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COI{SENT TO TAKE PART IN A RESEARCH STTIDY

Title ofStudy: EXCEL$-Extendrd Crncrr Educ*tion for Long-term Survivors in
Prim*ry farc, Intli*iduoUGrnup Inteniew $fudy

Principal Investigator :

This eorxsrt foun is part of an istbnned consent proc.e$s for a resealch study and it will pruvide
infonrution that will help you to d*cide whether you wish to volurteer for tlris research study. It
will help you to underutand wbst tbe strudy i* *bout and what will h*pper in the cource of the study.

If you hav* que*lions at any tiure dtring the research rtudy, you should feel free to nsk them fl$d
should expeet to be given aDswers that you completely urderstsnd.

After all of yoru queslions have been alswered if you still wish to take patt io the study, you will be
asked to sign this infonned couseut fornr-

Tbe study doctor (the pri*cipal investigator) or auother membor of the study team (an investigator)
will also be asked to sign &i* intrbrmed conseut form. You urill be given I copy of the signed
consent forur to keep.

You are not giviug up flrly of yoru legal rights by vohmteeri.ng for this research shrdy or by siguring
this consent form.

Sponsor ofthr study:
The Natiousl Carcer Insiit$te is the

sponsor turg

The costs that are usually cov*red include things such as the costs of coltrecting and analyzing all of
the hdomlstion required by the s*rdy.
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$tudy Title: Extmded CancerEducati$ for Long-tefln Srrvirurs (EXCELS) in Prinury Care

Priucipal Ln'estigator:

Why is tli* study boing done?

This interview prooess is desigued to leam about the rleeds of ruen aud worneu who have completed
treatmeut for breast, colorectnl atrd pro$tate cailcers. Yoru courments will be used to help develop a

patiest education progruu.

lilky h*ve you hecn rsked to tnke part in thi* study?
You have been asked to participate in this study heeamse yoa were ke*ted for hreact, prostale or
colorectal eflncer at lmst two years a![o or more.

Who mny tokc prrt in this rtudy? And who mny not?
You ruay be included in this study it':

o lou rrere diagnosed B'ith stage I or II breast or prostate caocer or stage I-iII colorect*l
ca[cer

. ycu fini$hed teatru*at af leost two years ago"

You lxay not be incl*dsd in {ris shdy il
. your cs&cer came back after treatnrent.
. you have a new cancer since contpleting heahnent.
a you trrnve metastatie disease,

IIow long will tha *tutly tskt snd how meny subjrcts will p*rticipnte?
You will be intervicwcd far aborx 6&90 mitutw. " A total of 60 p*rticipants will be eurolle$-

l{hgt rrill you he *sked l,o do if you tsk* pnrt ftr lhi* re$3ersh study?
You will be asked to teke part in an individlral or poup interview. Group interviEws may include 3-

l0 other uren or wofiIen who have previously been tleatEd with loc*lized trreast, prostate or

cslorectnl eancer. An experienced group intsrview lendsr will dirsct a dissus*ion with the ggoup by
askiug questious about the phy*ical, emotionnl, practiral iurpact you f*ced sfter treatmeut and

discuss your experiences in receiving care after fteabent ended. We will also discttss some tools
and resources we plcn fo develqp to get your opiniors and input. Ttre discussion will be reeorded.

\Yhat are the ritks rnd/or disromforts yon might expericnre if you tnke part in thir sfitdy?
This snrdy should not cause yon firy problenx" Very few people are upret by the questious in the

group interviews. If a topic upsets you! you can skip it" You do tmt have to arswer euy questiofl

that is asked in *re group. Also, tlx study group leader{*) arc trained to help you if you do get upset

duriug the surall Soup interview- They can also give you rsr$es of people who caa help you.

Are there aay beaefrts for you if you choose to take part in this research study?
T*king part in this snrdy msy or rnay not nrake yoru hsalth befrer,
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Study Title: Ax&oded Caucer Educatiorr for Long-term Survir.oni (EXCELS) in Prinr*ry Care

Principal hrvestigator:

It k hcpsd th* the infonnation learne.d fraru this stuS will benefit other patient$ as lye plao
prosrflne and research for people lih you.

lVhet rrc yoilr slterorlives if you don't wrnt to t*ke p*rt in this study?
You do not hrve to take pnt in this snrdy.

Talk to the shrdy $oup leader about your choices beftre you decide if you $rill take part in this
study.

IIow will you know if new informntion is lesrncd th*t may sffect whether you are willing ta
stay in thir rercsrch *trdy?
Dtuiug the coruse of the study, you rvill be trpdated about any ueur infonn*tisn thnt may affect
rvhether you are willi*g to go oa taking parl in the shrdy. If new infonnation is leamed th*t rnay
atfect yon after the study or yaru follow-up is complet*& you rvill be contacted.

WiIl there br nny cost to you fo teke p*rt in this study?
No.

WiIl you be p*id to t*ke part in this study?
You will receive a one-time stipend of $20.00 for taking fime to participate in the group iuterview.

IIow will information sbout you b* kept privnte or confr*sntid?
All efforts wilt be urade to keep yow pcrsoaal infoun*tion iu yotx resenrch recsrd confideirtial, but
totsl conlidentiality c*nlot be guar$deed" hr sdditiou to key fferrbers of the re*earch teatn, the
following people rvill be alluwed ta inspect parts of,your research record related to this study:

You should turderxtaud lhat the shrdy colleets data and data on health if
decide to parlicipate. This data will be reported to
who will store and process yom daie with electroniE pfocessmflr

desh*yed.
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Study Title: Exended Cancer Educatiou for Loug-temr Sun'itors (EXCELS) in Prirnary Care

-

Your personal identity (;roru name. address. and other identifiers) will be kept private. You will
have a code urunber errd yonr ectilal nnnr* wil[ not be u$ed. Only the study resesrchers will be able
to link the code nuruber lo your uarne.

Your datamay be used in scientific pulrlicatious. If the Iindiup from the study are published you
will rot be idmtified bynanre. Yoru ideutity will be kept con{ideutial.

NCI and will be allorved to examine the data in order
to analyze
research.

this shrdy. The tlata will also be used for general health

You have the ripfrt to look tt your sfirdy data. Frutlrennore, you have the riglrt to ask frr corrections
of any kind to any of yo*r dnta that is wrong.

Yo *nd research dsta ore stored and kept in a secrue *rea in
tI,*Cornputer$creen$corrfairrirrgp*,*o*lhealthiderrtifiers
are inaccessible to public vier,v. Only tbe shrdy doctor aud rcsearcll teaur will have dilect acce$s.

What will hoppen if you do not wirh to t*ke part in the study or if you kter dacide not to stay
in the sfudy?
You cau decide to stop at ony time. Tell the shrdy *f CIup lesder if yorr are thinking about stopping
the study or decide to *top the study. He or she will tell you how to stop.

It is inrportant to tell the shrdy $oup leader if you ms ftinkirlg about stoppiag so auy risks ca$ be
evalu,ated.

You may also withdraw your consent for the uss of ycur datn, but you must do this in writing to Dr.
Hudson (addrnss provided on page l).

Any data thsf hn$ already beeu processed in the
cannot be withdrawn because there uray not be *ny

lVho rcn you c*ll if you h*ve tny queslioas?
If you have any questions about taking p*rt in this stildy or if yot fb*l you mey hnve suffered a

rsseflrch related injury, you can call the study doctor:

If you have rny questions about your rigfit* fl$ s re$ettrch s;ubjest, you can call:

Vercion dafc: 10i29/14
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Study Title: Extended Caucer Educatioa for Lou€i-tenn Sun'it,or: (EXCELS) in Primary Care

Principal luvestigator:

'lffhat arc yorr rights if you drcids to take pnrt in thi* reserrch stucly?
You have the riglrt to ask questioas about any part of the shrdy at arry time. You should oot sigp this

form urless you have had a ch*nce to ask questions and heve been given aflswers to all cf your
questiotrs.

Protsrtr.d IIenIth irformstion
Pratected Health lnformatiein (PHD u$der HIPAA rnean$ aay informntion that idantifies an

individual and relates to at least cne of the following:
. The indivi&ral's past, present or fuhxe physieal or rnmrtal health
. The provision qf health care to the isdividual
. Thepost, present or future papnent fbr heslth care

The next few paragraphs tell you about horv youl health iufontatiou will be used or disclosed in the

study. Your information will only be rred iu accordance with this suthorizetiou (pennission) a*d
iafonued cotr$ent forur as required or allowed try larv. Because we are conrmitted to protecting your
health infornr*tion, $ome of the parap:aphs thnt follow repeat whsf we described to you earlier in
this consent fomr abo*t what information we will collect nbout you, how we will u*e it, when or if it
wili be nhared with sthers, ffid ilre measures wr rryill take to protect your privacy and the

confideatiality of your persoaal infonnntiot.

Please read this authoriz*ticu section aud the consent fonn carefully. Ask quesfious if auything is uot

understandable to yott.

Authorizstion to usr your health information for rrse$rch purposes
Becau*e infonustion about you xnd yoru health is lxrsoual and priv*te, it generally carurof be trsed

iu this resesrch sfudy without ycur writlen autlrcrizntion. ffyou sign this fionn, it will provide that

authorization. The fonu is inteuded to i*forur you aborrt how your health inforuration will tle used or
disclosed in the sfudy. Your infornratiou will only be used ir aecoxlance with tlds authorizatioa form
ald the informed consent fann and as required or allowed by law. Please read it carefirlly before

eigsing it.

Do you heve to sign this suthorixntion forrn?
You do not hwe to sign this authorization fonn. But if you do uot- you will aol be able to participale
ia {ris research study aud rcceive any research related products. However, si$riag tlre forrr is aot a
couditiou for receiviug auy medicsl care outside the sfudy.

If you rign, caa you revoke your ruthorizntion or withdrsw your informntion l*ter?

Yersion date: I0i29114
Page 5 of9



Shrdy Title: Extended Calcer Educatiou for Lo,ng+enn Srm'irors (EXCELS) in Priurary Care

-

If you decide to parlicipnte. you arc free to withdraw your authorization regardiug the use aud

dixclostre ofyour haalth krfor:nation (and ro discontinue any other participation in the study) $t any

tinre. After any revocatior\ your health inforruation wi[[ no lnugrr be ussd or disclosed in the study,
exc€pt to the sxtent that the lsrv allours the researchers to conti:rue rciug and disclosing yoru
iufonuntior. Therefora, you should be rware CIrat the reseffrheru nmy confimm to use arxl dirulose
the health iufonnatiat tlrat was provided before you witlrdrew your authorization if uecessary to
uraintain iutegrity of the research or if the data had already treen stripped of all identifiers.

If you wish to revoke your aulborization for the research u$e or disclosure of yoru healtlr infonnction
ia fhis study, youmey do so in writing by contacting Dr. Hud*on iu writing"

l#hat pmsonrl informstiou will be use,d or disclosed?
Yoru health infonnatiou relat€d to this slrrdy nray be used or disclosed in connection with this
research shrdy" includilrg, but not liurited to, infonnntion in yorr nredi*al record sueh as cert*ilr
irrforuration iudicatirry or relating to a particnlar uredical condifion, blood aud other tissue saurples
and related records, plry*ical exarni*ation$r x-layfr, h{R['s. eic. Your pcrsonal identity, ftrat is your
raure* address, and other identifiers, rvill be ketrlt confidentinl. You will h*ve s code uurrber ald
your sctus1a*rne will uot be used. Ouly your study doctor will be able to link tlrs code number to
your $ame"

Your dnta may be used iu scienti.Iic publicatious. If the fiudings fmnr the shrdy are published, you
will not be identified by narxe" Your idettify will be kept confidertial.

ill be allorved to
exanll$e
research.

r to aualyze for general health

Wko mny rse or disctrose the informrtion?
fire following parties are aufhorized to use aud/or disclose your health information in connection
with this research study:

lffho mry receiveluse tbs informstion?
The parties listed in the preceding parapraph may disclose youl health iaforurstion ta the followiug
per$ous aud orppuizalious for their use in comec,tion with this researc.h shrdy:

r u.S. Fosd and Dnrg Adrninistration (fDA)
o The Office for Human Re*earch Profections {O}IRP) in the U.$. Departnrent of Health and

Human Services (DHHS)
r Study sponstnN*tional Cancerlnstitute andlor its ageuts

Yersion date: 10/39114
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Snrdy Title: Esrended Caucer Educatiot for Long-tenn Suni.-ors (EXCELS) in Primary Care

-

Your informatiou may be re-disclosed (shared) by the rocipieuts descriM above, if they are not
required hy law to protect the privacy of the infonnation.

lVhm will your &uthorimtion sxpire?
There is uo set drte at wbieh your authorimtiou will expire. This is becnuse the informatios us€d
aud created &ring the study rnay be analyzed fur many yesrs, and it is not possible to know when

tliswiltbe conrplete.

lilill sccesr to your rnetlicrl record bt limitetl during the study?
To maiatair &e integrity of this researcb shrdy, you rusy not have o*ce$$ fo a&y henltb infonnslion
developed as put of this rhrdy txrtil it is completed- At ilrat poiut" you would have sccess to such

health infonnation if it w*re used to m*ke medical or billiug decisicns ahaut yon and was iucluded
in your offi*ixl medic*lrecord"

Whrre c*n you get more informntion?
You mny call the National Cancer hxtitute'$ Cancer Informalion Service at:

Voice: l -800-4-CAI.[CER (t -800 -4224237)

You nray also visit the NCI lVeb site at http://cancsr.govl
FoTNCI's clfuIical uials infortrntion. go to:hr$:1-/sffIc.er.sqvlc.lipipelt*#l
For NCI's general iufurnration sbotrf cancer, $o tCI http:11cancer.gov/ca$cer:infol
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Sttrdy Title: Extsded Cancer Educatiorr for Loog*term Stuvirors GXCELS) in Ihitrcry Care

Priucipal llvestigator:

AGRSEMANT TO TARIICIP.A,TA
I hsve reod this sntire form, or it has bssn rtnd tio nre! eod I belisve ftat I rmderstand u,hat has tlsen
discussed. All of my questio$s about tbis fotrrr or this sttrdy have beeu answered.

I agryee to take part h this study.

$ubject Nanre:

Subject Sigprattre: Dale:

Signlture of Investigator/lnrtrivitlual Obtniniug Consent

InvestigatorlPemnn Obtaining Consenf :

Siprahre: Dfite:

Coascnt for ^ludio Tcpiag
By sipring the con$ert fonu for thh *firdy, ysu allow us to record yoru snrall group interview for
research purposes. This audioiape will be used by the research leam ta urderstaud yotn experiences
i* seeking health care and support after active treatureut for yotu cflnce{ ended- All tapes will be

secured by a member of the shrdy ternr trainrd in the protection of participants' study files. Tapes
will be labeled with a uuique code to which only the study tearn will have access. All tapes will be

stored on password protected conrputer and kept for a period of tlree years. Tapes will be

hanscriM aad transcriptions will be stored iu password-protected files and will contain no
identifi able iafounation.

You mny participate even if you do uot agrce to being rudiotaped. If you do not rgree tn taping,
please do not iuitial this purtiou sf this cnusent fouu and tle iutenriEwer will take uotes during your'

interview for docunrentatiou purposes.

At any time during or after 1"our participation in this stndy, you nrfly reqrrcst that yoru tapes be
destroyed"

These awdiotapes witrl not be released for publication.

You agtree to the audio tapiug of yoruself for researcb pruposes.
(Initials)
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Stndy Title: Entended Cancer Educalioo for Loug-telr& Sunirors GXCELS) Lr Prim*ry Care

Prilcipal lnvestigator:

Permission ta Rs-Contmt You
Please tell us ifwe nray cootect you in the futtue to tell you about other ways you may participate in
this research or Dther research we are curducting by iritialing aext to your choice.

The iavertigators may contact me in the firhue to ask ure to take part in mo e research.

[]Yes
[]No
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