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Study Title: Ssine versus Albumin Flud for Exracorporesi Removal wih Siow Low Effency
Daiyis (SAFERSLED) AFassoity Study

sieNaTURES

« Almy questonsnsve been snswered.

1 understand tne informaton wiin i informed consntform,

1 have read, or someone has rasd 1o me, each psge of i paricpsntinformad consant
fom,

l tow scoass to my medis! records as explained n s consantform,
1 donotgie up any of my legairights by sging tris consent form,
1 agree, oragres to o the person | am rasponstie o, fo take part n s sty

St SRR P =
‘Substtute Decson Maker

Investigator or Delegate Statement
have Carefuly explained ine study o the study paricpsnt. To the bast of my knowadge. the

paricpantunderstands the nature, demands, ik snd benefis nvoled in taking part n ths
study.

SreueoTPeso Condusing. PeedNeme SA R =
tne Consent Dasusson
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Study Title: Ssine versus Albumin Fid for Exrscorporesl Removsl wih Sow Low Eficency.
Daiyis (SAFERSLED) AFessoity Study

Participant Assistance

‘Complate the following declaration only ifthe parfcipant / Substiute DecisionMaker is
unsble to reac:

« Theinfomed consentform was accuratay explained o, snd apparenty undrstood by,
tne partopant/ Substiuta Deoson Maker. and
+ Informed consentwas resly gven by the partpant/ Substiute Decision-lsker

Sgrete ot g Wnes P =

‘Complete the folowing declaration only ifhe paricipant / Subs itute Decision-Maker
has limited proficiency in the languzge in which the consent form is writien and
interpretation was provided as fllows

+ Theinfomed consent discussion was inferpreted by an inferpeter, and
« Asghtimnsiaton oftns document was provided by the nterprater s drected by the
ressarcn saffconducting the consent.

Interpreter Declaration and Signature:
By Sgning he consent forn | aites that | provided a el ntarpetation for any discussion
that ook lace in my presence, snd provited & Sghtransiston of s document s drected by
tne researcn stsf conducing the consent.

S ST P =

D
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Study Title: Ssine versus Albumin Fid for Exrscorporesl Removsl wih Sow Low Eficency.
Daiyis (SAFERSLED) AFessoity Study

Pansoants. nce of Substiute Decison Makers Consent

Youriiness or inury msd  mpossive foryou to paricpate n the nformsd consent process.
50 yoursubstiuie decision mskars (SDM) consant was obisined on yourbahall. YourSOM
sgreed o your paickaton n s research study. Now hst your condiion hes improved we.
Woulk ke t nform you of the detais oftne study and abtain your personal decson. You may
sgree or dssgras win tha dacison made by your SOM.

sieNaTURES

l understand that smbeing sskad fo continue my pariGpston n s resaarch study sbout
fud cnoices dumng dilyes.

« Allmy questonshave been snswered.

1 understand tne informaton wiin (i informed consntform,

I have read, or Someona has asd o me, aach psge of i paricpsnt nformad consant
fom.

sl scoas to my medis! records as explained n s consantform,

« 1donotgive up anyofmy gl rghts by sging s consantform,

* Iagretoiskepert n s study.

21 voluntarly agree with my SDATs decision snd wsh to coninu my psricaton n hsstudy
or

311 donot sgree wih my SDMs decision and choos notto continue my paricipatin in s
Study. However, | wil slow the informston coliecied sbout e o remain i the study and be
used by the ressarchers.

or

211 donot sgree wih my SDMs decision and choos notto continue my paricipatin in this
Sudy. | rmasast thetaF niarmation colaciad SBoui ma 58 windrawn for e Sudy.

St SRR P =

Investigator or Delegate Statement
1 have carefuly explaines inestudy o the study paricpsnt. To the bastof my knowadge. the
paricpantunderstands the nature, demands, ks snd benefis nvoled in taking part i ths
Study.

SreueoTPeso Condusing. PeedNeme SA R =
tne Consent Dasusson

D
=g
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"APPENDIX 1: CONSENT FORM
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Main Informed Consent Form for Participstion in 3 Researeh

Study Title: Saine versus Albumin Fiid for Exrscorporesi Removal wih Sow Low Eficency.
Daiyis (SAFERSLED) AFessoity Study

OMSN-REE Number: 20130567014

Sty Doctor:  Edward Clrk, D NS FRCPC

‘Do of Nephiogy
Prone. 6135520723

‘SponsorfFunder: Depsiment of Madicine, Tne Ottawa Hospits! snd Universty of Ottawa.

Emergency Contact Number (24 nours/ 7 days a week): Page ICU Research Nurse vis
locating 6137375222

ITRODUCTION

A5 3 Substiute Decison Msker, you are being ssked to provide nformed consenton bensiofa
oarson ho & undoe o provise sonsant fof KA MArSal. 1 he pArLEpaNt QS e capacty o

Sonsantfornminarsef, your consant orthm wil and. Thougnautn form, you" meansine

persan you sre represantng.

Yousre being inviad o paricpste n 8 sinica ralstudy (s type of study thatinvolves
research). You sre inviad o paricpste n s tralstudy because you hava Kdney faiure
requiing 8 type ofcalyss resimentcaled Siow Low-Effioancy Dalysi (SLED) Ths consent
form provides you wih informatin {0 hap you make an inormed choke. Plsse resd i
dacument careluly snd ask any questons you may have. Al yourquestons should ba
Snswered o yoursaisfacton bafore you decda whather fo psricpate n s research study.

T study stsful el you sboutthe study tmeiines for making yourdecision.

Taking psrtin tnis study s voluntary. Deciling noto iske par or decing fo lsve he study
{ater Wi notesuit n any penatyor affectcurent o fture hesih care.

1S THERE A CONELICT OF INTEREST?
There are no conficts of mterestio decire relstadto s study.

WHAT IS THE BACKGROUND INFORMATION FOR THIS STUDY?

(Crally i patients may requife SLED reatments o ciean thei bood and remove excess fuid

‘when ther idneys are notworking propery. DIops i blood pressure ofen occurs durng SLED.
astmants and tnesa crops may s ham forknsy recovery. Diferen ypes of miravenous

T
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i are often gven o trast dropsin bood pressure duing SLED. A human protein based fuid
called Alumin may be used by some doclors and s sat besed solton caled Nomsl Ssine.
ey b used by Giners Bt i notknawn e & batarinan tns onar i reating or peventng
low blood pressure durng SLED.

WY 1S THIS STUDY BEING DONE?

T purpose oftisstudy,catled s ot study or & feasiiy study. s fo tastne study pian and
fond out whetherenough peicants wi o s larger study and acoeptihe study procedures.
A tessnity study s sso looking 1o determine whetharine study s practcs! to perform. Tns
ype ofstudy nvoives s smsll number of paricpanis and 501 = ot sxpected i prove safety or
effectiveness. T resuls mey be used s5 s gude forlarger studes, afhough thera s o
gusranies it they wil be conducisd

WHAT OTHER CHOICES ARE THERE?

Youdonothaveto take psrtn tis studyin order fo recaive trastmentor care. I you require
rasimant for s drop in blod pressure durng SLED, you wil;agaad ethr alburin fud or
Siine. depanding on your e etng Bnysan s prafarnce.

"HOW MANY PEOPLE WILL TAKE PART INTHS STUDY?
It antspated tnstsbout 30 people st The Ottswa Hospialwi take psrtin s study.

T study shoud take 1 yasr o complate and the resus shouid be known'n sbout 15 menths.

WHAT WILL HAPPEN DURING THIS STUDY?

1fyou decida to pertispate then you wal be "randomzed” nio one of e groups descroed
below. Randomizaton masns thatyou are putinto  group by chance (ke fipping a con).
Tnere s no wey 1o pradict which group you wil bs sssignad 1o, You wi hava sn squalchance.
ofreceivng aloumin or sain durng SLED astments. Nether you he study saf nor e
Stusy dociors can croase whatgrous you wi be .

A5 partof the study.you wil receive the i tmsimen atthe start of SLED, snd then 4 hours
later. However, sometimes dusng SLED, extra i s equied. f i ocours,  wi be up 1o
your doctarta determing which i and how much you wi recene.

T i & double-bind study, which mesns hat natheryou, the study doctors, the sudy st
nor your ususl hesiih care providers wil Know Which GFoup you s . Your group assignment
an be entfied f medicaly necesssry. Requesis o r2ves! your sssgnmen for your
nformatn or paricpaton n otnerrasearah studes wi not be consasred untl s study nas.
baen completad and he rsuts are known

WHAT IS THE STUDY INTERVENTION?

Group 1 (Abumin Fiic): You wil eceive 100 mL of nirsvanous sbumin (25%) stthe stat of
2nd & nours Sfersaring SLED resimants (ususly SLED axes s naus).

Group 2 (Ssine P You wil raceive 100 mL of ntravenous norml ssing st the sarto, and
§ nours sfiarstaring SLED esiments ususly SLED tskas & hours,
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WHAT ELSE DO | NEED TO KNOW ABOUT THE STUDY INTERVENTION?

11 you hsve sde efects whie you e on tis study, the study doctormay make changestothe.
nterventon,

"HOW LONG WILL PARTICIPANTS BE IN THE STUDY?

Youmay requie more than ane run of SLED durng vour ICU stay. Your ton i sstss
Jangss vou are receng SLED, up o sng mobgngyourtentr sesson

‘CAN PARTICIPANTS CHOOSE TO LEAVE THE STUDY?

Yousan choose to end yourpartiipation n ths ressarch (caled windrawa) atany ime winout
havingto provide a asson. Ifyou choasa fowihdraw fom the study,you are encouraged o
contactine study doctorar study sift.

oumay wihdraw your permission to use nformstion thatwas colkctad sboutyoufortns
study at any e by lttng the study doctor know. However, s wou aso mean thatyou
indraw fram e study.

‘CAN PARTICIPATION IN THIS STUDY END EARLY?

Tne study doctormay stop your pertckation n the study eary, and wihoutyour consent,for
reazons such 55

+ The Ottawa Heati Science Network Research Etics Board windraws permisson for
s study tocontnue.

11 you are removed from s study. he study doctorwil discuss the easons wih you snd pisns.
Wi be made foryour contnued care ouisilaof ina study.

WHAT ARE THE RISKS OR HARMS OF PARTICIPATING IN THIS STUDY?

Both sioumin soltons and ssine solutons are used frequentyin crtsly i ICU patients.
burmin 8 51000 procue, and 32 4 65T ine pOLENtaI K of ransmiing macton.
Howaver,steps n the manufacturing processof human albumin great raduca the possEily of
ransmssion of hesa agens. Todste, hera have been no documentad casesof ransmission
ofinfactous sgents by human albumin. Large studes heve found both products o be safe and
qualyeffectve when used 1o astiow blood pressure i pstents not receving SLED.

WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?

1fy0u agree o tske part in thisstudy, the exparmentslinterventon may or may notbe of dract
beneft o you

"HOW WILL PARTICIPANT INEORMATION BE KEPT CONFIDENTIAL?

1fyou decde to partspstein thi study, tha study dociors snd study saffwl ony colect the
infomation they need fo s study.

Fecords denitng you st this a7t wil e kept confidentisland, to he extant parmited by the.
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‘sppicable ws, wil notbe discosed or mads pubicy sveisble, except ss descrbed n s
Sonsent documant.

‘Autnorzed rapresentstives ofhe folowing organizations may ook at your orginsl (dentfisbi)
medicalcinical and study records atha st whare (hese acords ar2 held. {0 chack tatthe.
nfomaton collcied for ina study s conact and folows properlaws and guideines.

+ The Ottaws Heatn Soiance Network Ressarch Etncs Soard who oversees the sthis!
conductof s stuy.

+ Ottawa Hospial Research Instiute o oversas the conductofesearch stns ocstion

Informatin that collctad sboutyou for the study(csled study dats) may sisobe senttothe.
organizatons stad sbove. Yourname, sddress, orothar informaton sty diectl dentd
Jo il notbe used Tne records raceived by these organizations msy coniai yourparicpsnt
Gods, sex, and paris! date ofbith (monih snd year.

ine resuts of i study sre publshed, youridantéy wil ramsin confdenti.Its expactad it
the nformation colectad durng s study wil ba used fo data snalyss snd prasenied fo e
sclentfc communty st mestings sndlorin scentfic oumals.

Yourde-dentied dsta rom s study mey be used for otherrasesrch purposes. fyour study
dats & shared win otner esarchars, mformation hat nks your study dsta drect t you il
notbe snared.

‘Even hough the keinood inatsomeons may antfy you rom the study data's very small,
ennever be compitaly eimnsied.

WILL EAMILY DOCTORS/MEALTH CARE PROVIDERS KNOW WHO IS PARTICIPATING IN
TussTuDv?

Yourfamiy doctorinasti care providerwil notbe nformed by ihe study tasm hst you sre
tsking par i the study. You can choose o et yourfamiy doclornealthcara provdar know,
youka,

WILL INFORMATION ABOUT THIS STUDY BE AVAILABLE ONLINE?
A descrption oftnis cinical tralstudy il be svaisie on it/ cinisirls gov. This

Websia il notincluda information thatcen denify you. You can sesroh s webste stany
.

Youcsnfnd the research study on the websie by using he inisl sl regstation number
NCTO3668311

WHAT IS THE COST TO PARTICIPANTS?

Partisaton'n this sudywl notinvoiv sny sddiionslcosts o you or your prvate hesih care
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ARE STUDY PARTICIPANTS PAIDTO BE INTHS STUDY?
You i notbe psid fortaking part n this study.

nthe case of research-elsted sde afactsornjury, medics! care wil b2 provided by your
doctor

WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY?

Youwa be ok, in & tmely manner,
Wiingness {0 siay n s 3udy.

boutnawinfomaton that may be relevent fo your.
Youhave the ight tobe nformad of the resuls of s stucy ancs the antre study & complete.
T resuts of this study il b2 avaiabie ot ww cinicrils gov

Yourrghts to privscy a1 lagaly proeciad by fadersl and provincis
ssfeguards o ansure tatyour prvacy s espected.

s hstrequire

By signing s form you do notgive up sny of your egal ighis agains tne sudy doctor or
invoived nsitutons forcompensation. nor does s form relkeva tha study docioror et sgents
of nai agal snd professional rasponsibies.

Youw be given 8 copy of s sgnad and dated consent formpror o psricpatingin s
study.

WHOM DO PARTICIPANTS CONTACT FOR QUESTIONS?

1£y0u hive questons sboutiskng partin i study, or f you sufer & resaarchsited nury.
youcan takio your study docior, of he dociorwho aversees (e study st i mstiuton. That
pesonis:

Euare 6 Cane ‘137985555 62559
Frncps! InvestgstorName. Tekprone

1fy0u hisve questons sbout yourights 853 psrtipant o sboutethcs! ssuss rlsted 0 tis
Stuay. you sen tkk fo omeons who & ot nvalvad n ine study st al. Plasss contact The
Ottana Faain Soance Nanwor Rasasron Einos Basrd. Cnafperson at613788.6555
axanson 16715.
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