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Titlc of Study:

Ctn*cnt for Parti*iputi*n in s Kesmrth tsr'uject
T'lrs Cartmr Imtltutt rf Nerr Jnr*ty

(NJ I 105) Itiurdorniiard Phfl*e I I Trial of' cenrcitabine and

fnratinih Mesyl*re versus Cerncitnbine Al.ne in Patients with
Prel.iously Tlcated L,ocally Advanued or Mutastatic llre*st Citncer

Itincipal Inv*stigiltor:

This torm is p*rrt of an infognr:d e*nsenl. process krr t resu*rch study. It will give ytru informalion that

will make.it icssible for you to der:ide whether y*u wislr ro volunteer ftrr this re*eanch *tudy'
*.vsluntesr,' meafl$ yau ${iln[ to mkn paft; ysr] o$ nut hs}e to. (]nce yau understand rvhat i* involved

and all of your questions have boen *nr**i*d, if yem still wish tt) teko part, yo$, along witlr the sudy

doetodprincipnl'invest,ig&tor CIr fl mornbsr of ths itutly t***, will lis asked t0 *ign this infirrnted ctmsent'

yCIu will receive * *,rpi gl'the $oniient furm to tr*l:p, f you have questiotls at eny tinre during thc

ressarch study you rfrouta full free lo ask fhsrn itnd obtaifi fln$wqr$ to yoilr quesrions that you

completely uuderstand. ypu are not giving up ilny of your lcgul riglrts by volunteering for this research

study or by signing tlis consent ltrnn.

cnnduct this stud

Iirncling is provided

have locally advanced or meta$tatic {spreatl ttl

Funding ConrpanY of fitudy-
A phurnrce utical coirpa*,,f|i a support$r uf r.lris rosuirch stuely. The st.udy tloctor is huing pnid trr

by lh-cquiryc!_lr)' tht rtuelY
tttahu<lcet.'l'helrtrdgelc()vuu's.solllei)l thec{lsls()l eollo(:lllllilrr

;;;;..,1 trr, ,l;. *t,,,ty Jlt supply rhe rlrug irnarinitr rttesylitlc. N*nthcr

S'insnriul l)fu closure :
orrp of the invustisator$ (* srudy tlucinr un the. re$t}afi)h t$tl,m) p&fticipetifig in thi$ sNdy owll$ stock in ont, ol

the fuuding crrn p*i**. pt*a** feul hso tn ask iuny further qus$isn$ yCIu nright havs about this matlur'

Why huve I bucn nsked to t*k* part in this study?
You are being asked tei take ptrt in this study hecause you
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you are being *ske6 to take part in this study because ynu have tmally adr-aflc0d or metastatic (spread to

orher parrs of trre bocly) breast cancof. ilrio typ,, rr1' crncsr is usu*lly trented..$'itl:"t1,:Xi.:j:llfl

'ituol l.ucntty Adrurcctl or Mc;tttstittir' llrc'trtt (lancrtr

t'rini:itxtl ln vcstiSi'tt(|r:

:d;,,1;ffi;;,"&;;;;ililirr,1**r**u*). oncconu*ontypcofclrugfortlriskiuclofcrrnceliscallul
gemcitabine (also known as Cemzar'(D).
studies using gemcitahirre u'ith tiuofher
padcnr.s wtro tia* rnany dilferenr types of caicer. There i* evidence thar corntrined therapy (al least twtt

difl'*,rnt drugs) nray bL lnore effective than trsfftlncnt wirlr or:ly one drug'
you are being askcd lo l.ake part. in this study, rvl,ioh ev:rlualcs genrcitabinc alone cornparcd to trcatnlcnt

adding irnatirritr rnesylate along rvitlr tr**t,rr*nt with gerrrcitabine lo l'reat breast c{ncer. When you go on

the stucly you rvilt lrs rundomized to ono of lliu. rwo lxealt]]elltri, either gentcit;ihine alone or gelncilahine

arul irnarinih rnesylatu. Randomized means you have the s*rne chance as a flip of a coin of receiving

either tleatment. you or your sturly doctor wilt not be able to pick which troatlnent you will receive'

lVho mlly or Inuy not tahc pnr:t irt this studyi)
'I'o be eligiblc fbr tlris u'ial, you nlay not have had lnorc lhan 11ry6 priof chctnoths'apy trcanncnt rcgimens

for your br:easr canc$r such aus you rllfiy not havc lrad Pritrr gcnrcitat>irtc (genrz.ar) or iruatinih rrtosylatc

(gleevec) befol,e startiftg onto ilris rtucly. You urusr havc goeid lunction o1'your kidneys, Iiver and

normal hlond cellcnunls. If you tre aie,malc patient wtro is able to hecotne pregnant and have a baby'

yeru musl have n negative presnancy te$t, meaning you arc not prcgnant' Yuu lnust a$ee [o use

,.t*qurr. birrh corrtrol (see rhe Pr:egnancy and ChildUcaring Pre*autions swtioll of this con$ent)'

If you have any of tlre lbllowing yotl lllity npt be ahle ttl utke llan in 0ris study:

. Any other cancer, unless cornpletely tr'eatecl for fir'e years or lnote without it returning

r Tumom in your brain
I Any other serious tlisease 9r inf'ectign tlriu wuuld make it ililngerous lor you to tnke part in ttris stttdy

. If you are receiving a bloutl thinrer known *s wur!'urin (also kntlrvn iut C0unraclin)

r lf you have been taking stetoitls (n type of hornrcrml substa$ce) Ibr a hng tinte

o If you are not ahle to swallow pills

How long rvill the xtudy t*ke and how nttny snlrjetts wiB t*kc port?
This study is expectc.d ro last about 2^3 y*urr. nunit 80 padbnts toral are expectett lo Bke pari, a[:rnt 40

patient.s in each group. You will continuc trcarllent unf.il youl elisease worsens (progresses) or until you

no ionger ,r* r*oiring benefit frorn tho tleiltrncnt, 'llhc study cloctor rvill clecide itlthe reatnlent is no

longer of benelit f'or you and if you sltould corne off of the study.

l4/hat xill I tn asked to do if I t$ke part in this rc,scarch stud!'?
1l'you agrcc to take part in this sturly, yorr u'ill have:

. A nrcdical hist(}ry and physical sxanr done hI the sturly doctor priur to starting and cvery thrcc weeks

cluring thc studY.
. Blood tcsts prior. to lreatment and before every cycle of lreatment during lhe study. This will inclttde

a c6mplete blooC count (CBC), chernistrie.t and Iiver lirrrction tcsts.
. A CAT scan (conlrutcd axial inlaging) or un Mlll (Mtgnetjc ltes0nance lnr&ging) lnay he dttne prior
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u) $1erring the srudy anclevery 6 weeks while yr:u continue on tho study, 'l'he CA"t'scall oI lt'tRl will
be dorts to look at thc sizc ancl location (place) of lumors'

. You will tlll out a urcdi';ation tliary daily,

. If yon rlre a \ryomau who is able, to become pregnant altd have a lraby, yon will neecl lo have a

' ii$rifj +l: :J r ffi i,llTffi #,udt il:-,:l:lmtfi #l *:',il, -i';i I"H;
still take parr in this study.
Your weiglrt will be t.aken
your 6octor will detcrminc how well you are ahle to do your rlaily routine, whiclt is calculated ius a

number.
You will also nced to have anECC (&lectrogardi$grunt, also known as an "liKC" * apainle's paper

tracing of the heart's nonnal eleclrical activity)'
You will need to hilve m x-roy of your cltust.
If y11u arc gtring to receive gerlrcitabine and irnatinib nrcsylatc treatment you will bs asked to have

;;ili-; ii,rC.r ot' srnrll tissue sanrtr'rlc. fi'om rhc arca whcrc your cliscasc is) rakcn three titttcs

during your first cycle ol'trealntcnt. Il'you are a patient at

lrospital you have thc optiott ol'
al. II'you do nr"rt agree t0 thcscThe$c biop.sies n:ay onlY trc dolte

adclitiorrai tritrysics )CItl rllily .still tfr iiithis stud1,.

'[he treatment schedule is os follows:

Gerncitnbinc 0nlyl
A cycle is 2l etays. The chenrntherapy dnrg gerncitabinc (Cemzar) will tro givcrr using a small needle or
plastic tnbe iuto o1e of your vein.s. I'he tlose (anxlunt) of genrcitrhinc will bc based upCIn your hcight

and wei$rt. Oernciratriire will trc given on Days 3 and l0 ol' a 2l day (3 week) cycle. No drugs tue

given on Days l-2,4-9 or I I through 21,

l'reatetl I nt' nlly A.l,'nrucr]i'!!S.1p1i1!g|}g15ljid(t'r
I,rinciprtl lnvc stiguttr

Comcitabilrc On
Dayr
Ciurni:itahine No Dnrg Civen No Drug

Civen
Bltod Tcsts

For as lqng as ycru ars receiving thc nbovc tusatrrrcnt, you will treed to lmve blixxl lert.t tltttte belbre

gpmcitabinc is given. The blood will be raken l}om one olyour veins using a sntull needle i:r'plaslic

rube, 1he 11mounr is cqual ro one ( t ) to threc (3) teaspoons. 'I'hc trlood will be checked tc, see il'ytlu
havirrg *ny side etfuct.c tiorn the lreatmcnt.

r
r

t
I

T
V(rl's,orl l)rrte: 09/ I (rill9

l\o Drug
Given

Ilavs l5-17
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1j'urtcd I.xtllly ,\.tvrncctt (tt L'tctrsHti(: Iirc{sl ("tttlccr

l'rinr:ifnl ln'-(:stigiitilrl t

Genrcitabinc/[matin ib M esylate Crxrhina titln :
A cycle is 2l clays. The <hug gemcitabinc will bo givcn using 0 suutl necdlo or pla$tic tuhe into orle of your

veins. ,rhe cluse (amgunt) <ir gcnrcitatrirre will Lre-based upon your lrcight and rveiglrt. Cerncitabine will be

given ott Days 3 ilnd I 0 ot' *t 2l tlay {3 wcck) cycle.

Imati*ib Mtxylate (Gleevec) will he giv*n as a sranclartl duse (not according to heighl and weight)' ltn*titiib

mesylato rviil he takcn ()n Dnys I to 5 antl l)a.ys I tr: 12 orall,v (pill) Ntl dnrgs are giverr on l)ays 6, 7, or l3

tlrrough 21. you will need io tre in a sitting position whcn taking the irnntinih mesylate tablots and

should take it witl a large glass of water ii .upl. You should tuke imulinib mcsylntc with a mr:nl if
possible i1 thc rnorning *ith breakfast. Yau under.stnncl you *hould not drink grapel'ruitiui* or eot

[rnpefruits while ,..*iuirrg thir drug hecau.sc grapetruii will inttrl'ere witlt the drug's absorption
Missctl dosts wlll not be nrade uP,

Comhination TheraPY

Ilavs ; I 2 J 415 (i-7 i tl I l0 ll 12 I tl"t+ 15 t 6-21
.5:/,;--.....**.+L
Gemcitahine I X No x*-L No Drug

(iir,en
Ntr
Ilrug
CivenImatinih I X x x X-r-I- Drug iX X X- LL x

Blood Tests I X Civcn , xi lx

For as long as you are receiving t,he atxrve trearrnent, you will neetl to hlve hkud tests tleitre belbre

gerncitabine is given. The blood will be takm li'orr: one ol'yr-rur veins using a snrall rteerJle or plastic

ruhe. The amount is eelual to one (l ) to threc (3) reaslmcrrrs. 'l'he bltx:tt will be checked to ses if you are

having any side effects fi'om the trcatnre$t,

you will need ro have r:qregt CAT scans or MRI scan, depeuding on what yr:ur study doclorthinks is best

for you. Tlris will starr afrer six (6) weeks of trsiltrnsnt, of rilotB often if your doctof thinks it is necessary.

'l-hssc tests will be rlone ttr see how your tulnor respOnds to troatment.

If yo6r tumof starts to grow, this trealnlenf witl hc stop;retl itltd olher Icatm$nl$ will llc consideretl' If
ynu hou* seve.1e (vcry 6a,J) sicle e.l'fcrts, this llrlal.rrrcnt. will bc .slopped and olher tueaLlnents will be

co,sicleretl. If your H.utni.nt is stoppecl for sourcthing scrious, like a bad reectic,n. you wili lx ltrllorvctl

every thrge (3) months with a CA'l' scan rrr l\llll and blo<rtl losts until yclur: disease stans m get worse'
you will also bo foll<iwed I'or an updare of your elisea.so every 3 rnonths. This rvill be. done either by

telephone or $,lren yol come in for a l'outine visit, which you would have as part. of your staltdard caro

aftei you .stop taking part in thi.s srucly. You lnay continuc trcatme,tt as long as youl disease cloes ttol

worsen.

IILEASr NOTB: THEIUT Ifi NO l'LA(:litl() (INAC'I'rVE DRUG' (JIl "tiUGAR" rILL) USED IN
THIS STUT'Y. AI,L FATIIINTS WII,I, IuICAIVI: AN ACTUAL I}IIUG.
A mble 01tc$ts $td procsdures dorre tluring the study i.s prcsented rt ths encl cll'this consent.
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-frcatcd l,rxllly Arlvqrr,ced or Mct*trtic llrt{st Cancrlr
l)rirrcipltl lnvcsl.igultr

lrylltt arc the risk* nruUor discomfort$ if I choose to take psrt in ttrie study?
you rnay havc side gtfes$ whilo on thc stutly, Iiveryonc raking part in tho study will be watched carefully

for any side etfects. Hewever, docrom dt:n'l krurw all tlre side"elfects that rnay happen. Sidc effects may lx
rnikl or very serious. ycrur hcalth care D&nl nray give you uretlicines lo help lesscn sicle elit'ccts. Many sidc

effec1s go away soon afler you stop tnking the cliugs. In *r:urc ca*ci;, sitlo c{I'euts can be seilou$. longlasfing'

or may never so flwny. Any risl<i listed may be ierious errough to result in lrospitalization and/or death.

yqu slroulc{ talk to your study doctor about any sicle cffects that you have while taking part ilt the slutly'

Tho fullowing are sidc effer;ts, which nlay occur with the drug genrcitabin.c (Ccnruar6)):

Comnron Side liffect.s:
r A l*werc<l numbe r ol'ret'l blood cells, 'Ibis is a cor:rlition callcd anemia- ll. utay tnake yott I'eol very

a
o

a

lired and/trr short of breath"
A lowererl nurnber of white bloorl cells. This may moke it nrcire likely fbr ynu to gct an infection'

A lowered nymberof platelet cslls, This nray makeit more likely for you to bloed trrbruiso ("trlack

and blue" matts).
Raslt
Nausca (a ,.sick,, f'eeling in tfis slourach) ancl vr:nriting, Nausen is rarely severe (lcs.s thatt one patient

in 100 hart severc nnii**n ald vomiting). "l1rr: synrptt)nls are. eltsily nlanagcd with standard

rnodir.:ation.
Blood te$ts rnay show that your tiver is not working tho way it shoulcl, This is usnally rnild and

gonerally dops not stop treatlilent.
Cough
Fatiguc -- fl very tiretl feeling
Flu-like symptoms. 'l'5ese inclltle I'ever, heaclache, Lrackache, nruscle sorenes$? no appetitu (not

feeling lilie eating), tariguc and chills, 'Ihis happens in ahout 20 otrt of 100 patisnts, usually for
about-n day or soift.r r^Jceiving chcnrotherapy. "l'he symptolns are ttealed with ibupr$fen (.Motrin,

Advil) and diphendydramine (B enadryl).
$wclling ol'the leg.v and fwl.
Sonrc ca.scs of swe.lling of thc lace have nlso been reported. Thi.s is usually mild to modcratc, rarely

sevore, somctintes is pailtul, and sfops after ctytrpleting trc11tment with gcmcitabine'

Lr:st Cornrnon or Rare Side ElTect$:
r Allergic reactitxr wirh difficulty tlreathing and wheezing afterrecc.iving t}lc dtug has lreen reportett ilr

Iess than on$ (l) oI lffi patients. lt is usually mild and goes away' bul trr-ratutent wiih lV
(intravenous) nredication$ rnay he neecled'

r Shortness of breitth that does nnt $veiltually slop is secn rarely:
l0 your study doctor right away.

i{'ilris lrappens, you lnust rcport tllis

a

a

t,

a

a

t

r In{larnrlation Ol'fhe lung is scr,rn rarely. Howcver. this type of pneumonia

not usually c&u$e tleath). Always ngtiFy your study doctor if yttu ltave
is very rurely latal (does
a cough or shurttrcss ttl'

Drc 0 s 2010
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'Irtatcdl.*callyAdvmccclrx'Mr:tustutiull nr:cr
Prirteipal lnvcstigattrr:

breath.
The following are siile effect$, whidr mny h&ppsn with the drug irnntinib nrcsylnto (Glmvcc9l

Wdyr l)ecrease in the numlrcr ol'some wlrite bl<lod cells (neutrophils/granulocytes), which may lead to

an incrsa$pd risk of infcction
r Fatigue
r Ra*h; flaking of skin
r Diarrhea
o Nauseil antl vomiting
r Swelling in the arms alld legs
r Collection of fluid belwoen the thin layers of ti*sue liuing tltc lung and tlte wall of the che$t

cavitY
r Anerniu or rlecreffie in a red hlood cell prcrtein (lremoglobin) that carries oxygen in the body

r Pain in yourabdonrsn

l*ss {ike-ly:
r Allergic reaction
r Fluid in the sac around the heart
. Fever
r Chills and shivcring
r Sweating
. Weight gain
o Hair loss
r Cltanges in skin color
r ltchins
r Ssvere skin and gut lining reaction that wray include rash or death of tissue
c Loss of appetite
o Fluid collection in the abdonpn
. Constipation
r Dehydratiott
o Gassiness
r Heart$urn
r lrritation or gorcs
r Changcs in taste
r Bleeding in thc brain
r Bleeding fuJm thc gastrointcstinal trsct (e.g., the.stomach or intestines)
r Bleeding inside the tumu'
r Infectiorr
r Swelling in the head and neck
r Abnonnal liver or bane snzyme levels

APPROVE
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'tir:atett l.rxnlly Advanccxl or lt{ctlstiltic l}rca'rt (la rtr'lr:r'

Prinuip'*l lttvustigi:utrl

r Abnonnal lsvel of bilinrhin in the blor:d. Bilirubin is a bile pigment tbund in the liver'
r Increased level of creatiniuo in the bloorl. Creatinirre is a sub*tance nornrally elimin*ted hy the

kidneys into tlto urins.
r Decrcirscd levels ol potassium, s<xlium srnd ior phosphates in y0trr bloOd.

r Artlrritis
r Destruction or death of bone
r Dizziness
r Abnormal changes in brain function
r 'IIre ahnornml builtlup of cerchrslspinal lluid in the brain
r Alixiety
r Weakn*ss or loss o1'function caused by damage [o nerves
o Condition of the ngrvous systcrrr that causes nuntt"rness, lingling, burning
e Swclling of thc ilerve in the back of tlrc eye that is responsihle for vision
o Watery cye,s
r Pain in your lmck, che.st ancl/or lungs, head, thro*tt' alrd,ioints
r Cough
r Shortnc.ss of breath
r Swelling artund thc lungs
r Kitlne-v failure
r Flu-like syrnptonls
r Formatiofi or presenqe of a blood clot inside a hlgnd vessel
o Decreased numher of a type of white blood cell (lynrplrocyte)
r Musclc crarnp$
r Srvelling of thc outer layers of an orgall
r l)ecreaserl nurnber of bluxl cells (platelcts) that lrolp to cklt bl<tcld

R*re bal rcrious:
. f)ccrease in heart's ability to pulnp blood
r Scan"irrg of the lungs thal can alJect your ability to breuhe and may mnke you short of breath

Side lil.fects ol having hlood drawn fiom a vein or IV (intravenous) therapy: When your lrlood is drawn,

there is a possibility thm rh*o rnay he a trnrise ("black and blue" mark), bleeding or infoction (rarely) at

the placs wheru the nsedle entered your vein.

Presneucv arrd Qhildlrenl'in& Pre.$arl$pJt{i
If y",, *"* $ * r"iio is iiite to lmcronre pregnant ur<l hnvc a haby an<l arc s*xually active wilh uren' yott

*o*t ogg** to not becomc pfegnanl during the time you aru taking part in thi.s st,uely because it is not known
what effbct$ this treatmont may lrave on a developing baby, If you are a ssxually active man' ysu must take

adequate precautions to avoid getting a woman pregnmt since it is not known what effects this t'reaumr:nt

may have on sperm cells (the ceLts wtiictr fe{ilize a lbrnatc egg). lf you nre not rvilling to use adequato trirttt

con[fir], yog nrnst not sign up forthis study. Aclcquare birth control inclucles: a dinphrngm with crcarn to kill

*IFPnovrn

0rc 0 4 2009

**t,ril

.I
Vclrioo l.)au: 09ll 6{)l

nEC 0 $ 2010

llugu 7 oi'14 Il{ll f:0??0060081



'l'rs{rod lrxrdly Arlvaneuri or M$tast{aic l}rcast flutrccr'
I\tnci;xl Itrvcxtigatctr

spernt cells, an inh.autsrillc device ("lul)"), latex concloms, a tubal ligatiofl Ior a u,t)lnan (having youl *'tube.s

tied") $r ti vascctonly ltrr n llliln.
youl cancc'.1. is a typo of cul"lcer with a high risk o1'dcvcloping hlood clots. tlorrnonal birth r":ontrol also

increases your risk of developing blonrt clots. It. is tecunrnrencled that while you are ur-stucly yott clo n$ use

hormonal birth control (hinh conlrul pills or irnplantarble tlirth conrol)'

you must pot hrcast feed a bahy while taking pfln in this study, because rhe effects of thi$ treatmcnt on a

baby canlrot be detennineel.

Il'you 5cc6me pregnant, you rnnsl. iutuleclirtr'rly tell the stutty cloclclr, antl ytttl lvill st(rP study therapy'

Tnkinp Othcr l)russ:
Irratlrrlt, *ay -htrg3 the way othor drugs ryork in your lmdy, or other drugs rrury changc the way

irnatinib is 1se4 in laur trody, Thcreforc, do not tnke any over-tlre-tountcr medicines, especially
'lllenol@ (ur.ctaminoph$n) or. pr.oducts coutrining'I'ylerrols, any herhal or 'inaturaltt prtdrlcts,
vitamin;, ltxd supplcnrr,ntr ou any other typcs of spetisl products while taking part i$ this .study,

uule,sr you tell youixtudy eltx:l,,or rntl pernri*sion is givcn for you to ctntilrue to takc tltcsc nteelitxtions.

You must not be receiving:
. lVarfurin (Coumttlin) ort
. Any oral (by rnoudr) steroid (Decadron, }r'cdnisone, Medrol) daily'

Thcrc sre drugs that you will not l1c allowed to take while on the study y*ur stndy doctot'will disctrrs
these with yu,r Y,ru nrust tell yoxr study tlmtor aboul any medieines any olher doctor $r dentist has

prestribed.

Are drere any bcnelits if I chexxe to takc purt in this rr$earch strrdy?
The trenefit* ,if toking part in this sturly may be that ynur c:flncer may shrtnk or stay the salne size Ibr a
long pe;igd oi'time. Horrerer, you ntay rccoiyo rto clirsct benelit fi'orn taking part in this stutly'

What uno my attcrnatives if I dol't wont to tnke part ilr t}is stgdy?
You have the Ibllowirtg other choiccs:

r Genrcital'rine alone, without heing on-study;
: Other chemolherapy drugs used [o trcat this disea.se;
r You rnay choose tc) hilve n()lleiltlnent, except carc t0 make you tnorg crotnforrable.

How will I knrxy if there i.s lnfonurtlon lcnrnod thut nrry effcct my willingnes$ to takt part fu this
rcscarch study?
Durhrg the c6ursc of rhe study you will bc updated alrout any ilew iltlilrtnalion tlat lnay affect your

willingness to renrtrin in tlre stucly. '11'new infbrrnation is learnerl that rnay all'ect yr:u after fie sttltly has

corilpleted. you will be contacted.

APPROVAL EXPIHES
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who wilt have access to my res0arch rec,0rds tronr this stutly?

lly ttking pan in thi; ;udy, you shoukl untlersrantl rhat we will h* ctrller,ring yorr personal health

inltxmarion. This includes, r:ut is not tinrited to, tieuroglaphic rtala (nante, date ol'trir{h, etc') ancl data on

yourhgalth(yourhistory,plrysicalfindings,laboratoryresults,stutlyrctutctll"intlingetc.). Dudngtltecourse

ol 
'he 

trial, stucly visitogi (knorvn as nronitors) rvill revicrv your rncdical anel rcscaLclt ttcottl t0 veljly wc

collccrccl ynur.srurly infor:rnation prope.rly. These uronitors are either hired or ernployed by t'lte spon'sor'

sometirnes, tlrcy will need to take notes or phOtocopy p*rr.s of your meclical record. we will rcplace your

nams on these pages rvirlr your assigned sturly numb*r. rnio data will be rep:rted to The of{ice of Hunratr

Resemclr Ser.sices (OHRS) on a rcgular ha,uis, as requiled hy the srudy. OHI{S $'ill analyze, 1lt'o'uess ancl

lit$r.e your dara witlr elechonic data proccssiug systeurs. 'l'ho aurhorization lbr use of your reseinch data has

no expirati.n tlate and may be subject to rediJct;ule by oHlts and n0 ir:nger be protectecl' Your ltersonal

ident;ity however, thar is your name, acltlress, and other iclentifiers, will rtrlnain corrfide'ntial (a st'utly nu$ber

will be used filr your niuller. Only rhe st udy doctor, r$$eflrch l(}nm attcl stucly mouitor will be able to link the

study rlumher to your ni1,c. your dilt:r niay alsu tle lbrwarilerl to donrcsiic alrd Loruigrt th'ug rcgulatory

agurnc.ies if you have an adverse (trad) reaclion'

.Ihe lolk:wing group$ of pcople may also be allowect tn ir, spect sectionfi 0l'your nreclical attd research

frc.rut trrrtty Advrnced tlr Meurstltic l}tcas Cam:tr

lecor'ds related tn this studY:
a

I
a
a

your data niiry alsn be subrnittetl tr: donrestic anrl {irrcign clrug rcgtrlatory agcncics in applic:ations fcrr

mar*e{ing authorieation ancl tttay fre u.'ied in scientilic ptrblicatirlns' lf thc linclings-.ffonr:::^:::*,i::

a

t
a

I

;ffi;ili il;ffi;;t bc identificd try name. your idenriiy will rcrnain confitlcntial (privale) unless the law

rcquircs cliscl6sure such as roporting irrclividuals wirh cornr:'rruriualrle diseases (rhtrse tliseases lha( are pused

Ii'm pers*n to person). In this case, y$u rvitl be inliirnred of rher intcnt to disclose (give out) such

information t0 tjre authorized stotc ags[cy. Such a law has alrcady existed in New Jersey l'or several years'

y*u have the righl t$ ilccess your pilrsolral data ar your study dr:ctor's ollicc anrl to reque$l corrections ol'

any of y$ur persorlal datit thltt at'e wron51'

ffi m,[[*rrfi]'#l:;:,:,;rx,,,]tiu:t;ff rl,fi ,ill;Tlfiii:,*,:j
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'frcatcrl I rx:ulll Arlvnrruc.d or Mtrtttsttttit: tlrc{st CrlntcrE
responding ro treatmcnt. 11'you arc no longer respondiilg lo tleatrnent yfiu rnay only he ahle tc) contitltl{}

irnatinib niesylate out,side of ihis study. This would be a1 youl own cxpc.n.$e if alterlra(vc means of otrluining

irnarilib nrc$ylats (such a.r thnruglr your insuftu1co) wero uot availablc. 'Ihc issue ctf co$t ttnd paymcnt

outsitle 6l this study will be discussed with yor or you will be refencd t<l n finnncial counselor.

6erncittbine is a standard (usual) trcatment for this cfincer. You or your insurance company will be

billcd for the cost of this treattnent. Whatevsr costs your ittsurance compal:y d<:rus not pay will tre your

responsibility. l.aborator-v work ancl irnagilrg stuclie,c ((rl Scan or MI{l) fire l}art of thc slarxlard trealmenl
anti l,vill be hitletl to you or y(!ur insurarlr,:t comparly bec*use. tltese tcsfs woulcl [:e clone if you choose not
to he a. part o{'this stutly.

Will I Irc paid to take part in this sfudy?
You will not be paid to takc part in this study.

lthat rvill happen lf I become iqiured during the study?
If you rake ptiri in this sfudy, you will he expoied tc) certilin risks of physical injury in addition to those

connected with stanrlaxl Iiorms of' t Please lli s kslDi sconrtbr ls sectiotl. Medic al and/or den ta I

fieatnlenl will bs arrattged LrY

, l\r!f l\J l/Iavvllltvl lP e'

ho sustain physical injuries or illnesses as a dircct

cotlsgqLlenceoltakinglra,rinrffiilt.sttmnctlcan.icr0f0thcrthird1:artyp&yorwillbc
billcd ibr the cosr of tiris ucatulcnt. No adclitional i'irrancial pilyntent is availillrlc, Ynu are not giving up ilrly
conssqlrence ol taking pffIlin

,is forut or by tilking pan in thiin this tcsearclt sttttlY.
p ical expunses, whiclt you nlay incur a$ fl

study. n0 othcr tyPe of colnpensttion.

l{hat will happcn if I r{o not rvish to take p*rt or decide not to continue in the stucly?
ygu rtay chouse ngl lo be in thr: $tudy iu(i il'you clo chnosc tCI tokc pall, it is voluntary. You nroy also

refuse to tak$ par.t, or changc your nrinr! at ilny rirne. ll"you clo nol want to cnlerr the study or clecide to

witldraw (sto1t taking part.) lroll the stucly, yuur rclationship with rhe stutly.'itat'l'will nttr change, and you

may do so witirout penalty or loss of benefits to which you tre otherwise entitlecl. If ytru do not wilnt u$ l.o

coritinue using the ,tata rue lravc alreacly collecte.d ahoul. you. you lnusl. withtlrilw 1'our perlttission in writing.

liverr if you ti'itlrdraw youl pcrnrission to nsc tlrc .Jata atxlurt you, wc cannot rctrisve (Bct back) any 0[ the

inforrnatlgn prcviously submincd. 'llrc Fboti alrd l)nrg Adnrinistra{ion rcquirc us, however, to continue to

I'eporl nnylhing lhat relatss to rhe. safcty ot'thesc rlrugs.

At any tinte, tfue srudy d{}ctor can cfu:cide to withclraw you frour this study (take you otf study) because

l'grr.her.panicipari6nwouldnotbeinyourbestintcrest. Yourstuclydocttlfcarl$topreafinentsl'enifyouarc
willingio coniinre. Il'you, or your study rtoctor, elecidc tro withtlraw you {ittn thc stu<ly y<lu may be aske.d to

return fOr A final visit f'Or Saf.etV leasons, ol' to I'elurn sl"utly ntellicntion.

Also, ygu shoulct understanel that the stutly docto, o,In cortsultation with rlte Principal
lnvestigator., can with6raw you from tlre study at any tinre ii y'ou do not follow the instruction.s relafed tcr

lhe stutly, or if you need a differcnt treatmonf.

.T
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Tu:aret [..ruall,v r\rlvancctl ttl Mr'.tl ic lil t:r:r'

l\'irrcipl lrrvc.st i1tramr':

lVho mny I con$ct if I have any que$tions?
If you have any que.$Lions ahout your pflrticipalion in this study, you can cotltact lltc study doetor:

ll'yuu have any questi0lls ebc)ut your rights as a rcscarch lubject, you cail contacl:
Review lloard

What ere my rightti if I decide to trtk* p$rt in this rosenrdr $$dy?
Yog have rhc right to ask questions cotrcerning any part ol'lhe sl"udy at any tinte. You should not sign thi.s

ftrrm unless _you haye hatl a chimcs to ask quc"stions zutrl receive answors to all ol- your queslions.

I have read this entirs form, or it has bcen ruad to me, and I bclievq tlut I .undel'stand wltat lras been

rliscussed. All of my qussrions rcgflrding this form or rhis strdy hevs been answercd. I agr:ee to takc peil in
tlris research study and h{ve been givett a oopy of this coll$snl,

Pationt Name;

Patient Signature: ^. l)ate:

'I'ext continucd on ncxt page

ADDI'I-I0NAI, RESNARCI{'TES'I'IIIG,
IN'I'IIN'I' T() IiTORI] SAMI}LIISI

FT]TURN {ISII llLoOD/I'ISSllti SAMI'I,I'S OR 'TIl!]

ffiffi-6YPP
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Truirtsl I.r:ctlly Ailvanc(d t)r Mo{tltitlNio l}rcitst Canucr
Prirrr:iprrl h ve.stigiuu ;

lf you do not want your samples il.qsd f'or ackiirional research testing, Iuture re$earoh or {'or genetic testing

(testing of any leftover tissue lo dcterrnino iI sonm tissue is ntore at ri$k l'or cerlain tliseases), tltis will not

ulleet your atrility to takg pen in rhi.: study or in lu{"urc ;rtudies.

Plslrse initial ench one of the fallowirlg sentenccs that applies:

*-*l agree to be comacted try the Investigator$ Ihr future reseat'ch studies.

".. _*_l do not egrce to tre contacted by thc Inr,estigators f'or l'uture research studics.

I agree lo the use of rny blooclltissue for aclditiontl re*earch testing, futurc tcsenrch ol: genetic ts$ting'

I do not agrsc to the use of rny bl6td/tissue for additional researth testing, t'uture researclr or genetic

resting.

l{hat do I <lo if I do not want my snmples to be usetl?
rnay keep recoris linkipg your identity witlr ynur bloocl/tissue sample(s) fotever. Yott ciut

t!3lllttrJ,-t-1ilt t/tiisue iarnplc(s) and r,, erials r:trtainr:d l'r*m yotrr sarr:plc(s) be destroyed' .[tt suclt ca"se.

ffi .,:ffi 
,l#X 

3; ?ll;l}fi JlI[i Jil ;:,ff ,1, ff l ru; Ji x,l}&illii ;l'#i:t]#ili:iil:'H fi il
availablu afler your rcqucst is tecoive(l.

How will my informatiorr bc kept private atttl r:onfidcntisl?
I n l'0 r ui{le-0lrlt0i.n ed-tg

will be ahle to link your in<Jividual rcseatch results rvith your identity.

your sarnple(s), and lnaterials derived llcxn your sample(s), will be givcn a code number' and storcd in a
passworclllnrtccteti sesured tlntabase , 'l'hese password-protectsd dnt:rbases are lcicared on secured scrvs,t
with li.mited ftccgss by key study ;rcrsonne l, Only inlormation relate(l to your diagnosis rvill he linked with
thc sanrpll's code nutlltler. your name, clat.e of b:irth, acldress, or othe!'per.rttniil identilying ini'trmarjon, will
not be linksd rvith tlre sample(s) you give,

'I'his basic research i.s not iltended to givc you clirrical inlirrrlation. You understand atld agree that yctu will
not hs roll *trout yqur individual research re.cults, Lnfonnation resulting from this reseatch will llol be

untersd into y6ur meclical record. Neither you, nor your fanrily rnerntrcrs, tlor oilt$ide parties or study dcxtor
will be allowetl to look t1{ vour intliviclual rc.search rerults. It is possibls" howcvcr, that members oF

regulatory authorities, such iis rhe l,.j.S. ltcxl ancl t)nrg Atlmiui.stration, UMDNJ lnstitutional ltcvicw Board,

oro$erpet.sonsroquircclhyltwlnaybeallowedtolt:r:kirttliisinforrnaliott. Bccauscwearcnotsurcofthe
significlncc ol. the iaboratory rcscarch, we will not u$c those resuh$ {o nl*nalle your medicul cars'

\ilhat rre my right$ if I agrec to flrc usr of rny bkxld/ti,ssuc for othcr typcs of rescarch or lor genetic

testing for fufirrc rcsearch?

n[c 0 $ 2010
fiffiovED
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Tn:ard I rxrlty rldvanccd oI Mt: {flgttllic lhca${ (:mccr
l'rincipil Invcstig'.ttrx: 

-

you undsrspnd that you ha.ys rhrl right l.o ask que$tiCIlls about you.r blood/tissuc .sompls$ et my time,

I rgree to the u$$ of nry lrlood/tis.sur: for other typcs 0f rcs$aruh or lbr gcn€,ti0 Leiiting lix I'uture rosotlrch'

Patienl N*nte

Patient Signature: Date:-

SIGNATURE OF NEADITRITIIAN SI,A' I'OR I T"'T}IT{ sI iri.llic'r D()I,ls N0't' RH,AD liNCLlsH
The person rvho has signed above, *, does not read

Hnglish,rvell. I reatl lirtglish well aud am tluent in -.,*"., a language the Paticlli
runderstands well. I underslnncl the coutcnt o{'this consent fbrrn and have uansleted for the patient t'he

entirs contcnt of this f'orrn, lb the trcst o1'rny hnnwledge, the patient tttrderstands the oontent of tltis

form and has hacl an opporr.urrity to ask qu*stions reganling the consent firrrn ancl the study, and these

questi0ns havc bcen answersd.

Readerl Name:
'l'ranslal.or:

Sigrtulure: Date:

Witncss: Narne:

Signature: l)ilte:

flGI\ATURE OII INVI}STIGATOR OR RESPONSISI,E INDIVIDUAL
To rtrs trcst 6[ rny atrility, I have expltined anrl <liscussctl the t'ull contcnts of ths sttrdy including all of the

il.lbluation cgntainscl in t,his con$elll lixrn. All queslions of the palient have been accuratcly ansrvcrcd and

the patient has been given a copy ol'lhe con.scltt-

Name of lnve.stigator/Pcrson Otrraining Consent: -*.

Signature: -- Date: .***-

Tabte of Study Tests nnd procedures

ATFMTED
Vulsiutt l)lrtu: 09/ I 0()9
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']i'camrl Llcullv Advrtrr:trrl ol Metrstalit: Ilrult.st (litttr:tt
riiri.,iri,r tnvcstrgrt,x': n
Tests nnd Proceduros I're-

$mdY
Weekly Prior

to
liach
Cycle

Evely
aL

Cycles

ofl'
Trcfltn)cn1

liollow-u1r

Inlbnned consenl x
Historv. ltltysic:itl ald hci x I

xWeiglrt and vital sign.,; x x
Blood tests x .x

Review of sidt'. sfl'ects x' x

EKQqnc! rlqst x-rny
FrssnancY test'
Discasc Asscssrtrentz x .\ x"

Medication Diary" x

Updrtu ol"Ji sease .srarus x

C)ptional l'iuture Lisc Sarnplcs i'x
iunal lJiorxics x

I Womsn able to gst pt'sgnnnt nrust have:l rsg&ive ptegflrrncy tcst withiu I we$k of" starting the sludy'
2 lf your diseasc respontls ro reatment a revjew of yeiul disense will be rcpeat*d as often os you doctor feels is

ng6sssa^ry, This will bc done hy n:peating CAT oI MRI tcans or any other method the study tloctor may ltel is
nccdsd,

3 Mc.dication is to bc fillsd out tlaily in the diary by the patien( and ru,icwed with the rcseltrch nurse al every clinic
visit.

4 Patient will tre asked aud cirscks.d for ricll; c..f lects o[receiving tru*tn)ent. This rvi]l bc tlorte at each visit. lf the patient

is not sc.heduled for a visit tlris infonttnticn ctrn be laken over the phone'
5 Patjents disease will be followed witlr imaging scsns or tulnon)rerlsuremcnts evory 3 ltton&s until their diseilse ge$

woffie. Patienrs will also be followcd for an ulrclalc oi'tlroir dixeasc every 3 ntotllh$. A lelephonc call lnny t'x: made

:,fi, Jiliiliil*r,;# illl,:'Ii,,,, r on,,
7 Opt.ionat samples taken for ;:atienrs aiffiEjnntiorr group, un .utcnpt rvill bc tttudu {u ubutin tissurr

l, bel'ore the start. ol treirtmsnt on Day l, belbre lreiilnrenl on l)ay J, attrJ sft*t'trr:atrllollt on lllry 10'
pirticnts or patiBnts willing to trtvelt(,I

Vcrskxr lla{c: 09ll fr{[,
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