
Official Title: A Phase 2 trial of Liposomal Doxorubicin and Carboplatin
in Patients with ER,PR, HER2 Negative Breast Cancer
(TNBC)

NCT number: NCTo23151196

Document Type: Study Consent - Main
Date of the
Document:

07l3Llzols



CONSENT TO TAKE PART IN A RESE,A,RCTI $TUDY

Titte of Stutty: A Pha*e 2 trial of liposomal doxorubicin aud carboplatin in patients with ER, PR. HER2
negative breast cancer (TNBC)

Prinripal Investigator :

This consent fonu is part of au informed corxent proces$ for a research study and it will provide
iufomratiou that will help you to decide whether you wish to volunteer for this research study. It will
help you to understand what ihe shrdy is about and what will happeu in the comse of the shrdy.

If you have questions at auy time druing the research study, you should feel free to ask them and should
expeet to be given an$tyers that you conrpletely urderstand.

After all of yoru questions bave beea auswered. if you still wish to take part in the study. you will bs
asked to sign this in{bnned consent form.

The study doctor (tbe principal investigator) or anoltrer menrber of the study team (an investigator) will
also be asked to sign this infornned consent fonu. You will be glveu a copy of the sigrned consent fonn
to keep.

You are not giving up ary of your tegal rights by volmteering {br this research shrdy or by siping this
consenl fonu"

Tlre costs fftat are usually eovered inclucle thirrgs suc]r as research laboratoly tests required by the study,
and the costs of collecting all of the infonuafion required by the study.
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Snr*v Titlc: Gcooruic rxofilils of aiplc uegatirc brcast canccr in a cliuical trial with fiurctioncl charactcrization of r$,istaot discase

-

Why is this rtudy being tlone?
TIre purpose of this shrdy is to deternriue the activity and safety of a couibillation chemotherapy regimeu
for ear{y stage breast cance$ that do not exp(ess e$fiogen rcceptor (A protein found inside the cells of
the female reproductive tissue. some other types of tissue. aud soule cancer cells. The honnone estrogen
will bind to the receptors inside the cells and may cause the cells to Srow. Also called ER), progesterone
receptor (A protein forurd inside the cells of the teurale reproductive tissue, sorne other types of tissue,
and some carlcer cells. The honnone progesterCIne will bind to the recepiors irxide the cells and rnay
cause the cells to grow. Also called PR), or HER2 protein (A protein involved in nonnal cell parvth. It
is foturd on some types of cancer cells, including breast aod ovarian. Cancer cells reuroved froru the
body nray be tested for the plesenc€ of HERZ to help decide the best type of treatruent). The two dnrgs
doxonrbicin aud carboplatin will be given together and then paclitaxel will be given alone. Lr addifiou,
this study will detemfne if there are chauges in the DNA (deoxlt'iborrucleic acid, a self-replicating
material preseut in nearly *ll living organisms as the mnin constitue*t of cluouto$olnes. It is the carrier
of genetic infoirnation) of the canc.sr itself that predict which breast cflrcers will have the best respome
and for r.vhiEh breast canser$ we need to identi$ other effecfive treatments. Laboratory evaluations will
be done to identify poteutially effective alteuutives.

Drugs used as part of otu standard of care to treal early stage lrreast carcef include doxorubicin and
paclitaxel. Liposomal doxonilriciu is another formtilation of doxorubicin that is FDA approved and is
part of orr national oncology- grridelines for treating ntetastatic breast carcer. Car{roplatin is FDA-
approved and is part of oru national oncology guidelines for treatirrg metastatic breast cancer.

Carboplatin is approved for treating early stage, HER?-expressing trreast caucers in combiuation with
other chemotherapies.

Liposorual doxonrbiciu and carboplatin have proven berrefit in the treatrnent of metastatic breast ctulcel'"

Their eogrbilation has been tested in a clinical trjal at the Caucer Insfitute for safety, tolembility, arrd

be[efit for treatmeut of breast cancem tlraf do llot express esfiogen rcceptor, progestercue teceptor or
1IER2 protein. The combination of liposomal doxonrbicin and carboplatiu has not yet been tested for
tre*tment of earty stage breast saucer. Tberefore, the goal of this shrdy is to determine the response rate

of early sfage breast caucers that clo not express estrogen receplor, progesterone receptor or HER2
protein to the combination of liposoural doxorubicin and carboplatiu. All laboratory correlates are for
rcsearch ptuposes only.

Why h*ve you been asked to tske part in this study?
You have been asked to parlicipate in fis shrdy because you have beer diagrrosed with au early sfage

breast calcer that does not express eslrogen receptor, progesterone receptor or the HER2 protein for
which chemotherapy is a reconunended treatrueut.

lVho may take ptrt iu this rtutly? And who may not?
You may be included iu this study ifl

r You have been diaguosed with stage II-III breast carlcer that does uotexpress estrogen receptor,
progesterone receptor. or HER2 proteir.

I
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StdyTittc:Clcuoluic@sicarrcerilaclirricaltrialrvitlriurctionalclraracterizariouofrcsist,atdiscas€
Principal lrvcstigrtor:

You are at least l8 years ofage.
You are uot preprant.
You have an adequate contacepfive urefhod during teatrnent and fol three rnonths aller
completirg heahnefi.
You have a suffrcient level of daily activrty.
You meet specific criteria on bloodwork for blood counts, kielney, and liver firnction.
You have adequate lrcart fi.ruction.
You have had imaging to exclude metastatic (the spread of cancer from the place where it sta*ed
to other places in the body) breast cancer, i.e. breast caacer in other organs.
You are not receiviug other trea&ests for your breast caocer.

You have sigrred consent for this study.
You are eligible to rurdergo stugery, either luupectoruy ((the spread of cancer fi"om the place
where it started to ofher places in the body),
or mastectonry (surgery tn remove parlor all of the breast. There are differeut types of

urastectomy that differ in the amount of tissue and lyrqph nodes removed) for local treatrnent of
the breast cancer.
Your cancer tissue is provided for laboratory aualysis.

You may Not be included in this sfudy if:
r You are prelrrert or lrreastfeeding.
r Have auother cancer except specific lirnited caucers or ot[er cil]cers treated at least 5 years

previoruly with no evidence of recrureuce.
r Have evideuce of metastatic disease.
r Have a diaguosis of inflammatory breast cancer.
r Have a history of hyperserxitivity reaction attributed to the drugs used in this study, i.e.

doxorubicin, paclitaxel, or carboplatin.
r Have another serious rnedical disorder that would compromise your safety CIr your ability to

cor4plete the shrdy.
r Have had a heart attack or uustable argina in the past 6 xronths, significant hearl failure,

uncontrolled abnorrnal heart rhythns, strnrctursl heart disease causing significant heart
dysfrrnction or sierrificant EKG abnormality.

r Have had prior treatrnent rvith the study drugs for *ny cancer.
r Have known or active hepatitis B or C with abuonnal liver frrnctiou tests.
e Hove significant vasculal disease.
r Have evidence of bleeding or clotting disorder.
r Have lung disease resulting in moderate to severe breethiug difficulty'
r Have history of a urajor organ transplant requiring c.hronic imruunosuppressio& e.9., kiduey.

liver, lurg, heart, boue marrow traasplant. or autoimrntme diseases. Patieuts who have rcceived
comeal traruplants, cadaver skin, or bone trausplants ar"e eligible.

r Have moderate/siguificaut nervous sysfelu disorder.
r Have a condition that would prohibit a&uinistratiou of steroids'
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The shrdy doctor and/or research team will also ask you other questions about your medical history in
order to make sue you qualify to be in this study"

IIow long will the study tsks and how mnny subjerts will partieipnte?
A total of 60 subiects will be enrolled study wide. Approximately 60 subjects will take part in this study
frorrrthe.Weexpectaccntaloverforrryear.sbrrtParticipa[tswillbe
evahrated r euollntelt.

What will you be trked to tlo if you t*ke part in thi* resrarch sfudy?
Before you may take pm1 irr this study, yotr will ueed to Boswer questions and have the following tests

and examinations to see if you are eligible" This is called scteeuiug. It is inrporl*nt to answer all
questions honestly and contpletely. If anythirrg charges before or during fhe study, you rnust tell the

sfudy doctor. Depending on the {u}swers to these questions and the resu}fs of the tests and exarnination. it
is possible that you uray not be able to take pafi in this study-

ln some instances. certain tests or procedures conducted during the study nray have to be repeated. This
can happeu if some or all of fhe results or tiss*e are unusable. Also, yournay be asked to have additional
tests or exaruiuations. T[is cau happen if et unexpecied medical event occurs during the shrdy. Before
you begin treahuent. you will need to have the following tests and procedures doae:

o A prior biopsy confimring yoru' diaErosis of breast c€ulcer and that it does not express three
pr-oteius: *rt og"o receptor, progesteroue receptor, and HER2. Tltis tissue will also be used for
laboratory testing to eruluate DNAJgenetic changes and expression of tissue carcer urafkem.

r A new biopsy for rcsearch puposes
r A blood specimen for research purposes
r Signedcousent
r Completiug a Quality of Life questionnaire at tbree

cornpleted in five urinutes
tirue poiuts duilrg treaturent tlrat can be

A rnedical 1istory and physical exam will be done by tlre study doctor prior to starting the study and

prior to each cycle druing the study.

In addition, you will be reqtired to have:
r Blood {ests done before keatment and before each cycle dtriug the sfirdy. You rvill have blood

drawg using a small needle to clreck yoru'blood counts, yorr blood clremishy. and how yorr liver
and kidneys are working.

r a ruine test to evaluafe your ki&rey firnctiou.
r Auswered questiols *bout the extent of your physical activity, how you are generally feeling

inlbnnally and usiug a brief stuvey.
r Scags nray be done before the sfudy aud as nece$sary for evaluation of any new symptonx'
e You will also need to have au ECG {elechocardiogsam, also kuown as an "EKG"- a paialess

paper fi'acing of the heart's uormal electrical *ctivity)-
e If you are able to conceive, you will have a preguarcy test within oue week of the stafi of the

Versl0n6le: I3/0 I /t0 I 4
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study. If you arepregpaut, you cannot take parl.
r Au additional biopsy may be needed to obtairr ndequafe tissue for testing andlor placement of a

clip, a small ruarker to designate the location of the breast cancer, in the breast prior to sfart of
freatment.

r If you have low nunbers of white blood cells (what helps yorr fight infection) you may be given
G-CSF" G-CSF is a special typ* of protein called * growth factor. It stiruulaies boue manow to
make white blood cells and is given as an iujection. Your shrdy doctor rvill tell you if you need
G-CSF along r.vith study dnrg adruinistration.

Patients participatiug in this strrdy rvill receive the tbllorving cheurotherapy prior to undergoing breast
smgery. Two dnrgs, carboplatin and liposoural doxonrbicin. rvill be given together every 28 days.
Twenty-eip{rt days is cousidered a cycle. The combin*tion of calboplatin and lilnsorual doxorubici:t will
be given for four cycles. Patients will then have their breast surgery followed by 1? weekly doses of
paclitaxel, another type of chemotherapy. Patients will only receive additional therapy, such as radiatiou
tberapy. if detemrined to be uecessary by theirtreating physieian.

Caucerous tissue fionr the lneast biopsy will be sent for a test that looks fur gertetic abnonnalities witlrirr
the cancer cells. This is called genornic analysis. These tJpes of abnonnalities are uot the kind the
parents pass to their ottspring. These are abnormalities that arise within noranl cells of the breast that
then result in the breast cells beharrirg as a eancer. Some of these genetic abnormalities in the cancer

cells nroy tell your doctors if any additional therapies may be usefirl in the keatment of your breast

career in the future. Iir the event that festing of yoru cailcer identifies an abnonnality or mutafion that
could lre inherited, that is, passed from pareuts to their children. your heating physician would be

notified so thal they can discuss with you whether or uot testiug to cout-rnu the presence of an inherited
genetic nrutalion is appropriate. You will be able to decide whetlter or not this testing is right for yon
based ou that discussiou rvith yoru physician au#or meeting with one of otu genetic cotuselors. J"his

study does not retprire you to undergo fhat specific type of genetic testing-

Caucerous breast tissue that is removed during a procedrre is uor-rnnlly seut to the pathology depaffineut
where it is processed. Pathologists typically examine tlre tissue under a microscope to confitm a

diagmosis and provide infonnation to tlre treatirrg physician as to possible stage of you'breast caucer and
whether specific proteius are explessed which help detenuiue treatruent recouuuendatiorrs. A portiorr of
tlrc calcerous tissue that is not u*ed by the pathologist rvill be requested for evaluafiou iri the laboratory
to help determine sensitivity of the caocer to various other dnrg therapies. The respoase to tbese dnrg
therapies and how you do on the cliuical trial will be correlated with the genornic analysis. This will help
detenrrine if there are specific geaefic alteratious in tlre breast cancer that rnake it ruore (or less) sensitive
to esch ofthe drugs tested.

What are the risks and/or discomforts you might experience if you take part in this study?

If you participate in this study, you mustundersta*d that you take the risk of treatrnent uot being
effective *gainst your cancer. The dnrgsused in this study mfly car$e all, sorue or nolle of the side effects
listed. In addition, there is always the risk of developing very uuconrmoo or previously unknown side

I
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a$d doxombicin has been previously
. Paclitaxel is n standard

chemotherapy given for the heatnrent o cancei: Hor,vevet, some side effects fi'ou arty

chemotherapy drug mny be seriouseuough to result in hospitalizatisr a&d/or death.

Dr,riog a CT scan, you will be exposed fo small amounts of radiation, which are equal to 3 years of
exposrue &onr the air arorurd us. Therre is also a rare risk of a serious allergic reaetion to the dye used irr
the test.

When your blood is drawn, there is the possibility of developing a bnrise, bleeding or (rarely) infection
at the place where yorx blood is drawn. Techniques used to draw blood will rnirimize these risks.

f6trrn6s side effects observed with aluost any chemotherapy iuclude:

Boue marrow strpprgssion: The dnrgs used to kill cancer cells also kill some uomral trody cells,
especially those that gpow rapidly (blood cells, hair, cells that line the mouth, stomach and intestines).
Blood cells are srade in the bone nmrrorv and are responsible for fig*rting infections (white bloodcells)"
carrying oxyger (redblood cells)" and causing blood to clot (platelets). A reduction in the number of
thesi btodcetls (marrcw xuppression) cau lead to an increased risk of infection. weakness, or bleeding.
Should these effeets occlu, they cau be treated with blood products (trarsfilsion*) and antibiotics.
Reduced rvhite blood cells may be &ieated with an injection the day after chemotherapy.

Hair loss: This may be partial or courplete and more likely withpaclitaxel thzur the corubiuatiorr of
liposomnl doxorubicin with carboplatin. Hair growth usually retruus when the &tg is stopped. Hair
color will not charge, but hair is sometimes eurlier.

Nausea. vonriting and ternporary loss of appefite: This does not usually last for ruore fhau a day after the

adurinistration of cheurofherapy. Anti-nausea medicatiorr will be prescribed before and duriug treaturent
with cheurotherapy.

hregular urenstnral cvcle: Womeu nr*y experience teurporarily an irregular cycle or il uray cease

permauently resulting ia an inability to conceive.

Extravastion: A leakage or e$cape of medication &our a vein into the tissues resultiug in pain and

possible tissue damage.

Secondary leukeuda: Some patierrts ruay develop lerrkeruia or a secoud carcer.

Blood clofs: They occur frequeutly in patieuts wittr caacer aad have occurred in patients on similar
studies.

In the past few years,liposonral doxorubicin has experieuced dnrg shorlages for which measures have

beer tsken to reduce this occurence. However. should another slrcrrlage occur, epinrbicin (n dnrg with
action sirnilar to liposornal doxorubicin) would be given as a substitute.



StudyTittclG**,'i"p@stcarrccrinaclirricaltrialrr.iilriurctionqlclraractcrizatiorrofrcsistantdiscasc
hi".ilol luvcstigator:

Toxicities Ohe extent to which somethfuIg is hnrmfuU associated wi& the $pecific cbemotherapies used
in this shrdy are listed below:

CARSOTLATIN
Common side effeclr from ccrboplntin include:

o hair loss
r loss of appetite or weight
r stomachpain
r diarrhea
r constipation
I nauses and vomiting
e changes in vision or herring
r nunbness or tingling in &e fingertips
r irritatiou or sores iu the linia$ of the mouth and throat aud possible change in taste

tess commou side elfects from carboplatin include:
e Rash or allergic reaction with change in blood pre$ure or sbortness or brea&
r Swelling of the feet or enHes
r Abnonualities in eleckolytes (measured on bloodwork)
r Reducedkidneyfunction
r Abrromralities in liver tests

LIPOSOMAL DOXORUBIC.IN
Common side effects from lipbsomal doxorubicir include:

r hair loss
r loss of appetite or weig&f
r diarrhea
. n&usea aud vomiting
r irritatiou or sore$ in the lining of the mouth aud tlroat aud possible change in taste

Less common side efrects from liposomgl doxorubicin include:
r Rash or allergic reaction with change ir blood pre$sure or shorhress or bresth
r Infiisiou reaction
r rcd rash with peeling, swelling mdlsr discourfort on fhe palms or soles of the feet
o reduced heart fiurction
r secoad m*lignancy

TACLITA)ffiL
Common side effects from ptclitarel inelude:

r hair loss
r loss of appetite or weigSt
r diarrhea
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Sttrr&v Titlc: Gcomdc sroilitrc of ttiolc lcqatirc b,rcast canccr in a clilical trial uith fi.urctional charactcrizatiou of rclirtant dircasc

-

. nausea and vomiting

. uruscle/jofut discomforl and weakn€ss

. nrxrboess or fingliry in the fingertips
r irritation or sores iu the liuiog of the mouth aud tluost

Less common $ide effects from paclitaxel include:
r Rash or allergic reaction with change in blood presstrre or shorhress or breath

ETIRUBICIF{
Common side effects from epiruhicin inclutle:

r hair loss
r loss of appetite or weig&t
r fatigue
e dian'hea
| rulu$ea and vomitiag
r irritatiou or sores iu the lining of the mnuth and throat

Lers commotr side elfects from epirubicin include:
r Rash or allergic reaction with change in blood pressure or shorhress or breath
o lnfusion reaction
r red rash with peeling, swelling ar&or discomfort ou tbe pahus or soles of the feet
r reducedheartfixrction
e secoud rualignaucy

Unrelated to the dnrg therapy are oifier poteutial ris]s. For instance. sittce some genetic variatious can

help to predict the future health problems of you and your relatives, this in{bnnatiou mig*rt be of interest
to lrealth providers, life insru'auce courpaaies, and others, There{bre, your genetic informatiou potentially
could be used in ways that could carne you or your family econonric shess. However, the genetic
information gained througS testing of your carcer cells does uot confinu the presence of an inherited
genetic abnormality. Ody blood testing, done only with yoru knowledge and pennission tlroug$ your'

heating physieian ean confirm the preseuce of an inherited genetic abnonnality.

There are stale and federal larvs thaf protecf against genetic discrimination. A federal law, the Genetic
Infonnation Nondiscrimin*tiot Act ruakes it illegal fur health insruance companies. group health plaus,
aud most employers to discriruinate agaiust yorr based or yCIul genetic information. This law geaerally
will
protect you in the following $iays: (t) health insurauce conrpaaies aud gorry health plaus ruay not
request your geaetic irrfonnatiou that we get from this rresearch; (2) health insurance courpanies and

$oup health plans ruay not use yotu geuetic inlbruation wheo uraking tlecisions regalding yottr
eligibiliry or premiruus: aud (3) ernployers rvith 15 or more eurployees uray rrot use your genetic

information tlrat we get from this research when rnaking a decision to hire. prontote, or fire you or wheo

I
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, it does not protect you agarnst discruuination by
comparlles ffi'ance. or long-tenn care insurartce.

A federal law (Oenetic InfonnotionNon-Discriuritation Act. OINA) will help lowe the risk &om health
insurance or employurent discrirrrination ou the trasis of genetic infonnation. The federal law does not
include other types of ruisuse by life iusruance, long-term care or disability iusurance. If yotr want to
leanr rnore about the GINA Law, you can find inforrnation about it on tlte irtterlet or ask the study staff.
In additiot to the fbderal law, some states have laws fhat also help protect against genetic discriurination.
Tlrere are state and t'ederal lalvs that prr:tect agaiust genetic discriurination.

REPRODUCTIYE RISKS
Females will be included in this study. If you ue pre[${lnt, you earutot participate iu this shrdy. You
should Bof becorue pregaa$t or father I boby while parlicipating iu this shrdy because the drugs ir this
shrdy can be associated with unknown risks that codd a{fect you or an unborn baby.

A1l sulrjects and their sporrse$ or partners must use aa effective birtb eontrol rneflmd. Some examples of
birth conhol are the following: have had a prior history of surgically-inducedsterility (i.e., rubes tied,
vasectonry), avoiding any activity that could calrse youfo becorue pregurarrt (no sexual inte.rcourse), or
using birth control pills, fUD, condom. or double-barrier coukaception diapluagru with spennicidal jelly,
hansdenual (tlrough yoru skin) or injectable contmceptives.

You nrust practice bir{r control during the shrdy a$d for at least six months after you receive the last
dose of tlre study dnrg. Before entering the study. you and the shrdy doctor nrusf aggee on the birth
control metbod you will use duriug the entire study.

A coturselor and more iuforuatiou about preveutrng preEurancy will be made available to you if you trave

auy questions.

If you are capable 6f bsssnrirrg pregnant, a pre$mncy test {using a urine audlor blood sample) will be
done aud the results urust be negative before you are penuitted to enroll in this shrdy. A repeat
pregnancy test must be done if you uriss any periods or your menstrual cycle beconres irregular.

If you are crureutly breast feeding a child and agree to participate in this shtdy, you must stop breast
feeding before receiving the {irst dose of snrdy drug. You urust agree to discontinue breast feeding for
the entire time you areparlicipating in the shrdy to prevent auy potential health risk or injury tothe child"

lf you become pregmrt wbile in this shrdy, you urust fell the shrdy doctor as soon as possible. The study
doctor will advise you of the possible risks to your unbonr child and options available to you. Because
of the possible risks to an turbtxr child, the study drug will be s(opped. You may be asked to receive
ruedical follow-up sen'ices for yoruself duing the preErancy aud for the baby a{ter birth. You may be
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Principal fu vcstigrtar:

asked to provide more infomlation *botrt the pregrraucy atrd its outcome.

Con you tcke othsr medisines while ou this rtudy?
You should not take any cver-the-counter mediches, berbal products, vit*mins or foodstrpplements
while taking part h this shrdy" unless you tell the shrdy doctor and get pennission from the shrdy doctor
to go on taking these rnedicines. You will follow the instnrctions of the shrdy doctor about the use of any
of these products.

You should also tell the study doctor about all niedicines that other doctors may have prescribed for yorr
to take.

Are tbere uny benelits for you if you choose to take part in thi* research study?
There may or may not be direet medical benefit to you &om takiug part fu] tbis shrdy. If the treahnent is
successfirl, it is hoped tlrat yowbreast cancer will becoure smaller in size or disappear, reduciug tlre risk
of your breast cancer coming back in the firhue. It is hoped that the iufonnatiou lenrned froru this study
will also benefit other patients with breast cancer in tlre fuftue. However. it is possible that iufomratiou
lear:red &om yoru particular breast cancer rnay be helpful to yoru care inthe future.

lVhst sr€ your nlternatives if you don't wsnt to take pert in tkir study?

The following altenrative treatnrents are available if you choose not to take
have beeu given fhe chance to ask questiorrs about theu:

o You may choose not to reeeil'e tlre medication designated in this sttdy
e You nray receive non-eKperiurental keatnrents and can ask the

treafineuts.
r You may choose to participate in an altemative experinrental treatureut urd cao ask yorx shrdy

doctor about other treatment studies thrt arc available.

Talk to your doctor about your choices before you decide if you r,vill take part i* this study. You are
rruder no obligatiou to take part in this research study. If you decide fhat you do not wish to take part in
this shrdy, you are free to leave the study at any time.

How will you krow if new informrtion is lcrrnsd t&rt may affect whether you are willing to stry
in this research rtudy?
During the coruse of the study, you will be trpdated abouf auyuew intbnnatiol that uray affect whether
you are rvilling to go ou taking parl in the shrdy. If uew infonuation is learned that may affect you after
the shrdy or yorr follorv-up is completed, you will be contacted.

Will there be any cost to you to take p*rt in this study?
You and/or you instuance company will be billed for the costs of yCIul treatnerrt thet are cousidered
staadard of care (for example, doctor/ Advanced Praetice Nruse (APN) visits, musing care to admirdster
the keatrnents, routiue lab tests, restagiug scails. etc.) as you would have received these services even if

part in this study. and you

to treat yorr breast cancer.
study doctor about these

I
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you were not participating in this study. You will be responsible for arry co-papnetrts due for offtce
visits, co-insruances aud deductibles due on any tests andlor procedures that are requir"ed urd considered
standard care.

Carboplatin, liposomal doxonrbicin, paclitaxel, aud epinrbicin are all courmercially available drtgs. You
or your insruance co&rparly will be bitled for the cost of these medications.

If you have any questious aboui inswance correrage, irrcluding auy out of pocket expeuses youmight
incur, or which laboratory or facilities you are allorved to have tests at, a fiuancial coturselor rvill be
made available to you upon reqtrest.

Optiorral andor research r*lat collecfion and blood samples will be paid for
by the

Will you be paid to tske part in this rhldy?
You rvill not be paid for yoru participation in this research sndy.

How will infurmation about you be kept privnte or confidential?
All et'forls rvill be made to keep your personal infonuation iu yotu rcsearch record confidential, but total
confi dentialify cannot be guarauteed.

Your personal health information, identifiers and resealch data are stored artd kept irr a seeure area iu the

-. 

Computer scleens containing persoual health ideutifiers are iuaccessible

@doctr:rarrdresearchtearnrvillhavedirectaccess.
A description of this clinical trial will be available on ClinicalTdals.gov, as reqtrired by U"S. Larv. This
Web site will not incltrde iufonnatiou that can identify you. At most, the Web site will include a
srlumrary of the results. You can search this website at any time.

Whnt will h*ppen if you are injured during this stutly?
If you take parl in this shrdy, you will be exposed fo cerlain risks of plrysical personal rnj,,ty in addition
to those associated with staudard fonus of treahuent.

In addition. it is possible that drxing the cotuse of this shrdy, new adverse effects of doxorubicin or
epinrbiciu fonuulafious, paclitaxel. or carboplatin that result iu personal irUury may be discovered"
Please refer fo seclion 'What are the risks aud/or discornforts yournight experience if youfake part in
this study?'.

The Univensity will urake appropriate refen'als for rnedical and/or dental treatmeut for subjects who
sustain personal injruies or illnesses as a direct cousequence of participation in the research. The
subject's health insruaaee carrier or other third-party payer rvill be billecl for the cost of this treatmeui;
provided that the University shall not sutrmit to federally frrnded ptograrrls. e.g.. Medicare, Med.icaid or
CI{AMPUS, for reiurbrusement fust if submission to such prog$arlrs is prohibited by ln:w. No furaucial
compeusation will be provided by the Uuiversily and no other tlpe of *ssistance is available frour the

VeEou&re; 13/01/2014
Page 11 of 16



StudyTitlc:G",.o',i"F@5tcaIccrilaclhicaltrialr+ithfiurctionalclraractcrizaticuofrcsistantdiscasc
Principal luvcstigrtor:

Uuiversity.

\ffhst will happen if you rlo nat wish to teke part in the study or if yor later decidc not to stily in
the rtudy?
Participation iu this shrdy is voluntary. You may choose not to participate or you rnny change your mind
at anytime.

If you do trof wa$t to erter tlre study or decide to stop participating, your rclationship witb the study shff
will not change, and you may do so without penalty aod without loss of benefits to whieh you are

otherwise entitled.

You umy also withdraw your corrsent for the use r:f you data. btrt you rttust clo this irr writing tol
Ia (address provided on page 1).

ofAny data that has already beet sent to the

I camrotbe withdrawn \c11e
with you. We

**---l]|!!ffige by rhe Food and Dmg Admirrishation however, fo cortii:rue to report anything that relates to

the safety of these dnrgs.

At any time, &e study doctor can take youout of this study because it would not be in yoru best interest
to stay in it. Yoru shrdy doctor cau stop treaturent even if you are rvilling to stay in tlre sttrdy.

If you decide to with&aw from the study for any reasoo, yCIumay be *sked to rchrm for at least oue

additioual visit for safety ressons.

Who can you crll if you have ony questions?
Ifyou have any questions about taking part in this study or if you feel you utay have suflbred a research

related injury, youcau call the shrdy doctor:

Ifyouhaveany questions about you'rights as a research subject, you cart call:

Whet sre your rights if you deeide to tlke part in this resurch study?
You have ihe rigtrt to asi questions about any part of the strrdy at any time. You should not sign this

fbmr mrless you have had a clmnce to ask questions aud lrave been given auswers to all of yoru
questions.

Protected IIerIth informrtion

I
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Prircipal Invcstigntnr:

Protected Health Infururation (PHI) undetHIP.{A meaus any iufonnatiouthat identifies an indivi&ral
and relates to at least one of the following:

. The individual's past, present sr fufure physical or mental health
, The proyision of health sare to the indil"idual
. The past, present or fllhre payment for health care

The next few paragraphs tell you about how yorx lrealth irfomretion will be rxed or disclosed in the
study. Your infonuatiorr wilt only be used in accorda$ce with this authorizatiou (permission) and
infonned consent form as required or allowed by law. Because we are comrrrittsdl to prolecting your
health infonxation, some of the paragaphs that follow rcpeat what we described to you earlier iu this
consent fonr,r about what infonnation we will collect about you, horv we will use it, wlren or if it will be
shared with others, and the measues we will take to protect yoru privacy arrd the conlidentiality of your
personal infonnation.

Please read this authortzatiou section aud the consent fomr calefrrlly. Ask questiotts if anything is not
rurderstaudable to you.

AutLorizrtion to use y$ur health informetion for resenrch purposts
Because information about you aud your health is personal and private, it generally caunot be used in
this research shrdy without your written arrthorization. trf you sigrr this fornr. it will provitle that
authorization. The form is intended to inform you about how your heatrth infonnation r,vill be used or
disclosed in the shdy. Your inforrnation will only be used in accordance urith this authorizatiot fonu
and the informed corsetrt form and as required or allowed by law. Please read it carefully before sigping
ir.

Do you hsve to sign thir ruthorizltion form?
You do not Imve to sipur this authorization fomr. But if you do not. you rvill tot be able to partieipate in
this research study and rcceive any research related products. Horvever, signing the tbnn is not a

condition for receiving any medical care outside the study.

If you sign, can you revoke your authorizstion or trithdraw your information later?
If you decide to participate, you are &ee to withdrarv your autlrodzation r"egarding fhe use and disclosru'e
of yotu health information (and to discsntfurue any other participation ia the shrdy) at any time. After any
revocation, youl health information will no longer be used or disclosed irr the shrdy, except to the extent
that the law allorvs the researchers to contiuue usirrg and disclosing yoru infonnatiou. Therefore. yott
should be aware that the researchers may coutinue to txe and disclose the lrealth infonnation that was
provided before you witbdrerv yoru authorization if uecessary to maiutaiu iutepg"rty of the researcb or if
the data had already treen stripped of all identitiers.

If you rvish to revoke your authorizatiou for tlre research tue or disclosrue of your health iuformation iu
this study. you uray do so in writing by contacting in writiug.

I
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lVhst personsl information will he usetl or disclosed?
your heatth infon:ration related to this study rnay be used or disclosed iu cotmectiou with this research

study, including, but not limited to, information in yoru'medical record such as certain infor:nation
indicatiug or relating to a particular medical conditioil, blood and other tissue sflilple$ and related
records, physical examinatiors, x-rays, MRI's. etc. Yoru personal identify. that is your narle, address,
and other ideutifiers. will be kept confidenti*I. You will have a code nunber and yoru achml narne will
not be used. Ouly yorr studydoctor will be able to link the code nrunber to your oame.
Your data may Lre used in scierrtific publications. If the findings from the study are published. you will
not be identified by uame. Yotu ideutity rvill be kept confidential. The exception fo this rule will be

wbeu there is a corut order or when a law exists requiriug the study doctor to report eonmtudcable
diseases. In this case, you will be infonned of the intent to disclose this infomatios to the state agency'
Suc} a law exists in New Jersey for diseases such as crulcer, infectious diseases strch as hepatitis, HIV,
viruses and mauy others.

Irr applications for rnarketing authorization your data may be submitted to domestic and foreipr dnrg
regulatory agencies.

Yoru' data uray also be seut to domestic end foreignr drug regulatory ageucies if you should suffer a bad
reaction to the shrdy drug.

Who may rsc or disclose the informstion?
The following parties are authorized to use and/or disclose your healfh informatiou in colurection with
this reseuch study:

Who may reeeiveluse the informetion?
The parties listed in the preceding paragraph may disclose yoru health infonnation to fie followi*g
persons and orgalizations for their use iu corutectiou with this research shrdy:

o U.S. Food and Drug Adrniuiskation GDA)
r TIre Office for Hrurran Research Protections (OHRP) in the U.S. Departnent of Health and

Huuan Seruices (DHHS)

You infomratiou rnaybe re-disetrosed (shar-ed) by the recipients described above, if they are not required
by law to profect the privacy of the infomration.

lilhen will your ruthoriestion expire?
There is no set date at which your authorization rvill expire. This is because the informction rced and
ereated dtring the str:dy may be analyzedfor uxury years, and it is not possible to know when this will be

Version date: l?/01/1014



Shurv Titt€: Crcnoruic profiling of biplc lcgative htast cancer in a clinieal triel with firsetion*l characterizarion of nirlaat discasc

-

corrpkte.

Will scccss to your metlic*l rccord be limited during the study?
To ruaintain the intepity of thb rccsarch sndy, ysu mey mt have access to any heakh infomration
developed as part of this study mfil it is completed. At that point, you would have access to such health

information if it were used to make medical or billiug decisions about you and was includEtl ia your
official medical record.

lVhsre mn you get more information?
You uray call the National Cancer Institute's Caucer hrfonnation Service at:
Voice: 1-800-4-CANCER ( I -80O 4?24237)

You may also visit the NCI'Web site at htt$$cancer.govl
For NCI's clinical hials infonnatiou, go to: btry:l/caue.er"sov/cliniceltrials/
FoTNCI's general infomration about ca$cer, go to http:l/caner.gol'lcanceriafol

If you do got have access fo a personal cornputer, you iltay access these websites and other irrfonuatiort
at a cornputer in fhe Resource and Leaming Center on the second lloor of tlre Cancer Instihrte of New
Jersey at no cost to you.

AGREEMENT TO PARTICIPATE
I have read this eutire forur, or it has been read to me, aild I believe that I uuderstaud what has been

discmsed. All of my qtrestions abont this forxr or this study have been auswered.

I agree to take part h this sfudy.

Subject Narne:

Subject Sigprature: Date

$ignature of Retder/Translstor If the Patient Does Not Rettl English lVell:
The person who bas sigrred above, --r does not read English well.

(rrcrne af the langtage), a languageYou read English well and are flueut in
that the patient understands well. You understand the content of this cousent fornr and you have
hanslated for the patieut the entire content of this fonn" To the best of yotu kuowledge. the patient
rurderstauds the content of this lbnn and has had au opportunity to ask questiotts regardirrg the couseut
fonn and the shrdy. and these questions have been answered.

Readerffranslator Name :

ReaderlTranslator Signahue :

Witness Name:

Date

Verslon daie: I ?/0 I l?0 I 4
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Witness Sicilaftue: Date:

Signature of Investigstorllndividusl Obttining Consent:
To the best of your ability" you have explainedand discussed the full contents of the study incltrding all
of the ilfonnation coutained in rhis consent form. All questious of the resealch subject and those of
his&er parent or legal guardian have been accurately answered.

hrvestigatorlPerson Obtaining Consent:

Sipglature: Date:

Thffik you for cousidering participation ia this research.

You have reed this ertire li:*rn, or it has been read to you" aud you believe tlrat you rmderstand what has
been discussed.

All of your questions about tbis fsnu or this sh:dy have beeu answered.

Srrbject Narne:.

Sutrject Sipuahue: Date:

Signature of Investigator/Indivitlual Obtaining Consent:

Investigatorfferson Obtainirrg Consent:

Signature: Date:

I
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