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?TOIOCOI I itIC: RIFOSTTORY OT DATA A]\'D SPECTMENS FOR MlRl(f,L CELL
CARCINOMA RtrSDARCII (rRBr/6535)

Principal Ihvcatigator: ?^uL NcsrEM, MD, PnD

Sits: FED fiurcHrNsoNC^NCERRxs[^RcE CrNrrR (FHCRC)
UN'vEmrry oF W6qrNcroN
SEAnLE CAN.ER C^rE ALLh\cE

Srudy-Relat€d Pnone Nunbcr: PAU!NaHIM, MD. PHD/(206)221-4594

wc rc doins a rcsemn study io exanire clinial d!l!, leflover li$ue smplcs, md blood fmn
lati€.ts wilh knom Merkel cell carclnona (MCC). we hoFe to idenlify genes invotved jn
casing MCC. Ve al$ hope to ideti8 faclo^ thar help predid suryival in MCC.

Since you have MCC, we would likc you ro join this sludy. Allhougl ile srudy witt nol bencnt
panicipmts dneclly. wc hope this res*rch wiu tea'l ro new therapeulic atFoachcs.

You do not havc to bc in this nuJy. You de lree 10 say yes or no, or lo drop our ancr joinine
Tle€ is no penaltyor loss ofbencfils ifyou say n.. vnaiever you decide. your Eeuld medical

'Iakine pan in tnis sludy will not lead to added cosb lo you or you insum{ conpmy. you wiU
r€*i!e no p.rnent fo. taking pan in 1lris srudy.

I fJorasreerooanrc 'p.n $cw. l  
- lJorro.^nen 

ro sone or at l  of  r t rc to l lowin! :

. Fresh Tiss Ifyou {e eoinsro hale nedicatly nemssdy sugery lo iehove MCC, your
doctor vill move the sme moDt of lissuc, bu will wnd a snaU smple oalhe renov€d
tissue to us for rcsctrch.

. Ar.hierl Ti!fu Il you have already had surscry lo renove MCC, il is lik€ly thal you.
doctor has seni $at tissue ro a palholosisr to establhh the diagnosis. Tle Flbologisr nay
rcl€asc sone lenover tissue lo us for Esedch.

. Blood We would like to collecl blood iiom you for re*rc]] In nosr c6€s, wc will colle.r
about 4 l6pooN (20 diltilnm), od we would collect this blood no norc dEn rwl@. Thc
mout ofblood is very s6dl, md thc bbon loss poses no incresed risk to you. In s.he
cascs, wilh youspcciijc pemission, we would coll€r about 3 ounces (100 mil1ili1e6)of
ho.o f t ! r ,  lghlr  lJrEcr ro.heJ, olood,b'  i r  stes lns,he\o.rmecottecredtor
a qical blood donalion. tusks ofdnwins blood wi$ a syringe inolude fainrins or feeling
light herded, disconfoft ud minor bleedinA at the colteclion sire (on the mr, for qmplc).
Thd i5 also a rery small rGk of infection, altlbush de si,nddd sknte inslrunents wiU be
sed lo mininiz lhis nsk

. gdle!9!!!:]e-S!4!9ri If you subojt smptes ro fte Nghieh Lab, we wjlt keep thcs
sdplcs in storagc ibr curent ild fiture MCC rescarch. Addltional, wc my scnd a smatt
mout oftissDeto iesedcheN at othdins utions inlercsted in MCC. we $ould send no
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pe.sonal ideftiryi"B infolnrlion qilh thc ftsuc Wc will vdii/ {F propccd sludics ee
arprcved by tnc aplropriale ethics comilrers al rhc collabolaring iDiitulion.

. Mcdicrl R€cords rnd Follow-Uo: As & MCC palicnt, you doctor (or docros) may keep
ncdical rccolds aboul you disede ed r..lncn! plm rhat could bc laluablc aor ou reseNh
on MCC. With you consent, you physicieG) hay releese rhese records 10 the Nshi€m Lab.
Thh fray includepesonsl idenliryine ihlornadon dar will allow us lo corlacl you in the
tutuc lo dclcmine ifyou! dhese hai progrBscd, You n.y be conlackd by a sludy tem
m€mber by t€l€phon€ o! cdail lbr nlorc follo*-up infolnado! aboui you iiealn€nl and
diseae status. Tlp n€ed aor $ ro contacr you will b. alLctcd by wh€rhd you or you doctoG
kc.p u infomed about you hsahh sLt!s. Wc wolld likc !t ld6t on€ uldale a year for the
fi.$ lnfte yeas aftcr diasnosis We willaho includ. em. of your n€d ical hislory ina
databde about MCC. Tnh daiab.sc willNOT iodudc &y pcFonrl id€ndryilg infomation
we nay choosc ro shN tnis ecnceliz.d dau *irh scschcrs ar otho i6ritulio6. You
idcntiryinc infomation will bc kepl udd lock ed kcy at the Ndiem Lab dd nev€! shmd
wilh outridc collabolalo6.

. Notiliolior Uoon ld€.ri ficr tio. ofR.lerrt Fi!di!A: Il you eivc yoq @nseni w will
alrflpr b infom you in lhc unlik ly cs $al n w infomation di*s rhar cotrld importally
afrcd rhe hdassnem ofyonr MCC.

You nay quit |l|is sludr ar a, dnc for ay i.&n, duoush v.rbal or wiitcn conuuicalion.
OfieMi* tru aill be mllcd s lm8 a w @ doinS MCC @dh.

we eill keep yor medical @ords onfidcndd, but w cmol gl|amt e bd @Diidmrialiry.
You FMn l irf@.lion mt bc givcn oul if .cquircd by law Sonc orgdiatioN nay ned lo
lok at you r€ordt for lMh, qulity *!8e., o. dala @lysis Thac irclndc rhc
injriodos involved in |llis studt, thcir instiruion l evi.* bodds (g@ups *.ho Evicw rlc study
ro prcrEr you dghIs), ed rhe Us Narioml tGftur.r of tt.atfi Nalionrt Ca@r Insdrlre. offi@
ot Ubd R.*@h Potetions! ud othd a8dci6 a rcquircd.

The e@ia( rist in thir study is thc rclq* of infofrarion f.om your healrh E@rds This nsk is
very sDall If ! bHch of confidenli.litt h discovecd duing O. study, th. Principa! Invesiigaror
$ill r.?on it imcdiarely 1o rhc Inslirurion a rquircd,

FoR Moru ImoM^rroN
If you have questom aboll nhis study. plese call Dr. Paul Nghi.n ol 206-221,.4594 (sludy
rclatcd qusiio.s ody, plcse). lf you havc qlesions lbout your lights as r rcsc&c! panicipd!,
c€rl Kred Hmsen in the Hdchihson Cc.le.'s lnstifinional Review Offrce al2A6467 -4a61 .

PEvios v.nioi Daie: 04/03/03
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lf you havc Md Gis fom (or ha'l il iead to you), askcd my questios, ed a8rcc to panicipale,
plcsc check ycs or no Ibr each box ad then sign below:

Pdicipanr or LeEal Cuddia

Use of bnover tissuc smplcs for MCC rcsedcl\ including previously remov€d
ljssue ad leftover tissuc rh.r nay be removcd s pan oflulurc, mcdic.tty

l lavi.g l!!!r!! draM. Tlis will be sto€d ud used only for MCC rcscdch

Release of my cas hhlon lo the Nghien lab for MCC rcsesch, including stonge
ofny de id€ndned ncdical i.fomation h a databsc. I also consonr to bcing
conlacted in tnc tufun s nceded lo fouow ny progress over tine.

Bcho codactcd if Ue MCC study le.m lees of a dh@very lbat conld
inpoitandy aa&cl the n$as€Dcni of my MCC.

!ica!C-Ec!-sa!x !o:


