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Coniseiit Foriit Gively 0 Patient Tikinig Part iy in Invesrigational/Clinical Researcht Study
Wheir we say "you” in this conisent form, we mean you or your child; “we" meanss;f”féﬂ‘& *
doctors and other staff, ‘

T i this principle of friedlical ethics that the human subjects of a research project be infottned of -,
the purgase and benefits of the projec, the research methots fo'be nsed; the potential risks or 1 ...}
hiazards of participation; fhie tight to ask for further information atany time during fle research
procsdure:. Yon have the right o know whether mediogl treatment or comperisation is dvailable.
for physical-injuries incutred as.4 result of pafticipation i the project. Your cholee to participiate
is & voluntary one'and you ate freeto withdraw frotm theresearch projéct at any tinie:, Yout
signature will indicate that the principal investigatot, o higfhier agent; has answered:all your
questions and that you votuntarily consent to participate in this investigation. o

. ‘ : - - RN
You are being asked o prticipate i & réseatch study. The putpose of this docuiient s 1 o
provide you with information to comsider i-deciding whethier you might want fo participate in
this research study. Your eonsenit should be made based on your understanding of the nabure and.
risks of the Yreatment, devics, ot provedure, Please ask questions if there-ds anything you dornbt
understand. Your parficipationiis volontary and will haveno sffect on the gislity of your' -+~
medical careif you.choose net fo participate: - <

is.

Tiis is's clinieal research study; Clinieal research studies taclnde only fose patients wiid"
chooge fo take piart. Please take your time to make your decision. Discuss it with your
family and with people who are jmportant te you.
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We invife you to take part in axlinical researdh/investigational study for patients withblood
disorders:and bloed/iymph cancers. It hasbeen explained 16-yoii that you have & [ife-threatening

condition ref hat 5l smight Gtherwise 5ot B candidates for standind blood or marrow
sl (BMT) bechuse.of gge o poot performance stats; or thet you have's typeof condition

» wi

for which no adequate conventional treatment is Jnioven. For fhis reason, e e ffeig you the
opportunity-to fake partin 2 research stady (a cliical trial) of & dfug ebinbitition being given it
4 new Say. .

This study infends to deferming the usefulness of this reiuced intensity-thetagy-combination in 2.
patient population that is usually fiet ¢lipible for standdrd full-iitensity sllogensic transplant,
This stidy will evaltiats saféty and oyetall outeotes of tresthent across a vatietyof
hematological conditions. -

It isimportant that you read and understand several censral milés that apply 1o adyone that takés’
part/in our studies: | | m
K
It is important that you read and. wnderstand several general rifes that 4pply to afyons that talis
" 1. This study fs considered reseatch: It is investigational.
2. Taking pas 0 the study i voluttary. -
3. You may Withdra from the stud at any time without penielty, loss of any ben eits or
sccess to care at to which you aefyour child s other entitled 4t cither Roswell Park
Gancer Tnstitute (RPGI) or Women & Children's Hospital of Buffalo woroRy
4, T'you should decide not to ke pastin this.study; it willnot affect yow/yous child's care
now ot ifi the fititest eithet RPCT or WCHOB. Y
5. “You should feél fres to. get & second opinion. This will ot affect your'your ehild's
ability o receive care and frefitment at RPCI 6t WCHOB if you get one. i
6. Yourfyour child’s disease may not be helped from taking part in this study, bilt we 1Y
petinformation that will help othess. * ¥, il e
7. If we. bécoine dware of imporant new findings that rslate fo. your/your child’s
participiifion or confinued participation in this study we will discuss thein with yoit.

By

The type of study, the risks; benefits, discomforts, and other important information about i
stady-are disciissed below.

ey
PE

1. INTRODUETION: £

You may benefit fiom a blood or mérrow transplant (BMT). However, atraditiond] high= 4 -
infensify transplant is aotrecommended for you because of the high risk of toxicity related to agé

or other medical issues. For thatreasonwe are offering yiu participation in d less aggressiver, «
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transplant known as a *redued intensity allogeneic stém cell transplant’, Redaced intensity |
transplantation (RTT) useslower doses 6f chero-adiation andt is now considered an established:
jechiiue thet cah provids ai alfeinative to tradifiondl high-intensity BMT. . ‘

Tisls parfioular combination of Fludardbine, Melphalan and jow-dose Total Body Irtadiation b
netbeen clinically tested together ad that there fady be side effeots and risks resdlting Trom this
combination that are ynkpown at this time. Other reduced intensity transplant:tecimiques, not, A L

beiingoffered Here; tse combinations of Flodaabine with Cytoxan or low dose nhques, 1o
Trradiation.

3, WHAT I$ THE PURPOSE OF THIS STUDY?

Yowhave been invited to participate in aresearch study being conducted by thi doctors at thig
Reswell Park Canéer Institute aiid Woinen & Childien’s Hospital of Buffalo. Thestudy in ="
wwhich you have beei ssked o take partwill deteimine what effects (goud and bad) this treatment:
has on you and your type of cancer or cpndition. ‘.
SR
BMT is considered &-standard form of therapy for mahy fithe varibis types of hepiatologie. &
malignancies or disetders., Yout phiysician will discuss with youi the results of treating ther
spesific probletn that you have with.a BMT. Reduced infensity transplantation (RIT)isa BMT
techiigae fhat ¢an provide ai alfernat] 1v¢ to traditional high-intensity BMT. There fsmo
guatantee of fmplied promise that this treatment will be suveessful,

This research is being dope becauss:outretitly, there is.00 effctive treatinent for these types of

conditions for patients who may have failed previous weatrnents. This study vses anew %

combination:and schedule of chemotherapy and radiation theraps to-treat the discase. g
et

This study is being done by the dooters at the Rosyell Park Canter Tnistitute and Woen &
Childue’s Hospital of Buffalo. The puitptise of this stady 5o afterript 10 )
#)  slow of stop theigrowth of your/yaur child’s disease, of prevenitit from recuming |
by  understand the-usefulness and sidereffests of the treatment. L
' AE

3, WHO ELSE WILL BE ON THIS STUDY AND HOW LONG WILL (T LASTS

i

We expect to aroll 81 patiouts for Roswell Park Cancer Institule and Women & Chifdre’s’
Hospitel of Buffalo wver five years: :
The treatmeiit phise of this study will be 4t Jeast 4-6 montbs. Afier you have completed

treatitient on this study you will be asked fo rehirn the elinic for follow-up tests every month
for four months, at day 100, and yeady and then as indicated from the date of entry on. thee study.

Date: 722413
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1t is possible that because of complications and your nisdical condition, you 52y netd 10 be Seén:
more-ofien. ‘

e mould ke ioesptracknf your medical sondition for the est of yout e o look o the
jong= term-effects of the treatment/proceditie you will reéceive tn the study..

4, WHAT WILL HAPPEN IF YOU ARE ON THE STUDY?,

.Tha%.gjggaLzof-a tait splanit 5 f;gia- o the defective cells responsible for your, disease with normal
cells from your donot, Vou will fizst Have tests done oy make sure that you are healthy epough fo
have & BV, These tests will inghuds: x-says; heart, ung and kidney functici tests; and blobd
tests. "8

Cwerview

The freatment oy this research study is amodification fo the Conditioning Regimen, The
conditioning regimen is thechemo-radiation that is given fo patients beforestefi-cell transplant
in ordes to weaken your immune systom {the vibite blood cells resporsible forfighting  «
infeetions) in preparation of the intkoduction of the “Sern cells” (mothet eells that will eventually
develop into white blsod cells, red blood colls and platélets) from your donor, The copditioning
regimien is piven in hospital and most patients remain hospitalized for 46 weeks after starting |
ihe conditioning; Longer bospitalization may be Tequired if you dévelop complications. T
Aftétryou e discharged, yor may néedl to b seen in the doctor's office several fimes s weelc,
The fequency of your visits will decreaseas yousyour ohild*s condifion improves, bubyommay
need to:return every 1-2 weeks dusing the first sixmonths, '

cotints starf ta xetover bt thay be dglayed i lotig as 12 weeks, After the transplant; you, "Wllli
seceive medicinies toprevent of lower the severity of graft-vetsus-host disease. " These medicines
lowes the immune system’s reastions and will be continyed for at least 2-3 moriths. H: i
“This is a diffieult treatment that requires the use of powerful tedicines. You will semaid in the
hospital until your blood counts are at'a sfe fevel and you have no fever: Average timefo
sinproverient in blopd countsis 14-21 daysand the average time spent in'the hospital is 4-6.
weeks, Loriger hospitalization'may be required if you develop vomplicatiens, The dodtors will
dotermine whe you can sefely go home, After dischérge frein the hospital, we il sontinue 1o
follow you very clasely. Your#ésponse to this freatiment will be evatoated periodically for the
rést of your life, You nd/or your physician will be contacted at regular infervals accordingly:

'217.:1 f.,- s

Date; 7/22/13
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400.eGy TBI based Tramsplant. _ _ . y ‘
If you agree to parficipate, Yot will reieive the chemothetapy drug Fludarabine, 40me/m2 by 30
sniriute Ttrvenous (V) fafusicn for fout (4) days. You will seeeive Mefphalan 75mg/m2 by IV

safusion for ohe(1).day; and Total Body Trradiation (LBl o fractions of 20060y edch for,
.one:day before you receive your donor’s cells. The-day you feceive ybtm-:d@ﬁf?'s s oedls vl
‘be-knowi. as “Diay 07of the day of transpliat Pludarabine will be-given on Day -5 throtigh Day
vwill be delivered infwe

2, aind Melphalan will be given on.day 2. Total Body liradiatio
fraptions given af least six hours apartonday -1.

Impiunosuppressive iriédication

Dohor imamtne'cells miay resognize your body a3 foreign and attack your body. This attack is

Enown as Graft-versus-Host Disease (GVED), To prevent rejestion of your donor’s stem eellsas
ive the. drug known as Tacrolimus (FK506) beghsitig on Day -1 1

well as GVHD, you will receive th : :

until at least day +60 after which thie FK506 will be adjusted. Tacrolirhus isdn Lo
{esnosupbressive apent (weakens the iimune cells). Itls given.in an atiermpt o prevent yohr
new stein cells (donors stert cells) from revognizing your body as.foreign. Celicopt (MME), ;
atiother immunosappressive agent, will be started on day 1 and contiaued through at least day
+30 then it will be discontinued. A third immunosuppressive ageit, Methotrexate (MTX), wilk
be given 2.5mg/n2idose IV onvdays 1, 3, and 6. Tnmunosuppressive medications way be © -

chiamged o extended for # Jonger period if yo develo geall vegsus host disetse (this 38

Standard supporiive care. _ _ -

After Dary 0, you will be.given antibiotics t6. help fight inféctions; blood transfiisions to inoreasé’
the niimiber of red bivod eells in your.systeny; platélet transfisions:to assist i helging your blegd
to-clots and nutritional and genieral supportive care. "
For.all transplent patients except for those receiving @ gord blopd transplant, depending ofi yoit
response+o treatment, you.may require up to three:additional infusions of lyniphoeyles fiply
your-donor; If necessaty, these witl be givenito you soriiétine afier Day +100 aid a sepatate !
corisenit will be takes. " b

5, IF YOU TAKE PART IN THIS STUDY, WHATTESTS ARD PROCEDURES WILL
YOU HAVE DONE? .‘
The following tests must bs done to make sure that-you are eligibls for this study. None of the’ g
teqojred tests are experimental; they are routine. Depending o when you last had thetti, you * ©
may need to repeat some pfthese tests: }

+ Blood tests
e Chestx-tay
» CT/MRI scan of the chest, abdomen, and pelvis

Datey 7/22/13
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Uririalysis
Heart finetion- BKG, MUGA and/or BCHO (d heart scat)

palinonary Fuiction Tests (PET) for lang fonction evaluation
il tosts Tor Hepatitis FIEV-and ENEV-Test
Pregnatioy test (if yowareof ehildbeating putential)
Bohe riow aspirare gid biopsy

oo 4 4@ @

Many: of these tests will be repeated durtig the:study. 1F you participate inthis studly, Some pf"
thess tests miay b doiie more frequently than if you were not taling patt in this research study.

6. WHY WOULD YOU BE TAKEN OFF THE STUDY EARLYY.

You may be taken off the study For any of e following ré4sons:
Your medjcal condition changes'
« New information bevomes known to usthat would tnfluence your decision toremiald of
the study |
« Tfthe ireatment is no longey helpful {o you. Other treatient choices will be discussed !
with you then. ‘ ; ol
¢ ‘Thespenser of hestudy.may dectieto stop-or chanjge the study | o
Youdomot follow the study scheduleror requirements
"You expeticnce unacceptable side effecis,

7. MUST YOU TAKE PARTTL YR STAVONTHE STUDY b4

Taking'part in #hils study 15 volimiary, Youmay decide not to enter the sttidy ornay lenvethe ,
study at any time. Leaving the sfudy will not seitilt in Ay penalty ot losyef betiefits 1o which.
you ae entitled. Howgver, if you decido'td stop bein in the study, we encautge you to talk
with yout-doctor fixst dbout such & chivice, so that you are infofoyed sbout gy effects fhat might
have-oi your health and to, discuss stopping stady participation. The effects ofa BMT <

sometimes cannot be-undone. Therefore, we encourage you to falk with your dettor fitstatiout
such a cheics:

T ey e hecessary to coiitact you at-a futue date regardiog mew information -about the
medication or procélusés that you have reveived: For this. reaton, we ask that you sotify your
‘physicidn’s office'to-update us ofany chamngein youraddress.

Date: 7/22113
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While you take part ih-this study, you may b at risk for the following'side effeets. Youshonld
disciiss thess with yout doctor.

The drug {§)/procedures used in this study may cause-all, some;:ar pone of the side cffeetslisted.
There may be ofher sideeffects:of the drups/procedures that we do not Yo of yet.
X
The side effects ay be mild, moderate, or sevete: Many side sifects go away shortly after the,
treatment stops; but occasionally, side-effects can be serious, long lasting, or may be permanerit,

Tt is not possible'to tell which side effectwill affect.you or how mild o seveit the side effect.
might be. We can only tell you-what othet people hiavs experieiced. Please talk with youzdoctor
about these sidééffects. :

T -isvery: important fhatyou notify yourdoctor fight away about any side effects, pmbi}ams_;,,;or-i
yomsual experiences you may have while taking fhis medicationfundergoing fhis procedure, Thiy
will decrease the cl@ancs;?th’aﬁth'a side effects contingic ot becomne Worse: Somptimes thete arg -~
other medicatiors that W& cah give you to-friake the side effeets better o make yowmare X
comfortable, 1F severe side-effests do develop, you and your-doctor may decide it is in your best
interest to stop taking partin the stady. T
Side-effets-are-defined as follows: 4
Likely Side Effects; those that occut in approxiiately 15%.- 309%,of persons who, recelvé Thls
drugfimdergn this proceduze.

Liess likely Side Effocts: thasé thatoccur in approximately 109-14% of persons whi reveive,
this driig/utidergo this procedate. 1

Unlikely Side Effects; thosethat oeeur in-approximately 5% te 9%:of persons who receive th:s
drugfundergo this procedure 1

Rare but Serious Side Effects: Those that ocour in less than 5% bf petstns who feceive ﬂus
drig/undergo this procedure. ' 4

P 'J”’?.i'i% "

Date: 22713
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: side effects tigy be mild, toderate, or severe, In addifion, there is always the risk of: «Dﬂm
side eﬁeqts voentring that-aresotyet known, It is very.impartasit thiaf you hiotify yout dontot
right away gbout any side effects, problems, ot mvigual gxperiences Joumay have while taking
shis stiodication, ‘Thts will reduce the likelihood that the side-effects continue ot become sevzre.-,;; .
Ifsevere side-sifects do develop; you may be taken off the study in your own best imterest.

Likely Side Effects:

Fhidarabine
¢ Tiedness, weakness
Loweed white bload teil coutttthatinay fead; to inféstion,
Lowered platelets which inay lead 16 an increase in bruising or bleeding.
Lowered red blood cells which miay causs gidinia, irediiss, of horthess of breath,
Mucositis: damage to the lining-of the raouth dnd irtestinal tract cansing sores; pmnﬁ.tl
sevallowing, infections and diarthiea.
Tnereased risk of infections with or vithoitt fever : -
Loss of appetite and/or weight loss.
Diarrheg, nausea, vomitiog,
Dizzymess; joint and musele aches.

Rash, ‘péelmg, itching;

Melphalan:
» Tiredness, weakness
Lowersd white blood-cell count that may fead 1o, Trfection.
I.owered plafelets which may lead jo-an increase.in u braising or blesding, ’
Liswered: red blood cells whicli may cause anemia, tiredness, or shortnéss of bieath.
NMuepsitis- dameage to the Tining of the mouth and intestinal tract causingsores, painful -
swallowing, infections and diarthea.
Incxewed risk of infections with or without fever
Loss of appitite-and/or we&ghi loss,
Diarrhi¢a, iduses, vomiing,
Dlzmness, Jmnt and musele aches;

» » & @

U

A

» » & a @

. ¥ @ &

szer of ktdmay damagc
Hair will &l out 1-3 weeks after the Jast dose of chemcﬂzerapy but will grow back when
cherhotherapy is tﬁsuantmuei The hair colot mey change, and is sometimes curlier.

o Possibie sterifity- loss of wbility to bear children.

2 il u-’i-‘v{‘

Dhate: 722/13
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MNansea and vomiting

8 @ 0 & & % 8 98 4

Moufh and thiGdt sotes

Pain

Diarrhea

Jaw pain

Swollen salivary glands.

Dry mouth

Skin redness

Hir loss

Fatigiie

Low blood sounts

Possible sterility-foss of ability to hear children,

Methotrexate;

»

» . % W

‘Tiredness; weakness, _
Lowered white blood cell coupt that'may lead to infeetion.

Towered platelets which may lead to.a inorease in'bruising or bleeding.
1 owered red blowd cells which may cause anemia, tiredness; or shiorfoess of breath.

Mucasitis-
swallowing, fufections and diarshea,
Tricteased risk of mfectionswith or-without fever.
Lass of appetite and/or weight loss.
Diatrhea, naused, vomiting,
Halr will $all out 1-3 weeks

Possible steility- loss:of abilify to bear children,

Tacrolinras:

L]

. e ® 0 " 89

High'blood pressure
Waotsening kidbey function
Risk of imfecticn

Niised o vorniting
Diarthea

Tmability to sleep
Sunburn

Date: 7/22/13
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e 1o the Jining of the mouth and intestinal tract causing sores; painful

Talr wil uf {3 weeks af e the last dose of chemotherapy, but will grow back when
chemotherapy ivdiscontimred. The hajx cofor may chapge; and is somefimes curliér.
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Celleépt.
+ High blood pressnre

Headsehe
Anémid, lvw white blood cell-cout, and low platelet count
Swelling:

Rare bt Serious Side Effects?
« Duamage to vital body organs: suich gs the heart, lung; brain, kidney or other organ failure.
Thess could,require infensive care with artificial life sapport or even be fatal.
o ‘Lteeffeets miy pecur many-yeats after transplant--vision.change, ligaring loss; thyroid:
fimetion abnormality, loss of'bone sfrength, risk of leukeriiiabt sebond cancers.

- 8 @ & 8 9

3 Steth Cell reinfusion fs associated: with this following hazards:
2. Tenporary shoriness of breath dug fo the lodging of small particles in the blood
vessels of the Tangs may oceur.. This is.aless likely side efféct.

b,  Ifthe boné marrowior stein gells that e to e wsed have been cryopreserved
(fvozen), & cheinical called DMSO (dimethyls {foxide) is used during the freezing
process. This chemical is wised 1 protoot the cells from damage during freczing.
DMSO proguces anodor an the breatl hat lasts 1 to 2 days: Tn rarc instances, h
‘severe allergic reaction may ocur. P

e ‘Thef is also acharics that patients may developa blood iranshision reaction
during the reinfusion of stem cells:. Tn that case, patients way develp the
fllowing Tess likely side effects: chills, back pain, decreased blood pressufe,
chest pain, and ingreased rate of breathing, “Whisazing, hives asd fash, a5 well ds
diffioulfy bréathing, snd incréased heal fats are consigered unlikely, Rately,
teinporary [ife support with astificial ventilarion is required. | |

d. Failure to engraft is a rare complication and it is possible that yout dwn: bene 'O

marrow might grow back. A.second transplant may hieed 10 be done. .

3. Giaft Versus Host Disease (GVED),
This eondition resuilts from  regotion of the transplanted donor stem cells agaiast yout body
orgune, This reastion changes from & mild skin disordet 1o seyers involvement of tho Skin, rver,
andior gut. It may be fatdl in some pationts. There ato two fomms: agite (early) and ehronie
(tate). The imajorty of patients will exhibit some manifestation 6f GVHD. Severe acute GvED

Date: 7/22/13
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sy oeour in npto 40% of patients:, The risk of severs GHD is inctéased for slder patients and.
for-patients receiving'stem oelis fromm partid {y-matched dojioss. A chronfe form of GvHD i
expected to-oodut in up to 609 of patients. You will be mionitored for this pomplication and, .
given spetific treatinient o provesit and freatit. "

o Asife(GVHD may produce skin rashes; Hverdisease; diarthea, and an ineréased fisk 6

fnfection, Allof these can range inseverity from mild, ikely-effects fatal, unlikely
effects. d

o Tg confitin the diaghosis 6f acure GXHID, you may be required to have & skin biopsy and
‘possiblya liver ot guf biopsy.

o ‘Thetrentrent of doute GVED tequiresyou to take high doses of wprtivosteroids ;
{sfervidsy, Occasionally; ofher drugs such as anfithymecyte globulin (ATG) are given.

¢ Acuto GEVHD can persist and likely become:chronie GVHD. Chropic GVHD canalso!
appear in pafients without prioy acute GVHD.

s Chronic GVHD can affect any organ system. It may produce skin changes, Fiver:disease,
dizathea and an increased sisk of infection. _

o Chronic GVHD may likely be:mild and respond to agents that suppress the iimune

system, orit could unlikely be very séveie énough to-sause sigaificant disability. Trmay
also last for overa.year,
Less likely sidle effects of GVHD: "y s
Lung damage (scarring of the Jung — which is unlikely);
Liver damage (unlikely).

Mot and, throdt sorés.

Hives, inchiding severe-tash leatling to sloughing of skin and mueous membranes. .
Gastivintestingl bleeding.

Kidney damage (tare).

Red biood.calldestitictioh by the iiiurie systetd, Blood thay be present in your ntne, .
Tncoordination or & terptrary tistéadiness when walking (rate). :
Hypertension (high Blood pressure + which is Tikely). e
Chest pain (unlikely). S
Visual or Heating loss (rare).

e e #® & & F 0 8 9 e @ @

Less Lilely But Not Serious Side Effeets of GVHD:

o Tingling of the fingers and/or t0¢s.
¢ Weight gain and/or swelling.

Date: 7/22/13
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9, REPRODUCTIVE RISKS:

For Fensiles: L
This srudy may-involve risks foryou or yout wfilora ¢hild that &re not kix

‘‘‘‘‘ : - af thils e,
therefore, you shotild not become pregnant or father & Baby whils:on this stedy. Alsg, you
chowld ot strse:you bitb while b this stady. Femelesof childbearing potenfial will be
sequired 1o take a pregnancy festiefore being allowed fo take part in this study. The preguancy

text mysst be siegative before you epter this study. Taking this tisdication/treatneint dow could
affect your-ability.to have childréniata {ater tiime, :

o 5l b asket] 10 pactice an effective niethod of birth eonteel while you aro on this study and.

for a time after your tregtiment ends, Thit includes; but Is not fimited to; eral birth control pill3,
an TUD, condoms:with spermicids, or dbstinence. Tn femalés of childbearing agg, birth control
should continue for six {§) moriths afies viie Jast treatment 1o snstire thedrug/tieatrivent has

slenred frotn the bady. Since lteractions berwesn the stdy devig and opal bt control pills
) pust be used as
® ._,;5—‘.“' .

caniiot be tiiled-otit, & “barier™ mefhtd of comraception {condom; diapbragn
well,

Jia certain cases, oral biith éantfol pillis cannot b used for birth ontrol, Please discoss this with,
your doghor,

o the best of your knowledge, you are not pregnant and do not plan to bicarie pregnatit while
taking;part in this stady, Should you become pregnantdiiring this.stady, you will immeniately* 4
tell your study dactor and sbstetiisian. 1£you wish v may fequest 3 refertal for counisefing.:
(such as oneti¢ coniiselor, social worker, or psychologist)

There is fhe possibility that this treatment could affect the ability of children and adolestents to
have childien at a later time, Ask about counséling 4nd more information about preventing

pregnancy. Pregnascy fests may be tepeated during the study,

For Malext | » <4
Male patients misst use an.effective method of birth control. THS et nichide, bt is not Timited
tg, condems with spesmiicids, abstinenge; of hawing a vésectority., When taking partif this study;
you should contirué iise of birth cuptrol fof thies months dlfet receiving the last dose of the divg
o b sure the drag has cleated from the body, Males who are receiving tremtment should ot

donate sperm for at least fireo sonths after the study is completed. Discuss birth contisl
mieasures with your doctor. |

Daite: 7/22/13
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10, WHAT BENEFTTS MAY YOU GET FROM THIS STUDY?

Tt is not known i this treatment will help you o not; Possiblsthelp riay fnciude shirinkegs

-

disappearance of your ganger. “This iotild fesilf in 4 decrésise in your sytnptomsand,

iriiptovement i your quality of Iife. Trisalso possible the investigational freatinents may prave
10, he Tess usefal oreven harmful fo yon. You uniderstand that fhiere is no guarantes thabbeingion
the study will help you, Futyre patients may ‘be helped from the rasilts and nformatst gained
from fhis. study.

11, WHAT TF YOU DO NOT JOIN THIS STUDY?
f you domet join this.stady, you chould disctss thi options with your dottot. This may iﬁélud%::'

it but medications and rmegstres to kesp you comfortable, Thiss sometines

T .
o T

f.  Nottesme
called 'sul_pgp;ﬁyg care only:

9. Usnal/standard treatment for your disease ot condition iy be appropiiate. Thismay

iniclude treatment with other drugs, drig combingtions, Sutgery. radiation therapy, or |

-possibly vther research programs here of at other.centers; which may be festing new
driigs foryout type of panger, '
There is.no clear evidanoe that ofhér iteaiihénts are mofe effsctive thifi this tieatinest,
froel e to talk with your health care team abott your diseae and yout reatiient chaices.

ki

12, WHAT WILL THIS COST?

g
I IS

FExaminations, scans, laberatory tests, and other taedical procedures nd tréatmerits hat would
soutinely be nested to moritor tind treat your illaess are known as “standud of care" services:
Chatges for these services will be billed ta yon and/or yout insurance cartier in the usual mannet:

You will be responsibls for all cospayments; deductibles, and/or account balancss s determitied

by your indivital heslth ipsurance. goniract.

Thiere afé. many diffétent types of insurdnce plans and cotitragts, It is ot possible o tell you in
advaioe:the €xact aitipunt your insuraice will pay and-what your finapcial respopsibility will be:
if you wish, g financial counselor can meel with you fo help answer your questions regarding
insurance- coverage issues before you decide to participate: in this study. A Financial Eduh"séiﬁr
gan be reached at 716-845:3161 orthe Kaleida Patisnt Accounts Office at716-859-7200,

- Arepresentative from the Patieit Atcess Depaiment cé help you obtgia authorizations frof™ *

yout insurancs carrier when peeded. A representative from the Pafient Access Department catl
be reached at 716-845-1049. *

i i
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3
EO

Thers are certgin insurance plans thet will pot cover charges for afiy Care telated 1 20
experimental or investigational Hierapy ot sfuidy. These plaris may deny coverage for gven the
raufife, standard of car tedical serviess you will need o receive during the time you are

with you to provide an.estimate of the obsts that wwild bé dssociated with; parficipation in this
stidy: A payiaent sehedule can, be: developed iFneeded. A RPEL Financial Counselor can be
reached at 716-845-3161 oy a Kaleida Financial Counselor cazt be reached at 716-859-8516:.

research study; or if youcurrcnﬂyhave no: isurance coverage, 4 financidl connselor can meet

Examinations, scans; labotatory. tésfs ‘and. tlier medical provedures and treatiment that are
reqited -only for the clinical résedich study aiid dge Tiot needed for the wsual, eare of & patient
sith ‘yoursour child’s disease are known as “research related” services, Rescarch rélated

foaA

services will hot be charged to yon oryour ipsurance,

o ﬂ Loy

You and for your insutance comipany: will be respotisitle for charges felaed to: the deugs abt:

adsitisteation of digs used in this. clinical reseatcit stady and for charges for medications it
may be needed to pievent of conirol sideeffects. | i
£
If you develop somplications or side effects Frotii youtfyour ghild’s;participation if this dlinfeal
research stady, medical treatinent will be provided at the visval charge. A RPCL fnanéial
sounselor ca be.redched at 716-8 53161 of & Kalelda Fitiaocial Counselor can be reached. at,
5168598516 to provide an explanation of coverage and 1g answer questions you thay havé® 4
regarding study related billing. &

X
I you have: questions about your cights as a séséaich suibjest o you feel yo have been injured o
a result of your participation. i fhis sseatch study, you catl gall the Roswell Park Cancer -+ ¥
nstitute Patient Advocate (Bupport) Office at (716) $45-4474 or the Office-of Administrationaty
the Wioiten & Childien’s Hospital: (716) 878- 551 or878-7981. ol

v
.

I

Yeis will téceive o payinent for teking partin this study.

. 3 ) - _ L it wl

Itis possible that this rescarch project will result in developing treatriehts, devices, new drifgs;ior
progedures, If this happens; you understand that you will Aot receive sty fiitancial payment from
the resulting use-of iifotiation gained and developed throught your participation in the research |

L

IR

Date; 7/22/13 w -
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MR#: R

Roatinely R Park wrmmmﬂwamen&ﬁ—mm}ﬁmpﬁammmm* .
employess do hotcompensate for or provide fréé.care for hman subjectsiparticipants in the
evont tha ity injury zesults ffom participation i a research project. In. the-uniikely vent that
ot bevome-ll of itjured as a'divest sesult of parficipating in this study, yoil may teceive medical

iizely Roswell Park:!

care; butif isnot the policy of Roswell Park Caticet Tnstiture, Women & Children’s Hospital,
Univetsity at Buffalo Pediatrics oi the University & Burffalo, State University of New. Yorkfo
provide this care frss even if the fnjury is & direct result of papticipation. ;

4
b
4

Yisu ate e 1o ask qnestions at any titie:gbuut this stady and to ask for more information from
the-doctor idenitfied on this consent. If you have any guestians, concerns or complaints about
thfis study, you shovild copfact Hong Tin, MD af RPCI(716) 845-8614 ot Barhata Bambach; MLy
a6 RPCI (716) 845-2333. In wese of aii efcrgency ‘after regulat hospital Hows, you should
telephoiie; RPCI (716) §45:2300 or WCHOB (716) §78-7000 and ask for the pediatiic ancology
doctor on gall. [

If you have questions about your rights as 2 ressarch subject or you feel v have Been ifjuded as
& restilt of your participation in this research study, yoi can call thie Roswell Park Cancer
Tnstitute Patiént Advocite (Support) Office at (716) 845-4474 or the Offis of Administration &t
i Wornen & Childten’s Hospital; (716) 878-7551 of 878-7981.

You should also feel free to contact the. Paticnt Advocate Office: at atty time Whilg consit ez%ig
participation, during participation: of énce yous pariicipation is complets. This officé"iF
ansffilisted with any specific reseirels stady. They oat help you obtain additional informaifor
repatding your research pafticipation and your righis a5 4 research subject or how to prosted
shouid you, fee] you have-been fnjured a5 & yesult of your participation. They are avdilable'to
discuss any problems, coneens, questions or input you inay have. )

16. WHERE CANI FIND MORE INFORMATION?, Cled

Yo may call the NCP's Cancer Information Serviceat
1-800:4-CANCER (1-800-422:-6237) |
A description of this clinical trial will be available on Mtp/ v, Crinlsgoy, a8 reguir
by 1.8, Law. The Web site will not iticlude nformation that can identifyyou. At most, the Wel
site-will inclads a summaty of the results; You tan search this Web site at any time, jt
For accutate cancer informafion inchnding PDQ, visit hitp:/cancernet not.nih.gov '

Date; 7/22/13 NI
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17, WHAT ABOUT CONFIDENTIALITY AND USE OF PROTECTED L
L s ‘ .. T}

16 yon vauritess fo taks piitin this resestch snady, and you sign this docurmsht, your give

sermission o the following providersto use af disclose (release) your/your child's health,
{ifosmation that identifies you as partof the resparch study desc ibied i this consent, This
menns that ofhers may know ot be dblé to find cut yourfyons ohitd’s identity. Study information
that-we thay 1is6 and/otdiselose cun. identify you ini the following ways!

|
i

idenifification number; medieal record number; date of bicth; photographis; biometric identifiers;
infarmation about yous/your child’s health, includinig past medical History, treatment, diagnosis,
1est fesnits and any othir informdtion aboty youryourchild®s health or agdical condition; or

about paymént‘-ﬁ:f'cﬁa;rjgcs,fotmedi;eaitraatme.nt found in your/yourehild’s medical record oz,
other records maintained by Roswell Park Cancer Institute/Women & Ghildren’s Hospital of ** 7

Buffalo.

“protected Health Tnformation™ (PHIJ can'be your/your child’s name; address: of ‘patient

T addition to teseatchers, this study midy b associated with cettain companiss and government
sgencies. They may useryout/your ¢hild*s health information and share it with others. We: waht
you toknow who:may nse-this information and how they may usé it~ We al$6 want fo tell yotl

ahout yourrighis before you agree o take part i this studiy.

‘Wha miay uée midl give out inforimation ab it you?
The study doctot and research staff will have this'information and mey give:it to ofhers dutifig”
and afterthe study..

Who may see this inforniation?

The study. spotisor iriay also sée this information. The “Sponsor™ includes all peaple or
companies working for or with the sponseror owned by the sponsor. They all have thexightfo
see this information during and after the study. | i

The following people, agenciesand businesses may ‘alst get information sbout you:
« Dogtors and healtheare professiondls at other sirés takirig part in thestudy:
» Doctors and healthoare professionals at Roswell Paik Cancer Tnititute/Woihien &.

Children”s Hosiital.of Bisffalo

« TheNational Mareaw Donof Progfam and the Cesiter for literational Blood,and Marrow
Transplint Ressarch, organtzations invol ed in reseatch on blosd'and marrow
ransplaitation and inithe coopdination of this study

Membersof the Blood and Merrow Transplant Clinical Trials Network
v US Foodand Deig Administration (FDA) 2
e TS Department of Health:4nd Hirman Sgrvioes (DHHS) f

Date: 7/22/13
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o National Cancer Istitute (NCD

« Govertiinest agencies in othier countries

«—Goysiniment-ageneics that st feceive reposts abiout ceriain diserses and conditions
o ‘Institational Review Bowrd at RPCT and UB Ciiffdren and Youth IRB-at Women &
Children’s Hospital of Buffalo and/or their affiliates ;

‘What information may be used and shared? - o » .
Medical informution that identified you and relates to ynﬁﬁ'paﬁicipaﬁﬁnvﬁﬂ be created if you
take partin this study. Thismay include the following:

o informafion fiom the procedutes used to find. out whether you ate/your child is eligible to
ke part it this stody, This may incimde physical examinations, blood and qrine fests; k*
rays:and other, procedures,or tests, and any ofher informetion that you may releass to U,
including information about yourfyour:child’s health History. g

%

+  Information obisined:in the Gonrse of fhe sfudy fnoluding information abott yOU/ o0t |

child"s responss to any freatments you Teceive, ififormation related to'stady visits'and

phiorie ¢alls, physical examiriations, blood and ilkine (St5, x-1ays and other procedures or
tigipation in this stady;

tests, anid any otlier information about your partio

Why will this'iformation bé used and/or shared? _

The infarmation that may deftify-you will be uséd s given oiit 1 et to carty oul the
refearch study. Thespotisor Will Arialy7e:(test) and évalitate the results gfthestady, The
spatisor, ifs agents; govenment agencies;, and others may visit the research site fo Follow how theé
study is being dotie and may review your information for this prepose.

#

This information may: be giventa fhe FDA. ft may also be shared with othier govetnt entel

sgehcies in this country and dnvother countries. This i done for participant proection and so the
spofisor can Teseive marketing approvel for a0y new products that ray resylt from this resgarch,

The jnformation may.also be used to meet the:reporting needs of the governmental agenciel:”

“The results of this research may be published in sciéiitific jotmals or presented at medical
mestings, bist your/your child’s identity will not b disclosed (shared):

The inférmation may be reviewed by the IRB 2t RPCLand WCHOB and its affiliates, Who
perfotm review of research as needed by law. (o

PHI iy be used and disclosed i the treafion ad maintepance of g regearch datdbaseor
repository. This, infortriation may ther be used for other rescarch, either de-identified or with |
fother IRB teview and approval. This information can bekept indefinitely. N
Diatey H2A13
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mation?

sermission to wse and give out.nry bealth informat -
: d ghiove, yoin"

vé .
39 10 [se AN iscloze YOL’II fiforiafic a5 indicat

pt10.g

e A e e f W c - ..».z.; AR ”
will not be able te be in this fesearch spudy.

Sour decision nof {0 sign fhis authorization or fo withdrew from the-study-will ot fowelve any

penalty or loss of benefits to-which yeu-are ofherviise entitied and will niot gffect youi access 1
noti-reseatih related higalth caré her. o

Yiou iy chatige your mind and revoke (gake back) this authorization at any fithe, exeept to the
extent that RPCI/WGHOB 'as already acted (nsed or discloséd PHY) Based onithis aithorization,

Wha happens if | witit to withdaw 1y authorization? _
To zevoke/withdiaw this authorization, you must write fo the study docfor and lef her know that -
you are-withdrawing your apthorization fo use and disclose your- information. Hersiibiling * -

address is: Dr. Hong Liu OR D, Barbara Bambach, Roéwell Park Cancér [nstitite; Bl &
Carlton Streets, Buffalo, New Yotk 14263.

i

1y shoulif dis while entolled in or affertaking part in.this study; your PHI may be used or

i

diselosed solely for reseagch putposes withputigetting any added authorizatiof,

The results of Glinical fests of thesapy pertarmed 4 part of the vessarch may be inelhuded in yorr
; . " )

fiadical record and will not beremoved from the rgcord if youwithdraw,

¢ 5l infirmation.fhat does o can identify you s removed from your heall inforiafion, the
remaining informetion will no longer be-subject to-this duthiotization #nd may.be used or b
disclosed Tor other purpeses.

May Lyeview or cof iy thie information obtaiined from me orereated about'we?,

To keen fhe integrity (trathifhlness) of this research study, you willnot have the tight © review or
copy your/your childs personal health information related this research tnti] the studyis
complefe. At the end of this research study-atd at yourwritin request, you gy have aocess o
your/yotir child’s health informating, This information is kept irva desigoated record set, which

ia sot of data that nclndes medical infhrmetion.or billingrecords usedin whols or inpart by )

your dociots-or otber health care providers gt RPCIWCHOB fo decide aboul cars ‘and treatrient,

Access to- your/your childsihealfh.information in-a desighs teid rénnd st i$ desoribed in the
Notice-of Privacy Piictices provided to yon by RPCHWCROB. o

TFit fs hecsssary for your care andfor treatment, our PHIwill be provided to you.or your
referting or primary care.dostor.

Date; T/Z2/13 0
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This authorizatioh has fio expivation dgte. The réstarchers fiay co

suthorization fo-obtain and nse profected health nforation about you HnIess you Tovake iiis
aathorization in writing:

What happens. to my health information after it is of en fo others? '
T{ youi $ign this foris, and the information is given 1o other people, businesses, or governm enf -
apencies, thie fnfbtmation may mo longer be protected:: There is  riskthat yourlyouy child’s
inforthation will be pivén to.othiers wifhout your permission: "

Your protested health information will gorisife a databiise thiat will b naintained indefiniely: .
Ay futirs study sing thfs fnformarin that falis outsidé the scops of this cutrent sudy will be
required to Tollow guidelings designed to govern access to-thay information and to protectthe
privacy of that information. ' |

AUTHORIZATION _

‘As aparticipans in thisstudy, you allow the use of protected Tigalih information for rescarch .
uptses. You understand that PHI will be vsed/disclosed by RBCIWCHOB as indicated in thig
dooument, Youuntierstand that you have 4 right to withdraw your authorization for nse of PHI
i writing, but fimt information which has already been used or disclpsed, before your w Htten
withdrawal will contimue 1o be used for feséarch parposes. Finally, you uhderstarid PHI that has
beei disclosed by RPCUWCHOB thiroogh this stbiotization to fhe study spotsor, FDA, NCL,
NIEL ot others may be ftther diselosed by fherm, a5 the PHIwill no-longer be protected by the:
federal privacy Jaws. - ®

Date: 7722113
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FROM:, - q ]9.0 19,[} [4— - mlpaut Namg: .

PATIENT'S STATEMENT OF GONSENT/VOLUNTARY CONSENT (Sigaature Pages):
|- have: been givén a copy. of ail 21 pages of this document. The. document includes ho

attachments;

- ———h

R P PR

‘By signing be otrpree that:
» ‘Youhave been tcld @f the reasons:for this study.
& You hizve had fhestody explmned o you.
s “Yoil héve bad all 6f Yo guestitns answers, including those aboutaress you did not paderstand, to
your satisfaction,
You have carefully read this-consent document and will receive signed-copy of this form.
You do nof waivé any legal gights yoil it hayé idst federal orstats faws: and repulations:
You mllmgly give your consentmvolun‘tanly join in this research Study.

T Check box {F Participant fs < 18 yrs of age (CHild) and complete ParentfLegal Guardian
) io

Tnforimation below:

Child’s: Marie (PRINT) ..

ParentLagal Guardiat) {PRINT)__

b .
Retaticnship to Paitieipaiit ’
ParentlLagal Guardian Signatire. .. . - . Dae . . Time
{0y
= v e g e -v———-—---—«-——-—-w---—--——u--—n---—-----——-—«-‘-v—-- ----d--——--r-rV-—--m-——---—--m-——-u—' ---l-—d-ﬂ----&h—:-:;—r—

a* 1 Gheck box for Assent of Participant {applicable fo children froni agés >7 years)

-

- By signing this form, | agree’ that the study has beén expldingd to frie and Lhave tiad the-oppounity” to
asic questions and | agreete be in this sesearch study. "

(Print) Name of participant . Sghaeorpadepant  bas

b, [ Check box if Assent.of Participant (chlldren from ages'>7) is NOT apptlcahlé for any reason:

o~ - e

o i e e S T o G AT

o Frin ' Bl e i o e i 5 ot G e S 8

e o M P o e = e b

O] Ghieck Box.if Partioipant s 18 years or above and complets Particigant information belou:

Participant Name (PRINT)

Participant Signature Daté Tie,

. Date: 7/22713 ;
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e G104 pags2lofat VA

FROM: C}}J do|2014 '- Pasticipant Name

o s M

LAR ts [] Needed [ NotMeeded ______Initials of Pefson Obtaining Consent

As the legally aufhorized represeritative for (Farticipants Natne) ___ , | givepermission on

js/tisr Behalf to parficipate in this research stidys My decision-is Based on what | believer hefshe would

chpose for himfherssif based on the inforrafioh | have received about 56 Fesearch. BY-signing. this form,
1dw notwaive:any of hislher rights,

LAR Niame (PRINT).
Relatiofistiip to Parficipant.

LAR Signature Date_____ Time__.

Persgn Obtaining Consent (Pl orDesignee}: o
! certify that the nalure.and purpose, the potential benefits andpossible risksassocistad with parlicipation,
i thiS fesearch siudy have been explained fo the above individua)(s) snd fat afiy qusstions abot this <
informafion have been answered. A:signed:copy of this cafisent will be givei 1 e Parent/Guardian, -
Participant or LAR O

Person Obtainihg Consent/Permission Name (PRINT),

erson Obtaining Consent/Permission Signature: |
' Dale _ Tirtis

Withess:

| Gartfy that the Tndividiials ramed above a5 *ParentisiiLegal guardian(s)", “Parfioipant,” or Paricpant
(5 18yrs of age) and *Persah obtaining consenpermission/assent” signedths document In my preserice
I i.‘ ru

Witrless Nafng (PRINT):
Witness Signature, P __ Date Time

'- Fiy 5 :m_
Grigiiial to. CRA-Regulatory With Racel
Efhnioity if sppiicable R
Choyio;,

* Pationt

»  Medicil Records

g
e

-, ﬂ

el

Date: 7/22713
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