Researclr A{Iairs

Pnrhers HealthCare SYsletn, Irtc.

Reset¡'oh Mnnagement
116 Htrntington Al'e., Suite 1002

Boston, M.A 021 16

Fax: (617) 424'4199

wrth coples to: 
iiî::åi:i,riitntnntr, 

M'D'

tlarhlet's Htìtlun l(gsc¡tclt Conrmillee

I l6lluntingtotl Ave,' Suite 1002

Boston, MA 02116
Fax: (617) 424'4199

arlcl; Muia Surrclquist
Assistnnt Dircotor, Npw Submissions

Pall¡tst's Ht¡mân Rescntch Commíttee

I l6 Huntlngtotl Ave,, $uite 1002

Boston, MA 021l6
Fnx: (61?) 424'4199
Emsi I I nrsunclqnist@pathrors'otg



If {o FHCRC:

Dater

M.D,

i,ìtïf tuti"* f Tltle: Dirrotór oF Hu¡na u llesentch Affair s

Kuçn I'Ianson
Diroctot', Institutional Ro'iew Officç
Fred l{utohinsolt Cnnaer Resenrch Celltcl'

I 100 Fnirviorv Avcr'¡ue N - Mailstop J6-1 !0

Senttlc, WA 98¡09
Fax (20ó) 667-683 I

F,mr¡il khnnsen@fltcrc.org

12, Misceltarreotrs; Th[s Agreenrent hns been exeouted and delivçrnd irr alld shall bo governed by nnd constnted

and interprateo ln u"roi,rr¡nce u,ith thc larvs of the conftonrvealllr ofMassaçhr¡setts. This Agteetuent tttay

[:o qnre¡rded orrty by ;ïfffi ajru.,rru'lt signerl by the parties. If nny provision of thls Agreomolrt shallbB

hotd to be invntjd, ilüÑ,;; ;;;iloi*.orrl"l,lte unt¡¿ity, legtlity arrd enforccability of tlto reritaining

provisions of rhis neiää;ì;;i;ili¡;r"t be aifecte<l rheriiry,-Ttré falluro of rr pnrg to insist upon tlre strlct

perfornranco orrny orïläi"rms of tl¡is Agreement shnll rrot be oonstlued to be a rvniver or t'oli'quishtttent

of auy of tlre runn* oi:,ir" Åärär,"",iïã,;"ithervlrolc AgrôerneIt, This Agreoürent is not nssignablo ln

;"h"iå ;; iü poit, arta nnv atlenrpt to do so shnll l¡e void'

This Agr.eeurent nìust be kept on filo at l¡oth institu(ions artd provided to oHRP upon request'

D}MCUTÐD BY ÄUTHORIZDD SIGNÀTORY OFITICIALS

Partnels IlcnllhCnro Systour¡ fttc'
Researçh Mnnngemant
116 Huntirrgtotì Ave', Strite 1002

Boston, MA 021 ¡6

Fararns: Bndrnlu E. Ilieter, MD /
itìììùi tr"n.r rirlo; Senioi vice Presiclent, Rôsenrch

Briuhnnr nlttl Iilo¡¡¡c¡lts Hospltnl
75 Ëranois Strcet * PB-04'415
Boston, MA 021 l5

oo*, dufuy

tûÅA^1+û"M"-- D^rc' tof Ìqfl
Nnrne: Karett Hansot¡

i,r.ill ttøt*l Title: Dirtclor, Institntiorml Revicrv ofiÏce

Frcd Hutchhtson Cnncc¡' Rescnrch Ccntor

ì i òo ttnirulutu Avçnua N - Mailstop Jd- ¡ I 0

Seattle, WA 98109



FRED HUTCHINSON
CANCER RESEARCH CENTER
lnstitutional Review Board

Inii¡tution A - Name of Institution or Organization Providing IRB Review:

Fred Hutchinson C¡ncer Research Center (FHCRC)
IRB Registration #: Com A (00000021), Com B (00000022), Com C (00005619)' Com D (00009831)

Federalwide Assur¡nce (FWA) #: FW400001920

Institution B - Name of Institution Relying on the Designated IRB: University of Buffalo
Federalwide Assurance ßWA) #: FW400008824

The Officials signing below agree that Institution B may rely on the Fred Hutchinson Cancer Research Center's

IRB for review and continuing oversight of the human subject research described below: (check one)

tr This agreement applies to all human subject research covered by Institution B's FWA.

X This agreement is limited to the following specific protocol(s):

Title of Research

The review performed by the Fred Hutchinson Cancer Research Center's IRB will meet the human subjects

protection requirements of Institution B's OHRP-approved FWA. The IRB at Fred Hutchinson Cancer Research

Center will follow written procedures for reporting its findings and actions to appropriate officials at Institution B.

Relevant minutes of IRB meetings will be made available to Institution B upon request. Institution B remains

responsible for ensuring compliance with the IRB's determinations and with the Terms of its OHRP-approved

FWA, This agreement will become effective upon the date of the last signature by the Institutional Ofñcials below
and will remain in effect until such time that either institution provides 30 days written notice of termination to the

other institution. Following termination of this Agreement, the Fred Hutchinson Cancer Research Center agrees to
provide continued IRB oversight of ongoing research for the reasonable time necessary to appropriately transfer
oversight of the protocol(s) to the relying institution's IRB. This document must be kept on file at both institutions
and will be provided to OHRP upon request. Additional terms and responsibilities are outlined on the attached

addendum and shall be deemed incorporated herein by reference.

Signatures:

(
tþÇ-arS

(date)
Name:

IRB Authorizat¡on Agreement

Kenneth M. Tramposch

Assocíate- Vice Prestdent for Research
Name: Karen Hansen
Title : Dftector, Institutional Review Office

Mailing Address: 1100 Fairview Avenue N
Mailstop: J2-100
Seattle, WA 98109

Phone: (206) 6674867 Fax: (206) 667-683
Email: khansen@fredhutch,org

Title:

Mailing Address: 516 Capen Hall
Buffalo, NY 14260-1631

Phone: (716)645-3321 Fax: (716) 645-6792
Email: knrl@buf f al_o. edu

Human research activities of the WHI Regional/Satellite Center relating to
"Clinical Coordinating Center for the WHI 2010-2015 Extension"

CRC IRB #3467ext
Institution B's Principal Investigator:
Jean Wactawski-Wende, PhD

FHCRC Principal Investigator:
Gamet Anderson, PhD

Kenneth

Q43lRBform_AuthorizationAgreement_A TEMPLATE / Version 2.OZ l08-01-14 lPage 1 al4



Attachment to IRB Authorization Agreement:
Division of Responsibilities between FHCRC and Institution B

when FHCRC IRB is the IRB of Record

The following Division of Responsibilities is based on the premise that the FHCRC IRB is providing IRB

oversight for human subjects research activity occurring at Institution B, and that Institution B's primary

functiõn is (a) to contribute local context to the FHCRC IRB review and (b) conduct oversight of local

performance of these studies. As the IRB of record, the FHCRC IRB will conduct all reviews in accordance

with 45 CFR 46, 21 CFR 50 and 56,45 CFR 164, and RCW 70.02 as applicable.

The responsibilities of the FHCRC IRB are to:

. perform initial review of new studies, discuss any issues with the Principal lnvestigator, require necessary

modifications to the study, and make a final decision of approval or disapproval of the study;

. Conduct continuing review of the research and review study amendments;

o Conduct review of serious, unexpected, and related adverse events; serious or continuing noncompliance;

and other unanticipated Problems;

o Either directly, or through the appropriate FHCRC coordinating center, inform the Principal Investigator

at Institution B in writing of FHCRC IRB determinations including approvals and disapproval, required

modifications, determinations related to unanticipated problems and noncompliance, and any changes in

the study approval status;

o Either directly, or through the appropriate FHCRC coordinating center, notify the Principal Investigator at

Institution B of new materials that have been reviewed for an active study and any changes in the study

approval status;

o promptly notify the Principal Investigator at FHCRC, the Principal Investigator at Institution B, and

appropriate officials at Institution B of any FHCRC IRB determinations that require reporting to

institutional offrcials and/or regulatory agencies under 45 CFR 46.103(bX5) and 21 CFR 56.108(b) and

56.113 . The FHCRC IRB, through the FHCRC Institutional Review Office, will submit required reports

to the applicable federal department (e.g. OHRP, FDA) and/or funding agency head(s). The FHCRC

Institutional Review Office will make best efforts to provide Institution B an opportunity to review and

provided input on any reports prior to transmission to regulatory agencies;

o Maintain an IRB membership that satisfies the requirements of 45 CFR 46 and 21 CFR 56 and provides

special expertise as needed to adequately assess all aspects ofeach study;

. Make available to Institution B the roster of FHCRC IRB membership and the FHCRC IRB Standard

Operating Procedures (SOPs);

o Ensure that FHCRC IRB members receive orientation and continuing education on topics relevant to

human subj ects protection;

o Ensure that the FHCRC IRB has adequate meeting space and sufficient staff to support the FHCRC IRB's

review and recordkeeping duties;

. Notifu Institution B immediately if there is ever a suspension or restriction of the FHCRC IRB's

authorization to review a study; and

. Notify Institution B of any changes in FHCRC IRB SOPs that might affect the institution's reliance on

FHCRC IRB reviews or performance of the research at the local institution.

The responsibilities of Institution B are to:
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o When needed, provide a local context reviewer who has knowledge of the local research context and is

able to review the informed consent form and related documents (e.g. authorizations for testing and

release of medical records or donation of human specimens) to verify for the FHCRC IRBP that these

documents comply with applicable federal, state or local laws, institutional requirements, or IRB policies

of Institution B;

o Ensure the safe and appropriate performance of the research at Institution B. This includes, but is not

limited to, conducting the research as approved by the FHCRC IRB, monitoring protocol compliance

(after becoming aware of protocol deviations, unanticipated problems or noncompliance through the

FHCRC IRB), managing any major protocol violations, managing any serious adverse events occurring at

the institution, ensuring qualifications and training of research staff are commensurate with the research

activity and providing a mechanism by which complaints about the research can be made by local study

participants or others;

o Provide the names and addresses to the FHCRC Institutional Review Office of local contact persons who

have the authority to correspond on behalf of Institution B (e.g.the local IRB Director);

o Maintain records of FHCRC IRB approved research at Institution B as per institution policies;

o Maintain an OHRP-approved Assurance for human subjects research;

o promptly notify the FHCRC Institutional Review Office if Institution B becomes aware of events that may

change the ability of the site to conduct the research (e.g., suspension of the institution's FWA);

o Maintain a human subjects protection program compliant with 45 CFR 46 and2l CFR 50 and 56;

o Maintain compliance with state, local, or institutional requirements related to the protection of human

subjects; and

. Reviewand monitor individual and institutional conflicts of interest per Institution B's policies and

procedures.

Further Delineation by ToPic

Confidentiality Laws and Regulations:

-Compliance 
with confidentiality laws and regulations, including HIPAA and state law requirements, is

considered a local institutional issue. The FHCRC IRB expects the designated local context reviewer to

have knowledge of these requirements for Institution B and to be able to provide comments before or

during the FHCRC IRB review process. Institution B remains responsible for how compliance with these

confidentiality requirements is implemented at the institution.

Prisoners:

-ttt" FHCRC adheres to 45 CFR 46 Subpart C and needs to re-review a protocol when it becomes aware of
a investigator wanting to conduct research on a prisoner. Institution B must notify the FHCRC IRB before

enrolling prisoners in research overseen by FHCRC IRB. For research that is approved to include

prisoners in accordance with Subpart C, the FHCRC IRB, through the FHCRC Institutional Review

Office, will prepare the Prisoner Certification Letter to OHRP.

Serious Adverse Events and Other Unanticipated Problems

It is the responsibility of Institution B's Principal Investigator to identify and report Serious Adverse

Events and Other Unanticipated Problems in accordance with the FHCRC IRB Policy 2.6Unanticipated

Problems Involving Risk to Subjects or Others. For events that must be reported to the FHCRC IRB, the

Principal Investigator at Institution B will be responsible for providing the appropriate documentation

directly to the FHCRC IRB, or to the appropriate coordinating center at FHCRC which will report the

event it to the FHCRC IRB. The FHCRC IRB accepts the responsibility to ensure reporting to the

appropriate regulatory agencies (i.e. OHRP and/or FDA) if the FHCRC IRB determines the event

constitutes and Unanticipated Problem Involving Risk to Subjects or Others.
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Noncompliance: t.
It i, tt 

" 
responsibility of Institution B's Principal Investigator to identify and report Noncompliance in

accordance with the FHcnc IRB Policy 1.9 Noncompliance. For events that must be reported to the

FHCRC IRB, the principal Investigatorat Institution B will be responsible for providing the appropriate

documentation directly io the FHCRC IRB, or to the appropriate coordinating center at FHCRC which

will report the event iito the FHCRC IRB. The FHCRC IRB accepts the responsibility to ensure reporting

fo theåppropriate regulatory agencies (i.e. OHRP and/or FDA) if the FHCRC IRB determines the event

constitutes Serious or Continuing Noncompliance'
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