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Advarrcci"l ur I.lela.:talic l}.cast (.atrcur

Prinr:ipal Invcstigatur:

Inlroduction
This f(inr: is pfirt nf an intnnncilcotlscttt prnccss tirr il rcserrch stucly anrl it rvillgive ynu inftrrm*tion thatwill nrake it possible ftrr you tfl <iecitlc u'lretlrcr you ',vislr ltl v()lunteer lirr this re"searclr stutly. ,,Volunteer,,
Illealls you wallt to take part irt tlrr: strrd5', yr:tt-t tirr turl havs ru. Onue you urrcierstauil wlat is involvetl;tnd allof your questiutts have been {lrtswercd, if you slill ivi.rh to parricipale, you, along r.vith tlie srudydoctor/principal investigalerr or a tlenrher ol'the stu$y team, wiil tx *st*tt m sign this in{bmrecl cons*nt.Yuu will receive $ copy of thu cunsent lirrtn (* kecl:. if'y,,u lrave question, ol u,rf tinre ciuring tlie rescarclr
study yr)u sirould teel tree lo ask lhcrtt rrnd olrlein ilns\vr:rs to )'our riuerstiuns that y,ou c:ompletely *ndersranilYou are not giving up ill)y ol !ottr lcgtlI rig]rts 1.r1, i,,rlrrnteurirrp iirr this rcsror*h sturiy ry by:sigling rhis
u$ns€nt 1'0rm.

o{'lhe rescarch, riuclr as lhe costs *,
is llrr lirneler of'this rcsr:arch prurorol.
uollurting thc inli.rrrnntion rcquired hy

hudgct usu;rlly covcrs tlrr cnsr

1115l11grtncr.rl. l'h,.: sturlr, rlnrg
rvill supply- the tinrg
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l)ltir.i:l,tl I'i,l ili rrr.,l/(.Jrcf,,n,, ,,,,,,r*,,,ffi,;ir, 
l,];::;. rrr,iir*r.a.1,rnl,riqlrlilrollar,i.rr \\r1):,c:rrrilhi,i"ry,,u,r i,.: iffil'i\,;i,u:(:i i o'

li'in u nci:rl Ili.ccl0s u r.r:

Why havr I becn askr:d to purticipatc in this stutlv?
You are [:eing askcd tn tilkr pall irr jhis srutlv hr:i:ausc vrur
nretastatic {spreud tr: urher p*rts *f'rrre h*cryi br*st .uu**,.
gruw and rnultiply r.vheu the estrugen hr"rrrrrorrc Lrlrrelu:s ro
usual ly trc$to(l rvith "rrr.rrnrcuar rrr*rl pv," sorllel i nrcs cir r l cri
cells of {he estrogen r}re.1 nced tu gruw.

havc homr*ne rs{cplor-positive atJvsrrcud r.tr
, tlanserr r:ells tlrot nre hormone receptor_positivc
th* horulultc ,'t:ceptur. This type ol'caneel"is
"ulti-estrugen tlrerap-v.', that stnrves lhc canccr

se o1'this research sludy is to evaruare a ncw treaulrent for hrea cr, sorrr{iuih. also callcdi r' &. e.rrtrr!rlt r\rl I I
iri unmbirratitur u'itl: u'n approvc(J truatmrnt calrcrJ Ietruzore or
l.sitive ariv*ncerl r:r nret'rslirlic br*ast cilnccr. f .*uor,ri* i*;;;t

'" tbr treatn:ent ot'hormone
that is calleel an aron)ataseinhibitor (Al), which hrrxks ** *rlz-vrne (hnt nrakes e.strogcn. Ars *rrnrs llnrost conrpletel3:tely block our ustrr.:gen irrvrlrr\,!i!rr. rlr.r .lIlil(r$t UUIIlplelqly OIOCK OUt U

n:iti,lr::llliusal .wonr*n. 
l,crrnr.rilc wa.s appr:r,ccl hl rhc Li S. l,*oii ancl l)rr"rg Ainrinistr.ation in Janruary 2001r-;;;;;; .;'ffiffiffi'il.;illffilri$^ t.-^ ..-- r Ir l- I rlreatlnent' It has Lrt:cn sh*rvn to be rttore eltective rh*rr tlre prc$enr iitnndarclo['care. turn.xi{cn, iurd t* haveft..n'er side eff'ects tha* otlr*r clrugs usucr in hurrrr,ilal tr*:r*py.

Sorafenib is an approver-J meclicatior: b.v'the [,r.S. I'r:exJ and Drug Adnrinistralion used to trcat csrtain advunccclkidney cancer$ and livcr canccr. Suralbnih fights c*nc*r by intirfur"ing ,,.virh thc abiiity of cancer cr:lls ro gruwand divide' The drug blocks t'uvo di t terent pathw,ys that woulct ,r,rrnruily help cancer cclls to multiply; ons w*vis by limitirrg the blood srrpply *nd nutrients to thc cancer cclls ancl the sccrrnd rvay is to stop tlri: signal tliatlllurvs canccr crllls to gror'v in nutnhcr. Llreast (juncrr cell.s urc especiall-v depcnc{cniern thcse rwo pathwilys togrr:w and lve mav bc ahlr: slorv clorvt: or stop them rvith sorafbnih. I'here liavc been stu4ie.s perfi:rnc<i u,ilhsorolbnib alonc in patitlrrts rvith ttlcl;ls{atic trrvast car}cer; the.:e studics shawed tlrat sgralbnib by itsclf sirowc6nnly a small ellbct on the cllrl*{r' I Iowever. lhere is a l*t of potenrial {'or *oralenih to be c6lrt:rineci wirh otliernrcdicaticlns.

'l'his stucly is heing c,nclucter'r ii:rr rh* l'r.rlro',ving rcu.rious:

' 'J'tl help tci finil tirc id*ai dosc of k:trnzulc ancl sorllbnib together.
' T0 Jind uut horv hrea$t callccr LLlIttilrs suclr as yours rcsporicl ro the ccnrbiuatiuu oi'letrozole andsorafenih.

' "1'o learn more ubout th* side rjllecls af this conrhinatitn r.ll'dp1g5.
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ltltas* l'll I r.i;ri ol i rlri-rzrrlL:

""'irfl",':i:\'l'

In nrder ltl tnkr prrt in rhis ,rrr,h:ffiilr ,*,*r rlr* firllt:ruirrg conelili*ns:' You must hure a tliagn*sis ttl'ittllltttrr*tl or n:etastatic i.*ast c{rrccr rvirh rslr*gcrr r,ec$pror$andlor prrlgeslerone receptot Ii prr.$ertr{.. You must lre .18 yurs or cldr-:r"

' You must he po$ln1en{ipi}rsal 1,v0u arrr 56 ye$rs or oh.lrr anel have not had any rn*nstrual blccding inthe pasl l2,r*nth;. yuu iravc lrad surpcry (* ps11111y13 hutlr ovaries.,rprcducliun *f *slrugcr: fr*m
-vottr uvariqs ltas heett st*pped with n"redicalions, such as goserelin or ieuprglicle).' You rnus{ no{ Itar.c rt:ctivcr"l hornrnntrl rherapy lirr rncltstatic clissase.

' You must not h*vc rcccivecr uhen:orhr:rilpy ,.lr"nretartaric iiiseasc.
' You mu$t not have attY $thcr seriuus or significarrr metlieal prohlerns, which, in y<lur doct*r,.rupinion' ntay make it d*ngcr*us lur you to havc herrnrtual ther*py or chemotherapy (fur.exarnpl*:history i:fa heat't conditir:n known as {.'oflgd.}Ii} e heart.failar*, *h*r* your.heart fail.s t<l pump hl*a4eflbctively, an irrt'ectir:n which is not resulvecl. or **r** malnutritionJ.

;ticilraf*,.!
ll:,_:)f",:d rhar brru'*.n *i^ 116
rhe .rsi parr ,,r rhc *,,,01i,'".,,;;il:ff iHli::,fiilffi.Xilii,iJ'::dlJil i,,f;li.|-,'il,1i1i,,i;i:il;n',:ff:ru-Y r) uLrtrrrlrutE' tlls llext sel oI pi]1lcl]l.1 t't'lll he aclclsd tti the Pha.se II (ser:ond) pgrtion 6l'tltestudy' A lotill ol'55 pi'rliellls liavc heett enrolleelon 0r* study.1"he stucly is now closed to *ny,erv oatieuts. [[ld to any nerv patierrts. Ilyou are *heady cnrollcd tln thc stutly" y{}ilr srud}, treatrrre,t isis c.rpecterl to l*st as long as your .o,.,..rd,r*. not getB*$rse r:r urrtil yr)u ar( nu lorrge r rer-,eiving t e n*tjt firn, rir* rr*;;;il]y;;;;.;:;;[y $top takiilg pert ar arr_v. tirnr: {irrfinrv relNot"l

)Vha( nill I br: askt:r! lo tlo il'l lrartiri trr in thi.s rescar-ch studt,?
flefore you may takr part ir iions and have the firllowing tests antlcxaminations to stc ilcxilmtnallons to stc if 1'ou art: t:ligihlc. 'I'hi"s is callsd screening. it is imp*rtant thar you a*swcr all questionshoncstlyattcl ctlm;rletely, I)cpcnding iln li:e ansr,ters t* thesc urreslionr nnrl rh, rnqrlrc,rf tr.ric qs.rry, I)cpcneling on ti:e ilns\vers tfi thesc queslions and the r**uit, r:f test.candcxanunalions. it is possihle thut ynu nlily no( he ahle to take part in thc sturiy.

In somc instances. certailt tests or pror:eilttres c*nclucteel <luring thr: study nray havtl to he repearerl. lhis ur,happen il'some orall of'the results nru unusahlc. Alsr:, yn,, **y be a.$ked to havs ad4ition*l re.sts orexanlinations. I'his call luppen ilatr unc.tpcclrd nrsdieal cvenioceurs tluring the stucly.

Before you hegin treatntcnt, you will trr:ccl to lravc thc lblluvilg tusts gnd proccilurr:s tli:nc:. A history anil phy.sicul rxant.
' You will be asked {ht:ut the exlent ol'your physical nctivity ancl how you are generally leeling.. Your wcight antl huight rvill hc rakcn,
' You will have hlo*d drawtt usirtg a small needle or pla.rtic tuhe, In check ynur hlnocl cgunt.$, your

blood chernisrry, urcl ll*w 1,rur livcr a*d kidneys are working
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lllrsre l,'l I Trial r:f l,etr*zoi*

You will h*ve an gl*ctrocardiogram clone (alsrr kn*rvrr as .,1
paper tracing o{'y$ur heart's non.nill e lectrical $ctiyity.
If'your dCIclor fbels you ri{rd }t, yDLl $l{ry rinvu t. have a (.A
look at thc orilans in -1,t:ul. bocly).

'f'"'{: s{}r.'rtL'lr ,,f l* i"ir':.t.1 rrrt, ilrr.ra|r.ir) l).rtr}r*rrr:rr;.lr:.ril \\!)rir,,.\rrii
l..,,rt.rJlr .\rji ;ir,i,.rj or' [,1r.t.i::iiil ir"r l.lr..:rll (':rneci.

). l his is u painhxs

['scan or lr,lI{.1 (spccitl tr:sls which

Ilal'iiil;rble. ll \ar*ill* i)l'thr tissr:* urken lrorn the hinpsr, r:rl'yurlr{rinlr)r.tnken at the tinre ,f youroriginal diagnosis rv.ill hi.: r'*quc${ed l}om the d*ctonui,r, p*.ii,.ruc6 the hriupsy. 'l"hc turnor w*ill lxstudied to sce lile l:takc-rtp ol'cellatitt ecll.:. u,hiuir rtra.y,nak* $rlmg (imcsrs responcl to this tre&ilnerlr.Yor rniry nr:t <iirectly @g,trr fi.nr th(rsc Iests. (Filrt'f lr.ese'rrhi
It'you itre * Iclier:t filIlou rvill ulso be askerl to have blood drawn usi,g a smalJ neetlle orplustic titlx' Lt 'stn|c lirr lllttrc tr:sting. lt is nur kriurvrr at this tirr:r: what thesc tests ruay bc. Ahort llablespoons of'r'tir-tr blci;rcl rvill he ustrl lbr tlrcscr tcsts. "l hese serrnples arr opli$ll*1, il'yclu cio nclagrcc to thcsc adtlirional sarnples. y()u mav still raku part in the study. (part 1tf Rc*rarch)
You ttlltl' Lre asked to ltitve l-'itry:sies ( removal nl'small iirru. saniple fiunr the lrca wherc your ilixu,s*

,dlffi ffii ir';. ;-rxll,:ifixriili i*y ili liifin ffiytlu do n()t flllre* to thesur adclition*l sampks, you nralr still take parl in this study. (part of Rcsrarth;You r'vill haYe blurd drarvt: u-sinlt a snlall ncedle ri plastic trrhe ro c:hcck circulating tumor cclls{crcsj priru'to tx:gir:ning the rriar nrd arierr I cy*res of trEatrnent {at g weeks} (..[cs can he {huncr
in the hloorl il{'pirtients rvir}r a r.alictY ot'nrclrst*tic carcinomas and recont resilarch has shown thnt
the ptrscrtee ol-Cl'l(l's cilrl potcrrlliulll'[rr; us,:d to prudit:t lrorv patirn{s r,vitJr nreterrtatir: hreas(uauccrwill cit: r,r,ith cr:rtain ntr:riicatirins. (llrrl of Research)

TrSa!ryrent Plsn:
If you decide to t*ke part in this slud"v and arr: ahlu to join b*sed un the above criteria, y*u will have thelollowing treatmcnt:

YOu willtake lt'trczole *ntl soralbnib lirr 4 str*ight weeks (Days 1-?s). ll'you are prenrcn(lpausal, y,u havc
estrogen produoliott liunt vour ovaries' Many premenopausal rvon:en lvill still be menstrultipg, glthough
that nray not .tllvit\'s l"'c thc r:nsc iiir caeh woruun. Your <loctr:r will help ie clercidc il yuu ,rr* *iiltproment)Jrilrlr^al. "lo.ioirt this study vott rvill nectl to heuorle p()stnlen()pilusal t1 decrease ih* *rt.og*,.,
production liolll Yilur rvarles. l)ecrtasing \'$ur estrosen may help tr: lreat ,yogr. hreast cancer. 'l'his can b*
done rvirlr surgcft to rcnrnvrl vour or,uries ur vyith a ine,nthiv injuctiorr inio fat or muscle ol.gurserelin or
leuprolide. medicntiortx tltill stop vour ovnries fhrnr y:roducing estr{)gen. 'l"he injecriln lo clecrea*e estrogen
pmrduction lrom y+trr ()vilrie s Lr{ln suu1 nt an1 time, incluelin[ rhe diy you start studv troiltnrent.
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llltrr.,r: I il lr.l:rl,il ll,i'''ffi i,l"l:..,''' f ',,,,, u,,,,,,..,,,f 1r: irir.sr-l..inf ]ilr.rir'\ ifi r,rlilr*(.rr,)rrrrrr:;rr \\.r,,rrr:. *.rllrlri,.it r. i r,r,,rli,, \r1.,:.ii.r.,r ,,, l\.1,.tffilr (.,r1rr.r)r

Yor: r.vill ct:rttintr* tr receirre {lrese rrrr,j jl:atir-rrrs r.ruless:. \'i:rU har,.. stvrlc, lrrr-iotr! llrtiJ.l*r (.\Lrcrii\if siii* cfircls.. \'ottr e onr:ct. lrct:iln).rJ \1,.ilI.st
. )"*tt r.i islr ltt 5trlp laJiil)!f 1:ri:rt ig this strrdl,.

r:otrlitt tte lt.,iillnteil t.

Allcr}'ott -st{il'( tlrr;ttlllt)nt r.t}u u"ill irlvc r}rc lir]lor.vin{ tcsts anri prt:ceclgrlls t1J}*rl

lie fu rg-l.rac:lt _( :rr_! r: r{- I IL1Ult.g1-f_, Itli]'sicul r:.n anr
a

a

a

a

I

I

You will be asked questir:ns t* uheck how,vou are torerating the drugs.
You will he askerl the.ext{,nt of'your physical acrivity ana tw you are generally lbeling.Your r.veight and heighr will hrr taken.
Your bluod pre'ssure rvill be taken weekly during the first rl weeks ol trcalncnl.Ytlu will havt bl*rld tlrilrvn usirtg it small needle ,rr plastic tuhe, to check your hloo6 counts, yourbl*od chcnristrl, 3n4 lr*w w*il y*ur kidne-vs and Iiver are working.
Yuu will he givmr a rncdicatio,, r:liu,-r,and asketl to fill it out daily.

Uig[1li] -\\'t'ck.s,
' Y'* lr,ili lraru lrl..ir ,.r'rrr..,,* trsirrg a sr*iril rictrirc,l

li.ulr()t rr.lls r( l( s).
plastic tuire tr-r check the level.s nl"circulating

,$

ILg*: 'l 
t!1'*lyc 1 I "1 1 \\'erkr:

. lIyour (l{}ut{)r tcels it
or$iin:j in volrr lrtci,l ]

t$

lrr
rlec*ssar)r. yolr may nrcd a ('l'scan or MRI (sper;:ial tesls which lo0k al the
chcck the prngr-c.ss *f y*ur catrcer.

I'irgr: 5 r:1 l()

l,r'..Ii ,. l. ,'l

I
t
I
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li"gdlrt l rclrnt*tr

thc ertfl rl1'Ilic, SflrtiY llt.l(l,,art. i1 \,():il1^ r..i]llr.:L:1. rvrlrselrs):. Plt),sicirl i:\lrnr
. You rvill be askeii qrrestious tr) see horv you ijre tolrraling tlie dnrgs,
' Yott wlll ir,: itsk'ilri llic cstr:ttl r):'yorrr phi.'sictl acti\ii1v *nri how, y{tl iu.$ gcnc:r.1ll,v l*cling.r Yrltl t'vil) ltrtVe l'ltttt,-l dt'lrtvrt usirtg it:;rrrull nr:u*ic tr pl*stic trrhe, r*.tr*Jl your 6luocl L:()*rlls, vilurbl0oil ,'ltcrttistn urttl hrtrt' u'cil r,rlrrr kirlnc,vs.rntl Iircr urc *,r.rr.kiltSr Yr)ltf rrreriitlrliorr riilrr-r. rt'ill ltr:: rrhcckur.l lu:rl crllccleil"

'r\ tntlle of test.s ilntl 1ll'otetlllrts vou w'ill har,c donr for this s(ud.v is inrludctl at thr rnd of thi.s c0nsruf.

\,r'rriorr l)i,tnt rIl.'^l.ji l ,t i ":ii
lii



\Ylrat are tlre risk.s llrrd,iul" tlisr.ornforts I chosr ltr in this .rturlv?

$Jenctql Ri{ks:
lf you decide to tnke f)flI'l i,t thrs study. you urdcrstand that you moy take the risk of'thi.t
$ffective against y()ur ililn$er. The clrugs used in this slucly ,i,o,o *oun* all, nune, or liurne
e{ftcls Iistccl" A}so, there is alr.vays tfr* risk ut'dcvcluping very rulcornmor} or previgusly
eflbcts''l'he risk of trsinl; tlresc clrugs in c*rnbinatiunls rieit kno*.n ar this tin:e.

Specific Side llffccts of fiaeh Drus:

trciltment not b*ing
o{' the lbllor.ving sirlc
runknor.vn side

Snrufirnib
Snrstbrrib is an invcstitillionnl tl'ttg stuilictJ tirr use in hiirmr.rnc r'*ccpt{}r-pri.sitiye aiiva,ced or rnetaslfltic
l:rcast citr)cct .

"l'he most e()mrrotr sitlr rl'l'ctts *rrr:
. ltctlttcss ilt(i,'or -.r.r,ullir:rl ll'tirc lr;.urtls anrl/or tcct. Skirt rirslr
. Flrtiguc (ii surrirtion ol'ltclirrg overly lircd or slcr:p},and lackirrg irr cnrrg_v)

C:AUTI{)N n*oT},: tlu ttot drise or operate;l}r.y- machiner3'il'you rrc l".,li,rS uverl"v- tiretl ur
slcup.r,'.

' l)iardlcn * irre tuitsctl li'r-:tlutrtrl'rrf'hr.rlvcl ntovcnlcl)l$ r,r,ith ful*sc. lqtrlcry st6rls

(.)tlrcr kss c{t}nrn{}n sirJt cflt'r:ts ar*.
, ,,\n irrcr*asc in i:ltird lll.rsslrre
. .,\ lk.et-r.:rst' ttt lryr1rt,li11,
. \Vtight ltrrs
. Chills
. Icver
. P:.rirr irr I r:ur jrriril.,
. I)nirt irt 1t:rlr nltrs{lr.r5
. AllcrSie tcllctir.lt)s (rr lltc nlL'(llc.rtit.rrr
. I,lu-likc .\l nl11t1)|t)s
. l'lirslrin$l rtl'yrrit:" iilcc ilndror ileck
. Iligh [:lrcrl suLrar' {dirhcri:s}
' ,'\ ilccrrasc itt thr-: prtrtcitt lcr,cls in yr>rlr bluod thal cau carrse tluirl rctenti(,ri
' ;\ tlrcrelst in titt plt0s|ltntr: ltvcls in vollr hlrrr-rel thnt cart ltili:ct -1,utr htin{:s. t-rtrr*cles. iteart unrl

It*rvQil$ $)'stcnl
. II*ir lirirrrrirrg {)} i}atcll-v luir ioss. ('rnching {}r Il{:{linlt ul'sIin on lrlrrds tr li:'ct. Dr) skin

i.,i

,'i -lirl+ j

i-i r( $
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I
I
I
Il
t

;li[:*i

Versiun l}itc: {}li}1il I

Advuncrd ur [,letrulatiu Brcust (':rnr-tr
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j;:fi],1,1,:,:;J,;i,.;111'"' '8,1111: rtlr:rr1r;r'f . i ir.r,r i,r.'rhr.,ri,yrr irr 
'i,"i,,r.,,rp,iLrs:rr 

!\,,r:,r.ri *,i,rrr
ltchinp
Ar:ne
{'halrg.cs rn thc xrils i)l \ri\ru. linp.err..s ;}lirl/i}r. l

(' lr ang.t:r i ri llte r: t.r i r,rr- t{.rrls lylr _1,,11rr sli ir i u,i tlr
al r' laul, irrg ilr ctrk rr

Nrrn-li lt lhrelrk:nirrg sk irr c;l.lL:ctr,
A bdi.r nr irrirl ;:r,ri n
[ :pset. sti)rrtur:ll Ji l llerr] tr rl i gus{.irrg lircrl
I leart hulrr
\ituseit tl,":1li11U lis il'\lirr'r.c 1hqr1t to lhr6u,-ypi
V*nr i r ilrg { tilrur.virrg-up.}
ill.ssincsr tiucrelisu- in be lchirrg andior pnssirrg girs)
(.'rr*.sti pirti on { rl i f}r crrl tr. }rav i r: g b.rvc I rrr*vr,rcrrts)
Ahdorlin,rl s*,elling rtrle to ;r lruilrl up ol.fiuid irr 1,our.hi:lly
lntesti rral hlr:riliut
Dehvilrution
S0res irt th'-: lirling tll'\'ttttl'ntrirrth lnLl/lr thrnnt liral i-:an rltrke il rlitficrrlt {,,:^,rvnll*wr\ decrr::h* ili thc ttuttrbtrf ul t(riJ l:ltioclcclls.'l'h.is can nraku you l*ql tired clr r.lerk, or )r1,. *rilyhltUe 'silttlr difilcrrlr\. br*ltltiltg. I['t'lre clecr*nsc is sr:ver*, r,.,r, rrrfly lrreri a triurslusir.rr er{ rccl [rklrlrt
cr":lls.

A dect'r:rits* irt ilic rruntllcr ul'r'r'trittr hlurrrl crclls."l'his rnlv.lor.lsc nn infr:r,tirrr sinc* *,hilc bl,:odcclls he lp tu l'ighl inl,uuriorrs.
A rlcct'cits': itt ihc lltttltbcr ul ;:latelets. lhi.s cilri cl.rLrse \()u [o lrrrrrse eusilr.or 1o lricecl rrrorr tir.sil'
as plittclt'l: ,;trt itttirorlitrrt lirr ntaking t lotid tlors. lf'thc riccre.'rsc is scvcrc. or 

'r1u 
lravc hlcccling.

) oll nlu\ tirrr(l ir tr;rrrslirsill: rt l'plale lrrls_
L)lttltilge to \rotll nLrr\ics lltitt rlltrt.rcs the lcelirrg nl'pins rnd rrec,*lles irr !rrur hands. ling*r.s. leet and
toe s.

l)lnutglr l{) \.r)ur pitnt:r'cit_\ (llris r:nn cirusr:1xrin. llaltJ{(:it nnil r,*rtitittgl
I)lnl:tglc kr ll1.' 11t- ',' t','itli itlrtt*rtnalitics in hloutl toiits lhfit nleirsrlre thc ljr..er's nr*rlal lir,trtiurr('ouglr
.\ btrild rrp rrt'f)rrirl ol'r.our r.ircxl catrit.r, th;ll tr;:n n)tktt yorl li:i:l slrr.lrl ul.brr:uth
;\r: irrllrrrrilrirli{}n r}l'.\,rrur lunts thut rliur uukr yuu l*r:l shlrrt ol.hrr.rtl-l
l-trrrg u,:llaylsc lr lLrgirur( (llat erir hr: lii* tlleatcnirrg,
Illttdilri: lj'olu \rrul rrli rrlfr irirt:tilrllrgtl irt yt.rttt^trrinc
K itlricv dlrrrirgr .:irid,/i) r. I ai I rri,:
I)cpre ssilrr

a

a

,
a

I

a

t

I

a

a

a

a

a

a

a

lout
dev*loprncnt nf'uncven potehss ol'y*riuus size rhnt

a

a

i

I

e

)
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t
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l,i:,,ffi,.,',t,".,.iffi1r,..;lt,il1.,,,\.1":,.ni.,ti'l.t,Il5l{.':t|ti'i.'t,

ll* r{.br*pcrio us *dc.L{Sct! arc:

the bou'cl ()l.r'i()li)llcli lr.il:itrilitlt( tinai tracl) tirat r:raj, rcr(lrlird surglrr' trl re;:lrir irrr,.l can hc lilb
t lil citlct t ing { \:{rri n ti.t_y I }i} r,t: 59 1,g1.s stni ltar_r I r lla.irt)ltlci:tlinS tutit litt": brlirr r:r sprn:rl corit 1,1'1111 r:r1y llti,c naLlsr$. \irtx)itiJtS: ir..arjuche: llrss tl.t{)rtrc iou sr}c ss. si rrrrr:il spur:clr. pa:.llvsi s;

If any ol'thi:se .syrnpk)rrls occur, please call your stuely cluctur imm.rrji*tply at

srtraleni [: r:;uses lherrr.

' .litint srveJling an,.l r.drhress
. Arrn rlr k:g sr.l'clling
' Ini;:rcitscrl risk oi q*rr{
. Irrte.tlirurlblorkeqc
, ll;tck p;iin
. llcing 11,,1,,

' ("lrr.st ir1'lilr P;1i11. ll*ildurlrc
r r\nlt r-rr lcg parrr
. Bluuil i" luts
. {'huriLtes ir"r vtrrrr l'}unLinc ^s--\sleul Llral c:u.t 1-rut vou af risk ril"in]cctillt. Strokr
' ('hrrrges irr lrlrr<rtl r:lrlfiin5l lrr,pcrticsl *rir!,ir)xrcrst-r risli *l. l)izzincsr
. I.ee linH liglrrhcltlcri or tlirrrinl
r Anxi(:t)'. ll(11'\'()usilrss
r l-os$ rr l fitertror-r'
. \,lcutirl irrrpirirurclrt {coullsioril. lrrcsLrliir nr fitsl lrr.:irrt lrcitt
" Il*art tltu'":k
. I leart lirilLrlc
r []lcrtlitre irr th,,'iurrgs and tht: r:hest
r Stl!'crr lt;rrg inirrr-v
. I-.r('t'L(iliesi rriih p.rirr
. l)ottbl,: visrltr
. Slllrcrr drnragr
. l'rr*ling ill thl' skin
. l,(rlv l1:t,r:ls r.rl sr.riliLrrn irt vriur l:lood

hrlrm{irl hler:ding or clouing

IJ;l{ir il al it)

' ritr, l, &FIlrE#VilS

i:ilil I iI iil13
l

-i

V*rsion I )alrr a) li':.ii I i



l)lr;rsc l,'ll I ria

\ioitr.: cliililgc$
I-.r'r":rti lr"r,.l.t, r I irrre t i trrr

Lqtrozole
L,ctroz"ol* is an upprovud trsatnl$ltt lirr hornrone

I lrc tnusf conrrnon sidr efJ'erts alc:
\\ictk rtr-:ss or i l*t ie:rs*d ultcr.i,ll
I Iut lllshesi'J ] uslt,.:s
Irr,":rcasetl cirul cstr:ru I l c r,,c l.s

Illi:rr:asr:rl sryt'rtl i n q
Sllcliirrg in thc irantls or feel
('r,nslipatiorr
Dizz-.in,"rss

l lcnriilcht
('lrcst ;raiu

: I illl-1"-ittr: 'l'1r*rap,,, ir) frltatrlcl(ri).r1strl \l,6itten llillr
;. l;urrtf

rrcep{ur-po;itir,t: uelvsrt:rd or ntsl$st*ri* hreast cancer.

a

a

t

a

a

I

a

a

t

a

0ther
a

I

1.

a

a

a

a

a

a

a

. Jointp&in1s1lfli1*s5

' [-{air loss or thiuning. Bune pain
. Illack puin

' Shortne ss ol'brcath
. Cn*gh

Irss 1;urrrrrr,rn sidtr rl'l'ech lrrr.
I )i l'llrrrlrl slr.rr'pins
Llcprcssirrn
I r rcrcu.s,,:r-l h k ro,"i g:russ r.r r.u

lliurrltc*
( ltlr t.ct illr iorr
N;rtts,":ir

l.i.rss rrf el)l1f tite
Ahdorninal frrin
lJunr: lilr:lurc

ll':ictulcs.
Ilror.vsirrrrs
i\luscle uches

a

I

l)::g-r'9 rii lil

]]..|]
:;ir-")!'Ll

j :i i,,l
I
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Iiil

I

ili',;r

Vl'';ii)n llitt(. ;)l/.1 i. l i
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,t::;x.::'lxim;,.|];::j,,-l,iierrrp1.ini}trslrnettrrpiltrsalWnrrrurrwith
Plrir.le ltll I rial ol'l.crruzole

Vagin*l bleecling
Vagin*l dryrrcss

Itarc hut scriuus sitk lffcct-r aLc:

ill'()hlet'lls r.rlrile iirkirr* ltrlr.r:zolc rvlr sirrriltrr irr ll)u lrt::.rtrrlatc of rl,rlr1icrt rr:.:cir,i1g, lirnrpsilurr, r.vlticli

u'illt u'ourctr t0king letruzolc ls rvith \\iot])(ti tahing a plrcrtrr.r (a piil lhat conrairrs uo acriVe dnrgsi.

hr lissnciirlerl with it yer-y srrrall incrcasr: ir: risk.r llldr)d clot in I b|1111r1 \,cs.!trl

I.euprolide or ( Justrclin

r'ict:tcasc llit: cstrtlr:ctt plrl'drtulit,tt lrtu:r your olarier. u.,lrie ir rru1, lre l1r tir trcal .ylur l;rcitst cagcer"

l'lrc most colnmon sidc ul'fccts are :. [ {r:t tlashes
. l)ccrrasc in.rc.r dr,ir,c
. \r*ginirl .Jryircss irrrd.ror d1-.sparcunil { pairrllrl ir:rurcrtrrsc)

Stopping ol'menstrual periods atrd tltc inatrility to lnvg chiklren r.vhile rucsiving the injeeticns are ilesirecl
elfects of' these nredicati ons

(Jth*r lrss colnnlon sirlc ef'lbc(s lr.*:
. I le*thclrr:
. Iirq,.lness
. l)izrirrtr.ss
. hiotlii cltirrrr.,r-ls
. Slecp ilislurlrlnce
. ,r-ausca
. \irltnililtl:
. [.0ss rit apfrtrtr
, lllruk *r..ioint ririn. I r:elrl in'i tirli(ut x,herc the shrrts lrre uir rrr. [.,t'rss trl borrc litirrcr.iil durrrit-i, ir:sicoportisis) nlily (lui:ur *nci r:ray lead ttr hrerkcn hones

a

a

J-"i:'P6;'Y*t*
I rLr', i ,i ,,.i
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i
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j
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Ph*sc I
lI
pl

ine l'hempy in li\rsfirer.:c;ruusal Wonren wilh

r(:il(:til)lt {hrl cirn ci)tlsr: dcath is quitc rarc, but h.K

there nriry he slight pain. a hruise, hlccding,
bl,"rod is dnrr,vn.

Itarrr bul rrrious sidr effccts iuu:
',,1jlurgie r*il{lit}lti, ilrulnrirr:r srv*liirrS. A:tit1:lt;' l;.rctic shocL, ; \1(1.\ s,.:\,crt: lllur.uii

('tCCilt't'Ct.i.

Whcn your hlrrul it elri,rwn rhere ii l posxibility thrr
ciiscoloration. .r (mrely) i*fccti<1, at the pkci: *l:e.e y,.,r

l1':rtrr'of tlre.se st'ril|touis rrctrlr. plc;l.rc cril -r,c,ur slu{ll clr,,.:trrr irn,rr:criatelr,.at

"I'ht risk's itssttciatetl with a c"l'sctn ia cornput,:rizeel picrur.c to loc{ltc *nd n:casure your tumor);o [)iscur,fbrt or arxiety lvhen rying insitre the ci s{*rrrer
' 'lhe cunirusl material (tlyc) is injccted anrl nray cnus$ vorr to get 11 nrerallic taste in .your mouthr You nray fcr:l rvarrn antl rur*ry ({rusc *i}il$ea ur vurrili*gr You will be expr'rsed to sonle radiation rhrough tlrix procedure. 'l'here is always a slight risk of 6arnagefrom bcing exposecl lil anv r*diation, includiilg thu low alnounts ul'x-rays usecl lbr the cT scan. If y*uar* especi*lly concenl*d rvith rlclialion *xprlsur*. please rliscus"s thi.s with yuur drrctor.

()tlIrr ll erl icr tions or Su llplrnrents

tluctr'rrlinr,cstipirtor lrlrrl pcrnrissiorr rs {ilcrr lo c111r11,.,,,* ttrkirrg (h{":sd ttlirdi{ilrfs.

otlrcr rluclrrrs l:irrr_' llrrsr.rr[:cil fi:r I.rirr.

.r\lso,grapefruitorgr:r1ltfruir.iuir:e
,"p.ri-i, .,' e;;&;; j;# ;;il;.*r!rr! 'rirvJ. r s{rrrx $rdF}srt ulr uI. srilpclrutt Julcl3hccausc it nluy itl'fu:t:l hou'ynur hucly ahsorhs th* rncrlieatir:n.-Tlris could h::t ti,n littlu r:r truo rnuch crl'llrcnrcilication into yttltr botly uncl n(rt allow the nredication ti; rvu^k as it is suppt-rsrtl t*

Prt;lt I l tf'19

ir.d
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r.slr stutlr,?

il;,;::x:::l]:,:::*tc{fi.rlrrltakirrgparti;; 

", 

;; ; J ;;;_; ffi il # Ir ffi:,IT,:iil: T,XllJ'Jli: :: I:,also experience imprttven.tcrlts {rl'yolrr syniptilr'r}s r.rl iir(rreas., {lre arneiunt gf
in.:jze. YoLr nray

rn airrriiir:n,'r,. r,,,,,'"i.,r*- *;,,."i"r:;;,iilffi:;#;il,'ffi;ffiii:ll'l;iil1il ffiJiX;ill,f,X,l::--'-
ill also help doctors leilnr.r\/ ,rw.rF unorc alrout lctrorols when givcn uvith surnli:nib llr honnonc rec*ptor-p*sitive brcast clncer.

What arc mv :rlternaiives if I rttn't n,an( trr l rtir:i te in thi.s litudr,Y

l'itirru I

I lrrr

PI:

Yrur
study

th is,.. rrs crr rr: [ ..i t.u dr:jl
During the c,oursu oi'the study you
willilrgncss to renxrin in thc surd3.,. II
compieted" you will be cunracteil.

(lthcl cxperirnentnl slrjilits tritlt cir(:nr,illrir:.or.l . hirrrrtrlltcs.
irg(rllts tha( rtriiv I.rc ur.ail:rbl,": lilr \,our tlis(fll$t),

trst-1 .irtr: I lirrap.l, i:r Poilrrrr:rttllarrsaI \\.rntrren u,ith
lll crt'

d*ctor is willing 1o di5.r,*.* t1.,., bcrellt-s tnd sid* cllbuts ol'*th*r tirr rns ol'lr*atrncn{s otlrcr than rhisthat are avuilatrlr. 'l"hese inulrrilr
L)ther r:sua'l hormunal ther*py ti;r,'*our lype of canerrr, which may ircludc lhe same hormqnnl therapythat is us*d i, this stud3' *r e:lher rr*rgs ^such as tarnerxilln.

rocliali*n thcrapy. tx. ns\ry anli-canccr
)(r.(rr.,r! lvt .lllUl ltlll:

Yurt l)i]\' ulst: uhrtrsr no tlrtlr,-:r freitUlletlt. rvith uarr: unrl rnci!icines to ireli: -vou lccl murcclnr fi'rnirlrh:

illease feel fiee ttr discttss these nther *ptions with vour clrutor ancl ask any question$ yilu may have. Take asmuch time fis you need to make yixrr clerision"

IIuw l,ill I knurv il'thtrc ir It a rnrd a I'ltr.'t

will he rrpdated ahout dn.r, ncrv'nell, inJbrnlatiull i$ Jranrsd {hat

nuss to te in

inliirnrarii:rT that nray affbct ycur
n'la.v *llcct yuu *li*r the stutly has

By parlicip&ting in this stucly. you shuultl u*rt*nsr.*rt rt**,r t* t*ulcl h* colle,cting your perso,al healthinlbrntutioti' 'I'his inulrrcles. hut is rrt:t lirlitcd [u. dcmograp]ric dara (nanlc! clate ol'Frirrh, ctc^) tur<J cluta unynur health {vour lrislotl'. ph1'sical tintlings. liihoratory resull.s. srucly-r*late6 lin4ings, ctc^;. During the
coLlrsq 0l'thel trinl. sttrdy visitor* ( Lnr:r.vn as rrrrnilors) will rcviurv \,oilr rledics| i111{ 1"g.qs11.:Irroa,.",t rn m.,t.o

.s irre et:rphrt'ed by"l'he

rcpl;rci
I rorrr!:rrrnL'.s^ illuy \\'ilt ttaL.Cl l0 lltrkc llol*s or pl.rr)tt:uilp1, p.afis *lVottr nti:cii*iTEcort
)'oul"nill)lc Oti tlr*:ic F.rgr:s ll'ith !tlut'itssigned stutl-v nurtrh*r. 'l'lris iiata tvill be refiortcd to

t \vl

al trt ii lc*uliri'birsis. irs r{(lr.lirril b1, llrr;1rrilv.-['hc
analyze. prru(ss ;rnii slorr-. \'t,

cxIisly1li;11 ilalc lLr.'tt rr:iiy i:c su[:jct:t to reriiscl*surc bf.l"lre
rntl nrny nu longer he protecleel, Ynur pers*nal itlentity horvever, thnt ii your

- 

<)-- --r-.','"' ruvrrirlJ llarrYlrvlrur.?tt)]LrLl[
"'r ldcJltlllt'l's. u'tlI t*ntititr ctrttlidctttrrrl (lr stutll'nunrtrcr rvrIl he use<l for ]L)ur nan]ci.

I I r,i l')

iI;i !:: ,:irl

i:l E- r'il

i
I

i
I
I

t
T

-(}t|illC|]l}lilit)ilslS.il}l-{t|!.liI"ftllt1,1ltc.5lll(l\,.l.lrcf.rl.

tlLL'ss:ll)(l}1t,I.L'\.'ltl](li,i1iiitttltt'lt't.tt.t)l.]lC(llllil1,'.,eesffiTit.,
;<r:itrclt ilittl ltas no cxt.ililtirltt ilatc :rrtrl rllrr. lr,r crrhi,.i't trr ri:rlitr.l^t,rr.r lr,..J-t,,.
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Phasc l,'ll 'l riai ol'l.,etrczoic

0nly lhe slr"rdy d$ijtor.
Your data ruay also lrc
(lxil)rcaction.

u)il \rlrillfnih {

Eir lrr',,1,,t1 r.r' \.1 rlir

l'L:$ciiri:lt lr:rrti anil slrtil \
lr.t'rr i,t.l*.1 tr r rirrlt lt.:liu

l"irst-i int., l h*'t'.rp., rn Io:rnr{nopiruci}l \!urlr:it rr,irlr
Alll rit'

' Ill$illtor rvill hc uble to Iink th* .Jtudy nulnbcr t0 your nanlc,
arrd ii-r.cigrr ilrug rrgul,t.ry atrrcncies if 3-ou havc *n acrvcrse

rcJltcil to tlri.s strrr-11r.

' R*prcsentaliVcs 1l'or:r tlte irrrlitLrtiotul l(rrieil'Rolrtl (a cirrr1111i11uc ihaI rsviervs resei,.L.l] sr'dics t.protscl iirilrrun sul:ir:c{s iral-iicipatirig irr rusr.rru}r1
a

,
t

I

a

I

a

Your infbrnllnti(n mfly al$o he.cuhmilted tu d*rn*s{ic (wirtrin the United $itates) anrl ftrreign drug regulat.ryagencies in applications firr nrarkering authori",.ttion and may be used in scientific puhlications (ournals,articles)' If'the llndings tion: the studl'are pulrlisherl, yrru wili n,rt bc iclentiliel by narne. your identity *,illremain coltlitlcrttial ttnluss thc lar,v requirr:s disr:losure such ir.c in thc r:ase nr.rep*rting people r,vh* have
disea'sss thnt r;thurs can L:at(:h. ln this ciilic. you."i.ill bc inforrncd ol"tlre intent tii disclo.se (give o.t) suchiflfi:rmalion tt: thc autlturizcd st*tc agcr]cy. Such a law has alread3, cxistecl in New Jersey for several year$.

You havc the r"ight to acces$ your persorlal data al your study ctr;clor,s offioe und to rcqtrcst any corrections olyrtur personal data that arc wr*ng.

You nrust sign this .:onsent fi:nn to hc ahlc to tak{ pflr( in this stuel,v.

Youl hcirlth insur*nce clrrier ur. thircl partl paycr u,ill bc bille<J {'or the cost ol'routinc hkrr:d test$. x_rays} scitns
and other r(ttttine tesl-s ll'lilt rvottlcl lrr part olyour standard rucciicll care eveu it'you wer.e not taking pa't in thisstutiy. \\lhatcve r costs your insurulrc* c(.ut)pat)!,rlrrr; ntlt pay r,vill 5c vour rcsponsibility. All rioclor,s or lmspital
costs will he chargr:tl [(],\()u ilt tlrc silule wav a.s if you oo*r* rut part ol'this stucl;*.'l'6e tesrs lor n:casuring

i')rigc l-1,r1 l9

r i , ,,;,,; : t.i!ll:ll;

''l ."'{iti ..l:

lrl(ll1)iil-Kt'rSll]lll(]l)I(l{1llittttl1]tt:i]}rl1i1'1".1,,$ffiilili,x[[::lIijji:iI.i:tii::]I
Iill i:; :,",':li:';1,:i;'lll: liiijr Rlllllllt?l'llltllrtircrrrrrr31L1i! \'1111nirv he askrrl ro prty firr ir or vor"r

:tl lvrrh otrtlittittu i,.I r,,,l ll *,,,-,'.,1,., tl'' 11rrr, la,rr,r.:r,r.,

i::II,*i*,:im*:{.[il*il:i,lrcilil,ilJ.j'I.lx''x,li;.llx

I lrt!]rr irr,. ii iti.ttnf , rl, l)li il, r l.



Il'y*u havc any queslions about in$ularrcc crlvl:rn$,c. incllcling aly gut gl'ppr:ket oxpenses vtlu might incur,or wldch lal"roratury ur facilities )ou are allou'cri 1o l:iave rssts it, a financi*l c,.,unselur will be nruclc *vailablctr) yilil up$n requsst,

lVill I hr p*id,to rarliciptrtc in lhis study?Ycrurrnrlcrs'tilkingp;rrtitrthisstud}'

Ifvouparticipatcinthisstircly.rou*]iffiriskstrI'p}r.1,sitalin.iur.yirradrlitiontothosethat
yotr ma.v hitvc rvith sltnrlard tlrr:rnpy, I)lcasc lsfcr t* itisks,iDisc:onrfirrtx scutiori. Mcclic*l and,ror d*ntaltrefltillcllt r'vill hi: ilrrattgcd nr:f tirr participantii wir{) sulicrr Fh,vsical ir{uries or illnesscs as u dirccr(]on$cquencc ol'participarinrr iiiffi,tr.crh. your health in$irrarrce carrier or othcr thircl partv prq,orwill brhilled f':r tlte tost ot'this utulntrrll. )'Jr: *rirliririnal finarruial payrnent is availabls. y*u arc n*t giving up arynf your legal righrs hy signing tliis fbrnr or hv taking ptrt in tlris res*.rrch sturiv.

B'ha{ wi}t,hll ll l*-u.:lr,ticipate."gr.ll.eqjtlc ptt tu corrrinue in tkr stutty?

takc pmt. You do not havc to. you rrray also r*fuse t. participate, or chang* y,rri,
,0u d0 wat:t t0

r rurinql ot ilny lintc. Il'1,e11du nol lviurt t() enttr thu study rrr deciile to rvithdraiv Jr*nr the stud."-. y$rrr relirelationship with tlthe study statlrvill nol changc, a*cl vr:tt nlilv do so lr,itheiul penairy or loss ol'bencfils t6 rvhich you aro otherwise entitlecl
If you do not wiln{ us t() c{)ntinur-: usirrg rh* dala lhat hns heqn i;bout yuu,1rr -r,u ul' r^'L w.Irl{ tis t(} ulillllllt.lt-l tllitllll t11* (litlil lllat nils herln i;trOttt you,,vOu rnuSt withdrgwyOUrpennisSir:n

, we cannlrt lekttvu
:tl tll.il. inlbrmatian previcus,lv suhnritted. In uclilition. the t;S tiood rind Drug ninrinistrarion require usto co.tinue (o rcport arnything that relatcs 1* rixr .safcty of'tlrcsr rir"*gs

At any timc, tlrc srudy. doctor can tleciele tt: r.vithclraw you fior:r this sturly because turther participation would
not be in yor:r lrcst ittterest. Y*ur srudy r.locl*r'uurl stop trciltmcnt *o*n if -.-oo are rvilling tg crntinue. If y,u,
or yorlr study d0clor, decide tn withdraw' vottr ptrlitipntiixr frnnr thc sludy you may be aske4 to return filr aIinal visit lbr silibtv reasolt.q. rlr to retuilt srutit,rnedi.rati*nis).

Who rna\, I cont:rrt if I hrrvr: anv qur:stions?
II' ynLr have anl rlues(i*n.s uhllut _l,out. F{rrticipill.iolr in this stlrdy. you can contact the study doctor:

l1 \,ou itbottt vrrrrr
tcvicrr

rights n.s

Iloarcl
a re.search sutr.iect, l,-or^t cl{n contai:l{Illy rlufsllr}l1s

iriltr: I,'l eil l9

I

Phare l,rll 'l'riul ul Lrlrtzr.rlc I,rii:r-l Ire -l'lr*rap1, in Ptxtr:rcn*pausal Wonren with,iltlrtll ol \.,tr*tartAtir: Rr*irst (lani:eI

[r*#nf:vn*
l'i:iJ I i} JIll

\rcl'slltit l]lrr'' il,/)i I i



Hr
Irlr

Phaqc lrll Trrsl

Y'':s

2. I\11, bk:oilrrissuc {slrccirn*n)
rJi"uiccr.

Ycs

Ycs

lv{y hk:rocl/ti s$r}e ispecir}len)

\'"e s

s()l11C(lltr) rntY r:otttitut rnc irt

Yes

\'1v hkror"l ma),hr talrn anil trulyr.cr.i lo hgl1l iderrtify dil}Ircricessa*l* ilrrrg { p}urmircogl:n{)nli(,( ).

tr l'u'sl-Lior,. I h(rxF!, in l)trstrfifttr-lpilrj$tl \\.irt|l1r,il r.r,itll
t (.':trLt'er

clroice. Aller rc:lding each .{enfence, circlc
*nv cyutstions,, pleas* talk tr your study

in pirti*rrts' responses tJ ttlc

Initials

rn re"seillL:h t() ltitrn ithr:ut. prcvcr"rt or llcal

Ir: itills

AflDITIOl$AL &I,lsfiAltclI'rr:.$'nN(;, pu'l'tittH tjsti ()t. $L0{}I)/rtssut;s
SA iI{PLtrS Ott "t.I I E I N"I' I*:I,{.I,'r^O SI,ORII SAMPI,EIi

Optional f utur* I{esr*rrh $arnpltrs
BIo$d anr"l {isstru sarlll)les u*l.ltrciscl lionl you fi}ay L}e $r$rcd irncl used in tJre future t* stutiy scientilir:questiorls' It is rrtlt knor'vfl ul this tiDre what rirdsr s{l;i0s,rr*y t * Ir is unlikrly thar what we learn l}om the*estudies rvill have a clirecr hentfit to )..oLl.'lh*sc strulics n,oy r,,*n*ri, patienrs in the luture. If there ure anvrisks to l'$u (lr 1"$ur llrntily assuuiutcd u'ith thcse .scientilic srucliss" which *.e n,t cuverstl in tlris r.rn,r"rrtInrm' your consenl rvill bc ob{ainetl heloru such sturiics are perf"arnetJ. The results of blood/tissrre{spccirncn) bank rcsc;tr:ch ntay hclp find t}cw w.rys t* I*rrn ahout. prsv$nt, or trent ca,ccr anri orhcr diseases.

l'lerse read each sentrncc lle lorv lnrJ think :rhr.rut your
and initial the answer" that is right lbr you" If.r,ru havc
cloctor t)r nrtrsc.

My.blo,dr'ti.ssuc (specinr*r) nrnv be kept rirr use ilr rusuarelr
health pr*blen:s (fnr examprc: Arzrre inier's rrisease *r r**rt

rrir1,' hc kept {irr use

5rr

\.i\il

r:rl,\, he kept Iirr rr.tc

\r)

llic lirtur,.: t() irrili tnc

^\()

tu lesrn aboul. prevent 0r treat
discasc).

oth*r

lnitirLls

in gcnctic: studi*s.

I nir ia ls

1rr lakc ;xtrt in r"ilr:rc rrrselrch

Initilh

\i.rsrrrrr I )rilr {i I i,i {.'i i

i .r,'.. I r ,,l 1,,



llirrsr: l:ll
lleuwrrc
l)I

Ii".toLr tli ilut u.iillt -v()ijr |iilnrpl*s rr$r.:rj iirr a,lliti.lrirl r.r::;rra'i:lr ti::;rins^tcstittg. this r.r,'ill niir irljre ( ,\.,utrt-dl)ilii.r lu tahu pitr.l irr thls srrrrlv ol irr
Patii:nt Nrulrtr:

iu(lrre rcscarclr or lirr genotic
lirtLrn: studies.

Paticrrt Siqnltrrrt

l)utr.

gl,ltl rlo rr*l u.:nlr nl.\.s;un;rlcr tri bt usrdl
]l::)::l:l::::::f:^:::olil*',,,,, i,i.,lii,i ,,;,r., 1,r*rr ht,.,rr,,,rissue sarnpletrs) inciertnirety. \,o,

:Xi:11TXIT:lf,li::-*:,1*1,lpl*('lu,iir,,o**,i,.r,,-1,,-,ra;;;;#il;il;ffi:'Ji:;il.'ffiil:il
l[i;,]iil] :]]*'t]Jhili1;;;,;;;, :i i l,':x]i,hT:i il: ;,,.;l,,*ia:i ffi.x]Fliffi iliHfi iidestroy any of your sampte{s.} rhar ;rra "ilt ;;;'i'lfb;;;ffiffi',*'fi;lffiXl$:
II,w rvill lny infirrrn*tiuu rrt kept pri'urr rnd c,ntitrtrntirrl

ry.Il]i],Tliii;]:l;i:lili,jl,l.I;]]i,;.:;n:;llxlihi:::;:,*ff,I];j,:l,:lli;;,r:J*.r.-
:_Tj:Tl,:".(:1.:.r]:, ]""-riats rtcriveit liom ytur sarxpte{s} wilt be given a co<te numher and storod in apassword-pretcctcd seuurcd dntabase. I hcsc rpassword-pmtcctecl dntabases are h.lcatccl on securcd $erverswith lirnite<l ficr:es.c h), ke!,iitlxlv flcrs(1nnrl. (irrl-l infirrrri;rriirrn lrlated tu y{}ur di;rgrrtsis will he linked uitlr
::il1t:::;;3.ii:,1i;, il:ifill::'tl}::illili,l'ffixl:xfilIi,:1il'[;t;;il],['l],ll;l,;[jl,Ti|not he accessii;le tr s11t,rrr* besidr:l gl1)rrl't

I'his basic rescire Il is uul irttcnclqd tr:i $ir''u vou clitrieal infirrmntion. You untlerstand anti agree that you willnot trc l0lel alrout your inr'liviclual rcs,:urch results. Irr{irrrrrutitu resulting fi.n1 1fu;, rsssarch will not buentcrccl ittto yeiur rneilital rei:ilrd, Neither )i{.ru. nor your Iarnily nrembrrs, nor outsi6e parties 'r the stutlydoctor rt'iil be lrhlc tn k:ok irt vtur iniliviilrral n:search resuJts. It is po.ssible, however, thal membcrs ol'

:-t,lll',1',,'H-;: ;#,n' ff ,1; ;l,ll}'l-',, ,i,];,f,t', Jff ll iil : *Ht I:H:,J*I* fi [i:,the significurrcu ul"tlrc l*tr0ra(orl: ,*r*r,,,*l.,. nr will n$t usc thesc rcsults to rniln{ige -vour nredical core.

wh*t are my rights il'I agr*e to the use of rn1'bltod/tissue firr oth{rr fypts of rexearch or forgcnetic trsting firr futurc rcscarch?
Yrtu underslattd thnt yotl ltitr"e the rigrhr to ask iiues{ierrrs uhtut -ynnr hloorulissue samplus {rt imy tim$.

Who rnay'give consclrt to par.Xicipate in this stutlyl,
1'he invesri5lator i's itrlcr**lerj in tirriing nr.rt if yr:u clrn firlly nild*r$riind rhc iul:r.r,ation thar h*s been givenso yoll (:{u1 {:l}t*r irrto tiris stud-r'' You x'ill bt lolci il"your ilinrss has allucled your r:bility tCI give consent feir

l6 lt' 11)

'il irH:r$i

l'rr

l+{"}V }: [-1

t;ll;,::t';tril:;t ; f irst-l.ine1-herapy in lrri*lrxenopausal Women with(.'lrrccrl\'t

VrrrlUtt l"i;iti't ii ;i: i,: I I



Pher* lrll r,ar''rl t''o''"*f,tlt':*I'*t;il,t[',1,1;:l;l 
"'. 

ih*r';,pv rn p.${,,*rerp:i*sar wo*rrn r,virh[,'ryryf",'",
your h,,gallv autlrorizrtl llcrsrln n,hr, u)l_\.rrrirkr: tirrr.iqcisi,-,,rt lbr l,*tr.

cottrphlr:,.i vr,lLrr p;lrf iuipirtion ilt lhrr \tLt{i\,.

['hC slLttl\,"ioctor's i.t]iSC.t.stl]Cttt crl l.trrrr tupile if1 1o c\1il]L:ltI t(]
r.'olunlet:riltg iirr {lris rtt*ilr(:l) Sltrrlrr It riocs t.tol itrisc.{s viluf
sLrelt as linarte itrl" ir:t;rl. ilrrl,,or ltr{:,(iiL.irl rler.: isinrrs.

rnter inlc) this r-esearch stuily only applies re .l,ou
ca;raeity to milk* <Jccisiuns f<rr crihcr pu{x}${rs

t#hat src m) riglrrs if I deciqre to parrirripatr in this reserrrh sfutly?You have the right to ask quesrio*s concerring any part *f th., srudy at any tinie,
fi:rnrr unl*xs ytu havc h;rtl a chnncfl t() alsk {u{liitions rilrclrecejve ttn$wcrs to nll ol,

You slrould nut sign rhis
youl qussli()tls.

i hlue rr"aij tlris rrrtir* firrnt. or it hlrr lrt:,-,rr r.elrcl to nrc.;rrrrl I hgllc1,6 rl,tar I ulrcier.stltntl rvhat has hccrr

in tliis researcJr stlldv il*d h*ve hce, gi.,c, a cr)py rl, this u.rr.rr*t,

l)atient \une.

P*tient Signature

Datu:

'l'erl continrrr;d on nrxt trlagr

t'rgcI"r'fi9

I r .. 
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Reitd,:r, \arrrc
Translatlr.

Witncss:

Sicnalrrti:

Nrlntl:

Sixrritttrre;

'l'o the best of n:y abilirv,
ittllrnttati gn cr3ltuinerl ilr
lulrsweretl alrd tlr,"' paticrrl

Name ul'Investigatou

Signaturc:

Trxt eonlinuctt on

lNir.vtDti,,rL

I h,i,* u.rpll.1i,",.,.1 ltrir"l rlisrusr.,*i, tlr* litll urlrrtents ol
tlris corrsrrrt iirrrrr. .,\ll rlrrcstit;rrr oj. lirc r.usrlrr.uh

irirs Lrct'tr gii,crrr I L:oll) r.lf tlit t:oltsclrt.

Date:

I)atc:

the study including all of'the
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