Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename it

X PROTOCOL=HFN_CARRESS
— NODATA<ZYES
FE'E&EEN CwaRK CARRESS STUDYBOOK=DATA_FORMS o
. FORM=BASELINE _ Baseline
- SubjectID: CR ___ - Subjed |niriu|s;!N_|:”A_LS
NOTE: Enroliment- see below ste # subject #
Demographics
1 Date of birth: _dq_/___/___DEBDT DEMOG (TYPE 1)

2 Sex: [, Male
[ ], Female SEX<XGENDR>

3 Ethnicity (check only onej: D, Hispanic or Latino ETHNIC<XETHN>
D2 Not Hispanic or Lafino

4  Race (check all that apply): [ ] American Indian or Alaska Native || Native Hawaiian or other Pacific Islander NATHWN<XYES>

AMERIND<XYES>[_] Asian [] White/Caucasian WHITE<XYES>
ASIAN<XYES> [ ] Black
BLACK<XYES>
Eligibility
Did the subject meet all eligibility criteria? INCL1<I:3> INCL2<[:3> INCL3<I]:3>
[, No = If No: Inclusion criteria not met: # L # L # ELIGIBLE (TYPE 1)
Exclusion criteria present: # ,# , # EXCL1<I:3> EXCL2<I:3> EXCL3<I:3>

Was a waiver granted for all of the above exceptions?

ELIGCRIT<XYESNOsJs No WAIVER <XYESNO>

1 Yes
L ves PRECREAT (TYPE 2)PS

Pre-Randomization Creatinine

Assessment Date of Assessment Location Valve Units
CREADT
CREAASST<CRCREA> o CREALOC<CRLOCN> N
1 Nadir creatinine (within 6 weeks e /_m:m_ /— T EI Inpatient CR EATVAL<F'9'3>D3 mg/dL
1= prior to randomization) CREAND<XYES> Ez Qutpatient - D4 pmol/L
OR[_] Not done CREAUNIT
HFLABU
2= 2 Qualifying creatinine {most T /—mj,,,— /——m,— — | L], Inpatient [ ], mg/dL
receni) [, Outpatient _ | [ pmol/L
OR[_] Not done

Hospitalization
PRESENDT<DATE> F,RES,%,\,T,\,KDATEHMEIJNITHOSP (TYPE 1)

Date and time of initial presentation to acute care facility:

Tday  monh  year  00:00402359

Enroll panel will contain:

SUBJNO: derived from ‘CR’ll INVSITE 1l ‘’lIl PATID
INITIALS V:3

RANDTM<DATETIME>

RANDDT<DATE>

CARRARM<CRCARM>

1=PHARMACOLOGIC CARE

2=ULTRAFILTRATION
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oo
FE'EGEEN ETWORK CARRESS NODATA<ZYES>

.
Baseline
o
- Subject ID: CR a—— — Subjedt Initials: ___ o
site subject
Clinical History
DIAGHFM DIAGHFY
1 Estimated date of initial diagnosis of heart failure: <_ZMQNIH/> <l4>__ MEDHIST1(TYPE 1)
year
2 Total number of cardiovascular hospitalizations within prior 12 months: CVHSP<I:2>
3 Number of hospitalizations within prior 12 months with primary diagnosis of heart failure: ___ E_FHSP<|:2>
4 Has LV function been assesse
[, No VASSESS<XYESNO>
0
D Yes — If Yes: Date of last LVEF: __ ___/ LVASSQT —_—
day month T year
LVEF<I:2>
Value of last LVEF: EF ___ % OR Check only one: [:], Normal LVEFSTAT<HFLVEF>

D2 Mild dysfunction
[], Moderate dysfunction
[, Severe dysfunction

Method of assessment of LV function (check only one): Dl Radionuclide ventriculogram | \VMETH<HEMETH>
[ ], Left ventriculogram
[, Echocardiogram
[, MRI
Dos Other

5 Does the subject have a documented history of ischemic heart disease?

[J,No |SCHEMIC<XYESNO>

[, Yes = If Yes: Specify (check all that apply):
[_] Angina pectoris: ANGINA<XYES>

MI<XYES> ] Myocardial infarction (Mi) = Date of most recent: i /—mm—{—/— e aam
LTCATH<XYE% |7TCAT|-}DT
Left heart catheterization before randomization — Date of most recent: gl
LM<XYES> Vessels with > 70% stenosis {check all that apply):
LAD<XYES>
LCX<XYES> (Jw [Jwo [Jiex  [JrcARCA<XYES>
: . . PTCIDT
PTCI<XYES> D Percutaneous transluminal coronary infervention (PiCi) — Date of mo(fKIeB%nlsT_d"”_ /J_”m_/_ e
CABG<XYES>D Coronary artery bypass graft (CABG) — Date of most recent: —;-— e —/— —
6 Does the subject have evidence of non-ischemic cardiomyopathy?
[J;No NONISCH<XYESNO>
D, Yes — If Yes: Specify contributors (check all that apply):
[] Aleoholic ALCOHOLC<XYES>
[ ] Cytotoxic drug therapy CYTOTOXC<XYES>
[ Familial FAMILIAL<XYES>
[ ] Hypertensive HYPERTEN<XYES>

DILATED<XYES>
RESTRICT<XYES>
PERIPAR<XYES>

[ ] 1diopathic dilated cardiomyopathy
[ ] 1diopathic restrictive cardiomyopathy

D Peripartum VALXYES
il < >
% I\:(:::: : HCM<XYES>

OTHCONT<XYES> OTHCONSP<V:50>
["] Other/uncertain (specify):
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(X )
FXIIEGEEN ETVZ;RK CARRESS NODATA<ZYES>

.
Baseline
°
.* SubjectID: CR ___ - Subjedt Initials:
site # subject #
Clinical History (continved)
Does the subject have a documented history of any of the following? MEDHIST2 (TYPE1)
7 Valvular heart disease:
l:]o No VALVULAR<XYESNO>
[, Yes = If Yes: Specify: ALL BELOW CODE< HFVALV> EXCEPT PRIOR VALVULAR SURGERY
MSTENOS Mitral stenosis = Check one: Do None/Trivial EL Mild [:]2 Moderate D3 Severe Dw Unknown
MREGURG Mitral regurgitation = Check one: Do None/Trivial D1 Mild D, Moderate Ds Severe Dw Unknown
ATSTENOS Aortic stenosis — Check one: [ |, None/Trvial [ ], Mild [ ], Moderate [ 1, Severe  [_]oo Unknown
AREGURG Aortic regurgitation = Check one: Do None/Trivial D1 Mild E]2 Moderate D3 Severe [:],9 Unknown
$§1I;EGI\LIJ%% Tricuspid stenosis — Check one: Do None/Trivial D] Mild Dz Moderate [:]3 Severe Dw Unknown
Tricuspid regurgitation = Check one: DD None/Trivial [j1 Mild []2 Moderate [:]3 Severe D” Unknown
Prior valvular surgery = Check all that apply: [ |None [ | Mital [ ] Aoric [ | Tricuspid [ Pulmonic
= NONSURGMITSURGAORSURG,TRISURGPULSUH
8 Hypertensmn: HYPRTESN<XYESNq§O No 1 Yes All <XYES>
9 TIA:  TIA<XYESNO> [yNo [, Yes
10 Stroke:  STROKE<XYESNO> [JoNo [, Yes
11 Arrhythmia: ARRHYTHM <XYESNO>
Do No
A.I.@'AYﬁ:-é&?twcnfy (check all that apply): FIBEFLUTR<HFFIBF>
SUSVTVF<XYES& Atrial fibrillation/flutter = Check one: (:I, New onset D2 Paroxysmal []3 Persistent [:]4 Permanent
ARREST<XY%§US'°ined VT or VF
Cardiac arrest (efiology unclear) PACETYPE<HECHRBR>
12 Pacemaker without ICD: PACEMAKR<XYEGNMO> [], Yes = Check one: [ ], Single [ ], Dual [ ], Biventricular
131cp:  [CD<XYESNO> [ lyNo [ ], Yes— Check one: [ ], Single [],Dual [, Biventricular
14 Peripheral vascular disease: PVD<XYESN%O No D1 Yes ICDTYPE<HFCHBR>
15 Chronic obstructive pulmonary disease: Do No D] Yes COPD<XYESNO>
16 Diabetes: DIABETES<XYESNO> [ l,No [ ], Yes— Check one: [_], Insulin treated
DIABTYPE<HFDIAB> [, Nondnsulin medically treated
D3 Diet only
17 Gout: GOUT<XYESNO> [JyNo [, Yes
18 Hepatic disease: HEPATIC<XYESNO> [JoNo [, Yes
19 Malignancy (past 5 years, other than skin): Do No [:]1 Yes MALIGNCY<XYESNO>
20 Depression {ireated with prescription medications): Do No D] Yes DEPRESS<XYESNO>
21 Chronic alcohol use: Do No D1 Yes ALCOHOL<XYESNO>
22 Cigarette smoking (check onhyGARARET T<H FEI,GdBRem D2 Quit < 6 months ago Da Quit > 6 months ago D‘ Never
23 Heart transplant status (check only one): DI Ineligible
TRANSPLT<HFTRAN> (], No evaluation planned
[, Active evaluation
[, Currently listed TRANSPDT
[ 5 Post = Date of transplant: iy —_—— e — i
24 Hyperlipidemia: | |IPIDEMA<XYESNO> [ |;No [ ], Yes
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AT cvuss« CARRESS

FAILURENETWORK
[ ]

Subject ID: CR ___

[ ]
NODATA<ZYES> Baselme

Subjedt Initials: _
HS(TYPE 4)P

Pre-Hospitalization Medications

HEMEDS<HFHEMD> MEDSANS<XYESNO> | *If No: Documented Evidence of Contraindication
1= | 1 ACE inhibitor Do No* I:L Yes Mtﬁ(ﬁg'\l <leEl\lU :Unknown
72— | 2 Angiotensin receptor blocker [y No* [, Yes [JoNo [, Yes [ lo Unknown
33 3 Beta blocker [JoNo* [, Yes [JoNo [, Yes [ Jg Unknown
44 4 Aldosterone antagonist [ JoNo* [, Yes [JoNo [, Yes [l Unknown
54 5 Hydralazine Do No* I:], Yes Do No D, Yes D” Unknown
64 6 Nitrates (long-acting) Do No* D1 Yes Do No D1 Yes Dw Unknown
"7 Aspirin (f1aken day) [JoNo™ [, Yes [JoNo [, Yes  [op Unknown
84 8 Wwarfarin [JoNo* [, Yes [JoNo [];Yes [ o Unknown
9o Thienopyridine (ficlopidine, clopidogrel) [,No [, Yes I\SALéIBPRF;EN%S

103 10 Alpha blocker [,No [, Yes DISCHND

MEBBSEG

115 11 Digoxin [,No [, Yes

124 12 Amiodarone Do No D, Yes

13| 13 Other antiarrhythmic Do No D, Yes

145 14 Statin [,No [, Yes

153 15 Lipid lowering agent (other than statin) [JyNo  [], Yes

169 16 calcium channel blocker [JoNo [, Yes

179 17 insulin [JeNo [, Yes

184 18 Oral diabetic agent Ll No [, Yes

193 19 Antidepressant [JyNo [, Yes DIURETIC (TYPE 4)PS

Pre-Hospitalization Oral Diuretics

Medication DIURANS<HFRESP> Average Total Daily Dose Units
DIUMEDS<HFDIUR>

1= 1 Furosemide Do No [:]] Yes — DIURDOSE<F:9:3> mg

; 0=NO
2= 2 Torsemide [JoNo [, Yes -VES - mg

. 2=YES,DAILY
3= 3 Bumetanide [JoNo [, Yes _QZYES,PRN — mg
4= 1 4 Metolazone Do No D, Yes, daily D3 Yes, PRN — — 2 mg
5=| 5 HcTZ [ JoNo [, Yes, daily [ ], Yes, PRN — — mg
6=CHLOROTHIAZIDE (P. 17 AND 18 ONLY)
WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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oo
FE'EGEEN ETWORK CARRESS NODATA<ZYES>

o
Baseline
o
i Subject ID: CR B o Subjedt Initials:
ste # subject
ECG {Record results of ECG closest to time of randomization.)
1 Date: __/ ECGDT/_____ OR [_] Not done ECG (TYPE 1)
month yoor ECGNOTDN<XYES>
ECGHRATE<I 3>
2 Rate: ______ __ bpm
3  Rhythm (check only one): [, Sinus bradycardia [], Normal sinus thythm [, Sinus tachycardia
[, Atrial fibrillation/flutter [y Other ~ECGRHYTH<HFECGR>
4  Are there two or more paced beats? [ |, No [ |, Yes ECGPACED<XYESNO>
ECGQRS<I:3>
5 QRSduration: ___ - msec OR [l Not done
ECGQRSND<XYES> ASSESSMT(TYPE 3)
Heart Failure Clinical Assessment AtRandomization
Not
Assessment Done Provide Details
[ HRATE<I:3>
1 Heartrate {sitting or resting): H RNOTDN<XYE-S>D S me
BPSYS <I.3> BPDIA<I:3>
2 Blood pressure (sitting or resting): BPNOTDN<XYE% —gmdie T e mmHg
3 spo, SPONOTDN<XYES> ] _s_lz)_2_<_|9§>
4 Height: HTNOTDN<xYESy [ | _HEICHT<F:93% [D,em yrUNITS<XHGTUS
5 Weight: WTNOTDN<XYESp ] | _WEIGHT<FEBR [,kg  \WTUNITS<XWGTUS
6 Jugular venous pressure (check only one): ] [:]I <8cm D2 8-12 cm Da 13-16 cm D4 > 16 cm
IVPNOTDN<XYES> IVP<HEJVP>
7 Rales (check only one): RASNOTDN<XYES> D Do NO’SM :@1 LI]:BDM gz 13-243 D3 > 23
8 $3 auscultation: AUSNOTDN<XYES> [] | LlhNo [, Yes  AUSCULTN<XYESNO>
9 Hepat ly: 5
epatomegaly HEPNOTDN<XYES> [J | LhNo [hYes | -0 =00 v vESNOS
10 Ascites: ASCNOTONCXYEES ] []bNo [, Yes ASCITES<XYESNO>
11 Peripheral edema (check only one): ] Do None D1 Trace | |, Moderate D3 Severe
PEDNOTDN<XYES> PERED A<HFEDEM>
12 Current NYHA heart failure classification
Gheck cnlp sl NYNOTDNexyess 1 | Cht Chw Chm [iv NYHASXKCLAS>
[, None D Three or more pillows
13 Orthopnea (check only one): ORTNOTDN<XYES> [ [_], One pillow (10 cm) Not evaluable
i T l—’eTHPNEA<H FORTH>

Subject Self-report of Symptoms

1 Dyspnea: VAS score: m DYSPVAS <I:3> VAS (TYPE 3)

2 Global VAS score: ___ mm GLOBLVAS <|:3>
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oo
FAI:IIEGEEN - V\i; . CARRESS NODATA<ZYES>

Baseline

Subject ID: CR — s — et Subject Initials:
s
| ARAAQ%TZS‘?;&“F'I AB> NetDone| LABV:“LIZOE<F:9:3:.‘HS LABS(TYPE 4)PS
194 1 Sodium: LABN D<>4;ES>. - E]l mmol/L []2 mEq/LLABUNIT<HFLABU>
o 2 Potassium: ] - D, mmol/L D2 mEq/L
394 3 BUN/Urea: ] ‘ |y mmolt [, mg/dL
4=1 4 Bicarbonate: 0 | | Ommot [, mEqit
54 5 Creatinine: ] [ ], mg/dL [, umol/L
69 6 Magnesium: 0 (], mmol/t [, mEq/t [, mg/dL
794 7 Glucose: O] | Eymmel [, mg/d
84 8 Total cholesterol: ] |y mmolt [ mg/dL
o asyscor n Oy Ooun
10=1| 10 ALT/sGPT: n Cut [,un
11=] 11 Alkaline phosphatase: H | Oun [Cwa
12=| 12 Total bilirubin: ] - D3 mg/dL D4 umol/L
13=| 13 Albumin: ] — | Lygd et
14=| 14 Hemoglobin (Hgb): 0 et gt [ mmolst
15=| 15 WBC: ] _Ohrwerror 10 /mme [ /mm?
16=1 16 Lymphocyte %: ] o
L7= | 17 Red cell distribution (ROW): u [, %
18=| 18 BNP: O | Ogpemt [yngn
1o- | 19 NTproane: . T DlaUngl_/lTRALAB(TYPE HPS
Assessment Not Done | Valve Units ULTRAUNT<HFLABU>
1= | 1 platelets ULTRASST ] ULM:Q:SDNO‘}A or 10°/mm* [,y /mm’
o <CRULTR> UL TRAND | ADD to HELABL
2 PT <XVE | ——— [ ],4secs 14=secs
3=| 3 aPIT ] | | [ysecs
4=1 4 INR i N || P
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<HFSUBJ>

¢ 1=SUBJECT DISCHARGED
EART
FAH“.URENETw;RK CARRESS 2=SUBJECT WITHDREW
. FORM= DAY] 3=SUBJECT DIED Day 1

. 4=MISSED VISIT
EARLYTRM<XYES>( Hide until p.26 DAY60) Subject 1B8ROTFHER— - g Subjedt Inifials: __

Subject Status

Was assessment performed? EVALUTE<XYESNO> EEBJSCISTﬂﬂSFSUE?J; STATUS (TYPE 3)
Do No — If No: Reason: E]l Subject discharged D2 Subject wlT:threw %3 g—uéect%ieg E}% Other (specify):
I:L Yes — If Yes: Assessment date and time: **"/***lliﬁ.ff\/mﬂ?WDﬂTETlI\/IE> STATUSSP<V:50>

EVALDT<DATE>
All assessments shovld be done in the morning, posi-void, pre-breakfast.

Clinical Assessment

Assessment NotDone  SEE ANNOTATION P.5pyovide Details
SUPPRESS ALL BUT WEIGHT ASSESSMT(TYPE3
Weight: ’ O | ——_.__[Omw Ok
lobs .
Assessment Not Done Valve Units | ARS (TYPE 4\PS
! Sadum O — A S AR == A\NNOTAT;ON pb
2 Potassium ] [], mmol/L D2 mEq/L ?UEPRESS
3 BUN/Urea ] [, mmol/t [, mg/dL ;5-]-;9
4 Bicarbonate ] m, mmol/L mz mEq/L
5 Creatinine ] - [Jymg/dt [ umol/L
6 Hemoglobin (Hgb): ] | grdt [Jggt [, mmolt

Labs—Ultrafiltration

Assessment Not Done Valve Units ULTRALAB (TYPE 4)PS
1 Platelets SEE ANNOTATION IEP [, 10°/L or 10%/mm? D1o/mm“
2 PT ] | Oy sees
3 aPTT ] [ ;4 5ecs
4 INR ] | [iasecs CRFLUID(TYPE 3)
1 Total IV input: _CFi/ﬁli mL 2 Total ultrafiliration oufpugRiLT_oirE mL OR [ | None (0)
Total oral input: _ CRORALING:5 Total urine output; CRURINOT I3 CRENONE<XYES

ENDPTASS(TYPE 3

Endpoint Assessment

Since randomization, did the subject experience: Dialysis ..., Do No D, Yes CRDIAL<XYESNO>
CRCSUPPT<XYESNO> Mechanical circulatory support ...[ J;No [ ], Yes
CRRESPIR<XYESNOMechanical respiratory support ..[_J;No [ ], Yes
CRSAE<XYESNO> Serious adverse event ... [ JyNo [], Yes = Complete SAE form
CRDEATHSXYESNO:eath .......cccrmermmeemmmmanmmmmammesmmmsseens [ JyNo [], Yes— Complete Death form
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We are un-suppressing the following rows in the ASSESSMT panel
row- 1,2,4,5,6 (due to data to be captured at discharge if subject is discharged Day 1)

insert panel ‘VAS’ (due to data to be captured at discharge if subject is discharged Day
1)
NOTE: WEIGHT and WEIGHT UNIT are already in database

FORM =DAY1

- ASSESSMT (TYPE 3)

Clinical Assessment

Assessment Not Done Provide Detuils
1 Hear rede (sittng o raging: 0 e _bpm SEE ANNOTATION P.5
SILIPPRESS
2 Blood pressure [ifing o rating: ] — [ — i " mHg 3:411 0
4 Jugular venous pressure 0 O, <8cn [J,8-12¢n D3|3-1éclrnz O, 16en

jchack only onal:

5 Peripher-::l ecdema fcheck onk ane); D D: MNonae D] Troce |:|2 Modarola [I3 Savars

[ Mone [, One pilow {10 cm) [, Two pillows {20 em)
D3 Three or mare pillows Dd Mt evaluakla

Subject Self-report of Symptoms

1 Dyspnea: VAS score; Sf_e_a_nftmarﬁlon P-5 2 GlobalVASscore: ______mm \VAS (TYPE 3)

& Dr‘thopneci [chack only anal: D

HFN_CARRESS_V.2.2_04Aug2011



HEART * %

FAILURENETWORK
L ]

CARRESS

FORM= DAY2
SEE ANNOTATION P.7 Subject ID: CR _____

site #

Day 2

Subject Initials:

:-vap,:‘:.' #

Subject Status

Was assessment performed?
[_lo No = If No: Reason: [ ], Subject discharged [, Subject withdrew
[, Yes = If Yes: Assessment date and time: ——/—____/____

day month

All assessments should be done in the morning, posi-void, pre-breakfast.

D3 Subject died

Clinical Assessment

STATUS (TYPE 3)
j” Other (specify):

Assessment

Provide Details A\ SSESSMT (TYPE

Weight:

ST ) | I

Assessment Notbone; Value Units | ARS (TYPE 4\PS
1 Sodivm ] | ymmolt [, mEq/L
2 Potassium ] L], mmol/L [, mEq/L
3 BUN/Urea ] [, mmol/t [, mg/dL
4 Bicarbonate ] L]y mmol/L [, mEq/L
5 Creatinine ] |y mgsdl [y pmol/t
6 Hemoglobin (Hgb): ] | grdt [Jggt [, mmolt

Labs—Ultrafiltration

Assessment Not Done | Value Units ULTRALAB (TYPE 4)PS
1 Platelets ] [ o 10°/L0r 10°/mm* [ 1,4 /mm®
2 PT ] e | Elyeess
3 aPTT ] [ ;4 5ecs
4 INR ] | [ygsecs

Fluid Intake/Output from same daily assessment time on previous day

1 Total IV input: mlL 2 Total ultrafiltration output:

Total oral input: ___ mL Total urine output: ___ . ml

ENDPTASS (TYPE 3
Endpoint Assessment

mL OR [ |None (0)

Since prior day assessment, did the subject experience: Dialysis .......cccoouriiimmriiiisniiinsniiionnns [JoNo [, Yes
Mechanical circulatory support ..[ JoNo [ ], Yes
Mechanical respiratory support ..[_JoNo [ ], Yes
Serious adverse event ... [ JyNo [ ], Yes = Complete SAE form
Death e Do No D1 Yes — Complete Death form

HFN_CARRESS_Y2.0_04 JUN 2009
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We are un-suppressing the following rows in the ASSESSMT panel
row- 1,2,4,5,6 (due to data to be captured at discharge if subject is discharged Day 2)

insert panel ‘VAS’ (due to data to be captured at discharge if subject is discharged Day
2)
NOTE: WEIGHT and WEIGHT UNIT are already in database

FORM =DAY?2
*  ASSESSMT (TYPE 3)

Clinical Assessment

Assessment Not Done Provide Debails

SEEANNSTFAHONPS
1 Hear rede (siting o raging D e _bpm SUPPRESS

oS4
2 Blood pressure jsting or rating: 0 — Ev-Hu_J — g "mHg 7-10

12
4 Jugular venous pressure 0 O,<8en [ya-12en [, 13-16en [ T en

[chack only onal:

5 Peripheral edeme jcheck anly anz) 0 (lNane [ Troca [, Moderate [, Severa

[, Mone [, One pilow {10 cm) [, Two pillows {20 em]
D3 Threa or mare pillows Dd et evaluakla

Subject Self-report of Symptoms

1 Dyspnea: VAS score: SEF_G‘I‘EWO” p-5 2 GlobalVASxore: ____ nm VAS (TYPE 3)

& Dr‘thopneci [chack only anal: D

HFN_CARRESS_V.2.2_04Aug2011



[ N
FEIEG&ENEW:;RK CARRESS

. FORM= DAY3 Day 3
. SEE ANNOTATION P.7 Subject ID: CR _ e ot Subject Initials:
Subject Status
Was assessment performed? STATUS (TYPE 3)

Do No — If No: Reason: :]1 Subject discharged D2 Subject withdrew Ea Subject died j% Other (specify):
D, Yes — If Yes: Assessment date and time: — /- /i

day month yeor 00:00 to 2359

All assessments should be done in the morning, posi-void, pre-breakfast.

Clinical Assessment

Assessment ‘ Not Dono‘ Provide Details A\ SSESSMT (TYPE ]
Weight: ’ ] SOV, | 1 ¥
Assessment Not Done Valve Units | ARS (TYPE 4\PS
1 Sodivm ] | ymmolt [, mEq/L
2 Potassium ] | L], mmol/L [, mEq/L
3 BUN/Urea ] [, mmol/t [, mg/dL
4 Bicarbonate ] [, mmol/t [, mEq/L
5 Creatinine 0 | — | Omesdt [, pmolst
6 Hemoglobin (Hgb): ] | grdt [Jggt [, mmolt
Labs—Ultrafiltration
Assessment Not Done Valve Units ULTRALAB (TYPE 4)PS
1 Platelets O | [ o 10°/L0r 10°/mm* [ 1,4 /mm®
2 PT ] | | Eysees
3 aPTT ] | [ ;4 5ecs
4 INR ] | | [ygsecs

Fluid Intake/Output from same daily assessment time on previous day

1 Total IVinput: ___ ml 2 Total ultrafiltration output: ___ _mL OR [ |None(0)

Total oral input: ___ ml Total urine output: ___ mlL CRFLUID (TYPE 3

Endpoint Assessment

ENDPTASS (TYPE
Mechanical circulatory support ..[ JyNo [, Yes

N

Since prior day assessment, did the subject experience: Dialysis ... [JyNo

Mechanical respiratory support ..[ |, No [ ], Yes
Serious adverse event .............. Do No D1 Yes — Complete SAE form
DEEIR sovvrmommrmrmsswrtr s Llo No U1 Yes — Complete Death form
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We are un-suppressing the following rows in the ASSESSMT panel
row- 1,2,4,5,6 (due to data to be captured at discharge if subject is discharged Day 3)

insert panel ‘VAS’ (due to data to be captured at discharge if subject is discharged Day
3)
NOTE: WEIGHT and WEIGHT UNIT are already in database

FORM =DAY3

ASSESSMT (TYPE 3)

Clinical Assessment

Assessment Not Done Provide Details

1 Heart rate [ittng or raging O e _bpm SEE ANNOTATION P.5
e ——

2 Blood pressure [iiting or raging ) O — s f e mmHg 3-4
Z-10

4 Jugulor venous pressure - .

icheck anky ana ) [l [J,<gem [],8-12cm I:lsll-hltgm Ll=16cm
5 Peripheral edema [chack only ona: D Do Mona D1 Trace Dz Modaralz |:|3 Savara
& Orthopnea ihack onbonal D EL Miona |:|1 Cina pillow {10 cm) |:|2 Twio pillows {20 cm)
P " e D; Thrae or mare pillows I:L1 Mot evaluable
Subject Self-report of Symptoms
1 Dyspnec: VAS scorer ___ __S_EEmﬁNNOTATION P2 Global VAS score: mm VAS (TYPE 3)

HFN_CARRESS_V.2.2_04Aug2011




[ N
FElEﬁEEN ETW;RK CARRESS D 4
. FORM= DAY4 ay

SubjectID: CR - Subjed Initials: ____
site # subjact #

Subject Status

SEE ANNOTATION P.7
Was assessment performed? STATUS (TYPE 3)

[ ], No = If No: Reason: ||, Subject discharged [, Subject withdrew [, Subject died [ |o; Other fspecify):
o 2 3 %
[ ], Yes = If Yes: Assessment date and time: —_/ /. A

day meith ywar 0000 to 2359

All assessmenis should be done in the morning, posi-void, pr@-brouldusi

Clinical Assessment

Assessment Not Done Provide Details A SSESSVT (TYPE §

1 Heart rate (siting or resting): L| ——— bpm

SEE-ANNOTATION-P5
2 Blood pressure (siting or resting}: ] s — e mmHg SUPPRESS

3-4
3 Weight: ] —— |:|1 b :|2 kg 7-10
4 Jugular venous pressure ] n (] - M

P e i O 1<8cm 28-12cm | 1, 13-16¢cm 4> 16cm
5 Peripheral edema {check only one: |:| [_]0 None [—|I Trace |_]2 Moderate |_3 Severe
6 Birilesnon: hadesilion ] [ J,None [ ], One pillow (10 em) [, Two pillows {20 em)
Da Three or more pillows [, Not evaluable

Subject Self-report of Symptoms

1 Dyspnea: VAS score: __S_E_EmrﬁNNOTAT'ON P2 Global VAS score: —_ __mm VAS(TYPE3)
lobs

Assessment Not Done Valve Units LABS (TYPE 4)PS

1 Sodium ] L] mmelr [, mEq/L

2 Potassium SEE AWOTATIQZ_ L], mmol/L [, mEq/L

3 BUN/Urea ] L mmelat [, mg/dL

4 Bicarbonate m | mmelr [, mEg/L

5 Creatinine [] - | Oymgsd [y umoln

6 Hemoglobin (Hgh): ] | LLgrdt [lggnt [, mmol/L
Assessment Not Done Valve Units ULTRALAB (TYPE 4)PS

1 Platelets SEE AWOTANQE_ [, 107/t or 109/mm* [ ], /mm?®

2 PT ] | [4secs

3 aPIT H | [ygsecs

4 INR ] | [4secs

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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Day 4

Subject ID: CR ___ Subject Initials: ___
#

Fluid Intake/Outpuf from same daily assessment time on previous day
SEE ANNOTATION P.7

1 TotalVinput: ____ __ ml 2 Total ultrafiltrationoutput: ___ __ ~ ~ mL OR [ ] None (0)
Totaloralinput: ____ _  mlL Total urineoutput: ___ _ __ mlL CRFLUID (TYPE 3)

Endpoint Assessment

Since prior day assessment, did the subject experience: Dialysis ... [JyNo

[ ], Yes
SEE ANNOTATION P.7 Mechanical circulatory support .. [ ]; No @}IQPTASS (TYPE 3)'
Mechanical respiratory support .. Do No D1 Yes
Serious adverse event ................... Do No D1 Yes — Complete SAE form
Death inusmaueniamminsuminii Do No E]1 Yes — Complete Death form

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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HEART ° %
FAILUREN ETW o RK

CARRESS

FORM= DAY5

SubjectID: CR -

Subject Status

Day 5

Subject Initials:

Was assessment performed? SEE ANNOTATION P.7 STATUS (TYPE 3)
Do o — If No: Reason: —]1 Subject discharged mz Subject withdrew Ea Subject died j% Other (specify):
D Yes — If Yes: Assessment date and time: Tifif/fifi S S
day month year 0.00 to 23.5
All assessments should be done in the morning, post-void, pre-breakfast
Clinical Assessment
Assessment ‘Noibono ‘SEE ANNOTATION p.7 Provide Details ASSESSMT (TYPI 3)
Weight: ] e O Ok
Fluid Intake/Output from same daily assessment time on previous day
SEE ANNOTATION P.7 CRFLUID (TYPE 3)
1 Total Vinput: ___ 2 Total ultrafiltration output: ___ mL OR | | None (0)
Totaloralinput: ____ _ _ mlL Total urineoutput: ___ _ _ ~ ml
Endpoint Assessment
Since prior day assessment, did the subject experience: Dialysis ... (JeNo  [],¥aN DPTASS(TYPE 3)
Mechanical circulatory support ..[ JgNo [ ], Yes
Mechanical respiratory support ..[ |, No [ ], Yes
SEE ANNOTATION P.7 Serious adverse event .................... L]o No U1 Yes — Complete SAE form
Death ..o ﬂo No |—J1 Yes — Complete Death form

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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SEE ANNOTATION P.12  SubjectiD: €R ______-

FORM= DAY6 Day 6

R Subject Initials:
ste # subject #

Subject Status

Was assessment performed?

Clinical Assessment

Assessment

Do No — If No: Reason: :]1 Subject discharged D2 Subject withdrew Ea Subject died j% Other (specify):
D, Yes — If Yes: Assessment date and time: — /- /i

day month yeor 00:00 to 2359

All assessments should be done in the morning, post-void, pre-breakfast

‘ Not Done ‘

STATUS (TYPE 3)

Provide Details ASSESSMT (TYPF 3)

Weight:

1 Total IVinput: ___ mL

Fluid Intake/Output from same daily assessment time on previous day

Total oral input: mlL

Endpoint Assessment

Since prior day assessment, did the subject experience:

ST ) | I

CRFLUID (TYPE 3

2 Total ultrafiltration output: ___ __mL OR | | None(0)

\_/

Total urine output: mlL

Dialysis' cununsunsanmaassamn [_10 No u1 ‘E;'NDPTASS(TYPE 3)
Mechanical circulatory support ..[ JgNo [ ], Yes

Mechanical respiratory support ..[ |, No [ ], Yes

Serious adverse event .................... L]o No U1 Yes — Complete SAE form
Death ..o ﬂo No |—J1 Yes — Complete Death form

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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. Day 7
FAI-IIEﬁEENETW;RK CARRESS Y

corm=Day7  lor Discharge Day 5 or 6)

SEE ANNOTATION P.10 SubjectID: CR ___ - ) Subject Initials: ____

site # sub.[.cci #

Subject Status

Was assessment performed? STATUS (TYPE 3)
[, No = If No: Reason: [ ], Subject discharged [ ], Subject withdrew ||, Subject died [ o Other (specily:
D1 Yes — If Yes: Assessment date and time: — —/_ / s

day meth ywar 0000 to 2359

All assessmenis should be done in the morning, posi-void, pré-brouldusi

Clinical Assessment

Assessment Not Done Provide Details
ACCEQCMT (TVYPE Q)
ASOSCSOVIT (T PEO)
1 Heart rate (siting or resting): U ——— bpm
2 Blood pressure {sitting or resting): D Fdie ' T Fameke — mmHg
3 Weight: ] e Lk
4 Jugular venous pressure
P e i ] [J,<8em [],8-12em [];13-16em [ ;> 16¢cm
5 Peripheral edema {check only one: D [_]0 None [—|I Trace |_]2 Moderate |_3 Severe
& Orilopnea hackilionl ] [ J,None [ ], One pillow (10 em) [, Two pillows {20 em)
Da Three or more pillows [, Not evaluable

Subject Self-report of Symptoms

1 Dyspnea: VASscore: _______mm 2 Global VAS score: VxS (TYPE 3)
Assessment Not Done Valve Units
T T [[lemen DheckABS (TYPEA)PS

Potassium

- D, mmol/L D2 mEq/L

BUN/Urea _ _ [, mmol/L [, mg/dL

(], mmol/L [, mEq/L
| ymgade [, pmolst
— |y Llgent L mmolit

Creatinine

2
3
4 Bicarbonate
5
6

olo|o|o|o
|
|
|

Hemoglobin (Hgb):

Labs—Ultrafiltration

Assessment Not Done Valve Units ULTRALAB (TYPE 4)PS
1 Platelets ] | O0eor 103 /mm [, /mme
2 PT ] | [ygsecs
3 aPIT ] | [ygsecs
4 INR W | [)gsecs

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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SEE ANNOTATION P.11

Subject ID: CR ___
site #

Day 7

(or Discharge Day 5 or 6)

Subject Initials:

:--ngfr,:\:.‘ #

Fluid Intake/Output from same daily assessment time on previous day

1 Total IV input: ml

Total oral input: ___ ml

Since prior day assessment, did the subject experience:

2 Total ultrafiltration output:

Total urine output: ___ _ml

Endpoint Assessment

Didlysis' et [JyNo
Mechanical circulatory support .. [ ]; No
Mechanical respiratory support .. Do No
Serious adverse event ................. Do No

Detith' ciivisssisssmvimisammsssisisieasnasssiis [, No

mL OR [ | None (0)
CRFLUID (TYPE 3

Q ENDPTASS(TYPH

1 Yes
D1 Yes
(], Yes = Complete SAE form
D1 Yes — Complete Death form

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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FORM=INDEXHOSP NOPATA<ZYES> Medications

Index Hospitalization

Subject ID: CR ___

site # —sub[ec' #

Subjedt Initials: ___

HFN_CARRESS_V.2.2_04Aug2011

At Rundomiz'\cflﬁEoES (TYPE i’iagr::
HFMEDS<HFHFMD= MEDRAND<XYESNO3 _ DISCHND<XYESS
1 ACE inhibitor [y No [, Yes ME%?\%%,QQESN(
2 Angiotensin receptor blocker [JoNo [], Yes [JoNo [, Yes
SUPPRESS
4 3 Beta blocker mgggégls\lT [y No [, Yes [JoNo [, Yes
- 4 Aldosterone antagonist [JoNo [], Yes [J,No [, Yes
1 5 Hydralazine [JeNo [, Yes [JoNo [], Yes
= & Nitrates (longacting) [JeNo [, Yes [(JoNo [, Yes
A 7 Aspirin (if taken daily) [JoNo [], Yes [ J,No [, Yes
8 Warfarin [JoNo [, Yes [JoNo [, Yes
- 9 Thienopyridine {ticlopidine, clopidogrel) [JoNo [, Yes [JoNo [, Yes
-4 10 Alpha blocker [y No [, Yes [y No [, Yes
115 11 Digoxin [JoNo [, Yes [JoNo [], Yes
12 12 Amiodarone [y No [, Yes [JyNo [, Yes
= 13 Other antiarrhythmic [J,No [, Yes [JyNo [, Yes
144 14 Statin [JoNo []; Yes [JoNo [], Yes
4 15 Lipid lowering agent (other than statin) [, No [, Yes [J,No [, Yes
4 16 Calcium channel blocker [JoNo [], Yes [ JoNo [], Yes
3 17 Insulin [JoNo [, Yes [Jo No [, Yes
4 18 Oral diabetic agent [ JoNo [], Yes [ ], No [, Yes
4 19 Anti-depressant [JoNo [, Yes [JyNo [, Yes
WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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HEART ° % CARRESS Index Hospitalization

FAILUREN ETWORK NODATA<ZYES> Medications

[ ]
it Subject ID: CR T i Oﬁﬁf—g L!j‘i(qlr. £ Z‘)PS

Intravenous Vasoactive Infusions

Start Dat dTi Permanent Stop Date and Time
VASODRUG<HFVA$O> BrSEae OR Check if Ongoing at Discharge
VASTORDT<DATE>
VASTARDT<DATE>
VASOANS<XYESNO> _  , ~ , |  _ B g
1 Dobutamine [y No [, Yes = VASTARTM<DATETIME> | VASTOPTM<DATETIME>
1= 000010285 VASOCGN+=XYES>
[ ], Ongoing at Discharge
N S ———— N /S | S
2=| 2 Dopamine [, No [], Yes = = o e s . =
T000te238 w0028
[_], Ongoing at Discharge
e e o v | ese e T/ S S
day wonth yoar day month yoor
3=| 3 Milrinone [ J,No [], Yes =
T 0000102359 T 000002359
[ ], Ongoing at Discharge
S S By [ 7 I S
4= | @ Nitroglycerin [JoNo [[], Yes = L - a b - a
0000102389 0000102359
[_], Ongoing at Discharge
e e s s v | mmes /__‘_/____
5= 5 Nitroprusside [J,No [], Yes = e - = = - -
T000r238 0000102850
Dl Ongoing at Discharge
et e e o e | e ) RN S S
6=] 6 Nesiritide [JoNo [], Yes = = - - = - o
o000t 208 T 000028
[, Ongoing at Discharge
7= _ NNy | e v S B P B
7 Other inotrope/ it v rEs s = i i P
YEARRIRE 7m,0757 T 0000102850
[, Ongoing at Discharge
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HEART ° % CARRESS Index Hospitalization

FAILUREN ETWORK Treatment

Subject ID: CR ___ Subjedt Initials: _

site subject

Stepped Pharmacologic Care (SPC)

SPC(TYPE 1)
SPCREASN<CRSPCR>

Were IV diuretics started at any time point from randomization to Day 7 (discharge)?

Do No — If No: Reason (check only one): D, Subject randomized fo ultrafiliration arm
IVDIURET<XYESNO> [], Subject withdrew consent
[, MD decision
[, Subject died = Complete Death form
[:]98 Other (specify): SPCOTHSP< V:100>
(], Yes — If Yes: Check only one: [ |, Subject randomized to stepped pharmacologic care arm SPCRANAR<CRARM>
DQ Subject crossed over to stepped pharmacologic care arm

SPSTRTDT

Date IV diuretics started (after randomization): — —/— — — e

Date and time IV divretics stopped: — S7STOPDT<DATE> . gps1opTM<DATETIMES

day moreh yoor 00:00 10 23:59

Why was the SPC algorithm stopped? (check all that apply):

[ ] Achieved optimal volume status SPCOPTML<XYES>
[ | Significant blood pressure drop/clinical instability SPCBPDWN<XYES>
[ ] Evidence of intravascular volume depletion SPCVOL<XYES>

[ ] Increased creatinine SPCREAUP<XYES>

[ Vascular access failure SPCAFAIL<XYES>

[] MD decision SPCMDDEC<XYES>

[ Subject withdrew consent SPCWTHDR<XYES>

[] Subject died = Complete Death form SPCDIED<XYES>

<V: >

(] Other (specify): SPCOTHER<XYES> STPOTHSP<V:100

Were each of the indicated steps of the SPC algorithm followed as described in the protocol?
f)RITH<XYESNO>E]0 No:= Redson: NALGOREA<V:100>

D, Yes

Ultrafiltration

ULTRA(TYPE 1)

Was ultrafiltration started at any time point from randomization to Day 7 {discharge)?

[, No = If No: Specify reason (check only one): [, Subject randomized to pharmacological care o OULTRA<CRUFND>
STRTULTR<XYESNO> [, Subject withdrew consent
(], MD decision

[, Subject died = Complete Death form
[ lsg Other (specify): OTHULTSP <V :100>

(], Yes = If Yes: Specify reason (check only one): [_|, Subject randomized fo ultrafiliration arm YESULTRA<CRUFDN>

Dz Subject crossed over to ultrafiltration arm

CIRCUITS <I:3>

How many circuits were used:

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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HEART °°s  CARRESS Index Hospitalization

FAILURENETW o RK Core Lab and Hemodynamics

[ ]
.
Subject ID: CR

% GRGOR I%U?WBOIE 4)PS—

Core Lab Assessments

Scheduled Test Date of Test Mok Ruasvu ol Doss
Done (check only one)

CRCOREDT CRCOREAS<HFCORE>
D1 Died = Fill out Death form
Bk CRCOREND<XYES3oo sick to perform

1=| Baseline blood o (s e [J= | [, Unwilling to perform fest but subjectively able

CRSCHDAS<CR$CHD>

[_], Due to oversight or technical problem
[ oo Unknown

[ ], Died = Fill out Death form
[, Too sick to perform

Biomarkers— | s (1, Unwilling to perform test but subjectively able

=| Day 4
2 ay blood doy month yoor

[_], Due to oversight or technical problem
D5 Discharged
[ o Unknown

[, Died = Fill out Death form
1
[, Too sick to perform
2 P
= Day 7/Discharge Biomarkers— | [ [, Unwilling to perform fest but subjectively able
4=[DAY 60 (HIDE P.2R) blood " e £e [, Due to oversight or technical problem
[ ] Discharged
5 g

[, Unknown

Hemodynamics
HEMODYN(TYPE 2)PS

Does subject have a pulmonary artery catheter? [ |;No [ |, Yes = If Yes: Complete below:

PACASST<CRPAC> ANYCATH<XYESNO>
. Not
Date and Time PCWP (4]
Mene D<XYES>
PACDI<DATE> PCWPVAL<|:3> CVPVALI 5>
1 Pre-randomization /. _PAGIM<DATETIME> __ ] m—— il
(most recent) day month yeor 00:00 to 23:59 ———— —_—
2 Post randomization ;
N/ ) . S VI - SR
(closest prior to Day 4) doy moath yoor 0000 10 22:59 ] —mmHg | _____ mmHg
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HEART ®%.

FAILURENETWORK
L ]

CARRESS

Subject ID: CR

Index Hospitalization
Urinary—Core Lab

Subject Initials: ___ _

site # i sub_[cci #

Urinary Biomarker Ancillary Study

Was the subject randomized after IRB approval of Amendment 3? CRURIBIO (TYPE l)
Du No URINBIO<XYESNO>
[, Yes = If Yes: Complete all assessments below:
1 P CRURICOR (TYPE 2)PS
Core Lab Urinary Assessments
Scheduled Test Date of Test Not Done Reason Nol Done (check only one)
CRURSCH<CRURSC>
CRURINDT [_], Died = Fill out Death form
1= | Gamslicie Biomarkers— |, , []— [, Unwilling to perform fest but subjectively able
urine E: ol e [_], Due to oversight or technical problem
Unk
Las Unknown U RINRE<HFCORE>
CRURLBND<XYES> Dl Died = Fill out Death form
Biomarkers— D3 Unwilling to perform test but subjectively able
Day 1 e T, '”—mj—"{—:r— []- D4 Due to oversight or technical problem
2= [ ] Discharged
[oe Unknown
D[ Died = Fill out Death form
Risrigilieii_ Ds Unwilling to perform test but subjectively able
3= Day 4 —— ey _ij_’(_ T []— D4 Due to oversight or technical problem
[ ]; Discharged
[y Unknown

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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Index Hospitalization
FAHIEGEEN ET W o RK CARRESS NODATA<ZYES>pDischa rge

.
o Subject ID: CR ___

ste® _sub[Tc! #

Subject Initials:

Hospital Discharge

1 Was the subject discharged alive?
[, No = If No: Complete Death form D|SCH?T
[ ], Yes = If Yes: Date of discharge: i F —s

menth yoar

Discharge to (check only one): D1 Home
[, Assisted living DCHGLOC<HFDCHG>
[, Skilled nursing facility
D_, Acute care hospital
[ 5 Rehabilitation center
I:lqg Other

Left heart catheterization: ... PROLCATHSXYESNOZ. cocoinsismissnns [p NO
Right heart catheterization: .................. RRORCATHEXYESNOZ.cocovvrssmssisns g NO
i ~PROPCIRXYESNO> - s [y No
Coronury urtery byPUSS gl’le" (CABG} pR@CABG<XYESNO> T TerTT DD No
Pacemaker without ICD: ............... PR@NO'CD<XYESNO> anamacen s DO No
Check only one: [ ], Single D2 Duc:l [ 1, Biventricular  PROCPACE<HFCHBR>
ICD: s ~PROCICDVYESNO> Do No
Check only one: DI Single D Duc:l D Biventricular PROCEICD<HFCH
Intra-aortic balloon pump placement: .........RROIABRCYXYESNGO S v g No

Ultrafiltration: = @ (6 | N = C 0 & A (o e [, No

"~ PRODIALZXYESNOS ™ v Ly No
PROBLATSXYESNO>" v [y No
CPR: it e PROCPRONESNE > Do No

. Do No

Dialysis: reree s
Atrial arrhythmia ablui:on .....

Cardioversion: ..., PROCARDI<XYESNO>
LVAD placement: ......... e RROLVADRKX Y ESNOS s Uo No
Date: _d_/_EF;EJA/ADD_T _
Heart transplant: .............. i RROMHTRANKYESNG > v orvmssissenniienns Do No
Date: —— /_EEEJ:L'VRDD_T__
ay o year

DCALIVE <XYESNO> DISCHARG (TYPE

PROCEDUR (TYPE 4

2 Major procedures/tests/treatments {check No or Yes for procedures/tesis/treatments performed during this hospitalization):

ﬂ1 Yes
[, Yes
D] Yes
D] Yes
[, Yes = If Yes:

D] Yes — If Yes:
BR>

[[]; Yes

[], Yes

|:|] Yes

Ij, Yes

[j1 Yes

CI, Yes

U] Yes — If Yes:

D1 Yes — If Yes:

Record all SAEs on Serious Adverse Events form
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HEART ®%.

FAILURENETWORK
L ]

CARRESS

FORM= DAY30

SubjectID: CR
sihe #

Day 30

Subject Initials: ___ _

) sub_[cci #

Subject Status

STATUS(TYPE 3

SEE ANNOTATION P.7
<HFSUBJ>SUPPRESS ‘1’

Was assessment performed?
[, No = If No: Reason: [ ], Subject withdrew [ 1, Subject died  [_], Missed visit
.:I% Other {specify):

[ ], Yes — If Yes: Assessment date and time: ——/——_/
doy morth poar

00:00 ta 2350

Clinical Assessment

Assessment Not Done Provide Details ASSESSMT(TYPE
1 Heart rate fsitting or resting}: ] _—__ bpm SEE ANNOTATION P.10
2 Blood pressure {sitting or resting}: D — o / — e Hg
3 Weight: ] L :‘1 Ib [2 kg
4 Jugular venous pressure
e A (1 | 0,<8em [J,8-12em [J,13-16em  [J;> 16.em
5 Peripheral edema (check only one): L] [ lyNone [, Trace [, Moderate [ I, Severe
6 Orthopnea (check only cnel: ] Do None D, One pillow (10 ¢m) Dz Two pillows {20 cm)
[_]3 Three or more pillows [_]‘ Not evaluable

Assessment Not Done | Valve Units LABS (TYPE4) PS
1 Sodium 0| ——— | Chmmdt Chmte 'SEE ANNOTATION P.7
2 Potassium ] — | [ mmel/t [, mEq/L
3 BUN/Urea n _— | [y mmolt [, mg/dL
4 Bicarbonate m ——— | []mmol/L [ ], mEg/L
5 Creatinine m —— | L]y mg/dL [, pmol/L
6 Hemoglobin (Hgh): 0 — | Oygdt [yt [, mmolst

Endpoint/Safety Review Reminder
¢ Record all SAEs on Serious Adverse Events form
* Record all re-hospitalizations > 24 hours on Re-Hospitalization form

* Record all unscheduled clinic or emergency department visits that did not result in re-hospitalization on
Unscheduled Clinic/Emergency Department Visits form
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AR s CARRESS

FAILURENETWORK
L ]

Subject ID: CR ___

NODATA<ZYES> qu 30
Medications

Medications
1= 11 AcE inhibitor HFMEDS<HFHFMD> MEDSANS<XYESNO> [ J,No [, Yes
2=| 2 Angiotensin receptor blocker [lyNo [, Yes
373 Beta blocker [,No [, Yes
“14 Aldosterone antagonist [JoNo [, Yes
cuppPRECS
5=| 5 Hydralazine \IC/I\IJErDrSrC\:BQN\JT [(JoNo [, Yes
. 6 Nitrates {long-acting) :\DAIESI(D:RH?\:\I]DD [JoNo [, Yes
=7 Aspirin (if taken daily) MEDDSCG [JyNo [, Yes
8- 8 Warfarin [JoNe [, Yes
9] 9 Thienopyridine (ficlopidine, clopidogrel) [JyNo [, Yes
109 10 Alpha blocker [J,No [, Yes
1= 11 Digoxin [JyNo [, Yes
12={ 12 Amiodarone [JyNo [], Yes
13= 13 Other antiarrhythmic uo No J, Yes
14=| 14 statin [yNo [, Yes
15=| 15 Lipid lowering agent {other than statin) Do No :I, Yes
16= 16 Calcium channel blocker Do No j, Yes
17= 17 Insulin [JoNo [, Yes
18= | 18 Oral diabetic agent [JyNo [, Yes
19= | 19 Antidepressant D|UFE-KII:C (MRE 4)PS

Oral Diuretics

Medication See annotation p.4 Average Total Daily Dose Units
1 Furosemide Do No Dl Yes — - mg
2 Torsemide Do No DI Yes — - mg
3 Bumetanide [loNo [, Yes — S mg
4 Metolazone Do No [:I2 Yes, daily D3 Yes, PRN — I — mg
5 HCTZ [JoNo [, Yes, daily [ ], Yes, PRN = — mg
WHITE and YELLOW—Duke Clinical Research Institute = PINK—retain at site
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- Day 60
FE'EGEENETW;RK CARRESS Y

EORM= DAYE0 (or Early Termination)
[ ]
i SubjectID: CR - Subject Initials: ___ o
ste # subject #
[ ] Check if early termination visit SEE ANNOTATION P.24 STATUS ( TYPE 3)

Subject Status

Was assessment performed?
Do No — If No: Reason: D2 Subject withdrew D3 Subject died D4 Missed visit
D% Other {specify):

D, Yes — If Yes: Assessment date and time: e /f”:mf/% i _‘iT)\aTv_ ASSESSMT ( TYPE 3)

Clinical Assessment
Assessment Not Done Provide Details
1 Heartrate {sitting or resting): D g bpm SEE ANNOTATION P.5
SURRREES
2 Blood pressure {sitting or resting): ] i — I mmHg 3.4
716

3  Weight: ] S I Y Dz kg
4 Jugul .

(:;i: :”rryv:l)o:us EENaES ] D] <8cm D2 8-12 cm Da 13-16 cm EJ,, > 16 cm
5 Peripheral edema (check only one): U] [ JoNone [ ], Trace [ ], Moderate [ ], Severe
6 Current NYHA heart failure

classification {check only one): [ D‘ | D’ I D3 i D“ v
7 Orthopnea (check only one): ] Do None [_J, One pillow (10 cm) D2 Two pillows (20 cm)

(], Three or more pillows [ ], Not evaluable
Labs
Assessment Not Done Valve Units LABS ( TYPE 4)PS

1 Sodim SEE ANNOTATION |P.7[] — | Lhmmolt [ mEq/L
2 Potassium ] . D‘ mmol/L Dz mEq/L
3 BUN/Urea ] - - D‘ mmol/L D3 mg/dL
4 Bicarbonate [] - - D, mmol/L D2 mEq/L
5 Creatinine ] [ Jymg/dL [ ]y umol/L
6 Hemoglobin (Hgb): ] [Lardt [lyon -._ ol SE A\D

Core Lab Assessments

Test Date of Test Not Done Reason Not Done

(check only one)

SEE ANNOTATION P.22 D, Died = Fill out Death form

[], Too sick to perform

Biomarkers—blood —g— fre—s mh—"/ e (= | [_]; Unwilling to perform test but subjectively able
CRSCHDAS<CRSCHD> [ 1, Due fo oversight or fechnical problem
HIDE 1-3 Dw Unknown
4=DAY. 60

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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HEART ® %
FAILURENETWORK
L ]

CARRESS

See annotation p.25

Subject ID: CR ___

site #

Day 60
(or Early Termination)

—amEDS(TYBE 4)ps —

1 ACE inhibitor [JyNo [, Yes

2 Angiotensin receptor blocker Do No :I, Yes

3 Beta blocker [JoNo [, Yes

4 Aldosterone antagonist [JyNo [, Yes

5 Hydralazine [JyNo [, Yes

6 Nitrates (long-acting) [ JyNo [, Yes

7 Aspirin (f taken daily) [JoNo  []; Yes

8 Warfarin Do No :I, Yes

9 Thienopyridine (ticlopidine, clopidogrel) Do No j, Yes

10 Alpha blocker Do No j, Yes

11 Digoxin Do No j, Yes

12 Amiodarone Do No j, Yes

13 Other antiarrhythmic [lyNo [, Yes

14 Statin [T, No [, Yes

15 Lipid lowering agent (other than stafin) [(JoNo [, Yes

16 Calcium channel blocker Do No :I, Yes

17 Insulin Do No j, Yes

18 Oral diabetic agent [JoNo [, Yes

19 Antidepressant [JyNo [, Yes

Oral Dioratics
Medication Average Total Daily Dose Units
1 Furosemide Do No D1 Yes — D|L£EE:( TYPE 4)F“:QS
2 Torsemide Do No DI Yes — - mg
3 Bumetanide [loNo [, Yes — S mg
4 Metolazone Do No [:I2 Yes, daily D3 Yes, PRN — I — mg
5 HCTZ [JoNo [, Yes, daily [ ], Yes, PRN = - mg
WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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NODATA<ZYES>

FE'EGEENET\A‘;RK CARRESS End of S'l'UdY

2 FORM=TERMINATION
Subject ID: CR ___ e — o Subject Initials:
site subject
Study Termination/Completion
Did the subject complete the study (including followup protocol)? TERMDT TERM (TYPE 1)
Do No — If No: Date of termination/last contact: 7«7,/7,@7/7 e
Reason for termination (check only one):
iect lost to follow-up
COMPLETE <XYESNUE# TERMREAS<HFTERM>

D2 Adverse event
[_], Subject withdrew consent
[, Subject died = Complete Death form (termination date above should be the date of death)
[y Other (specify): TERMSP <V:100>

[ ], Yes SUPPRESS

UNBLIND, UNBLINDDT, UNBLDSP SAFETY (TYPE 3
Endpoint/Safety Review

1 How many serious adverse events did subject have? SAENUNMB<|:3>
_ = Record all on Serious Adverse Events form

2 How many re-hospitalizations (excluding index hospitalization) did subject have?
— Record all re-hospitalization > 24 hours on Re-Hospitalization &t HOSNUM<I:3>

3 How many unscheduled clinic/emergency department visits did subject have? ERNUMB<I:3>
_ = Record all on Unscheduled Clinic/Emergency Department Visits form

Investigator’s Signature

SIGNATUR (TYPE 4)

| have reviewed and found all the case report form data pertaining to this subject to be complete and accurate.

_INVBISDT ,

day month year

Principal Investigator: __[NVSIG <XYES> Date:

Signature of Investigator

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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® . NODATA<ZYES>

FEIEGEEN ETW o RK CARRESS

FORM= REHOSPITALIZATICR@ -Hospitalization

o ® THIS IS A REPEATING PAGE

Subject ID: CR Subjedt Initials: ___

site # uk[rx cf #

Hospitalization > 24 Hours (Non-protocol)

REHC/)SPDT REHOSPTL (TYPE 4

2 Discharge date: **/REDCH}G DT or[_] Remains hospitalized INREHOSP<XYES>

month year

3 Primary reason for hospnallzahon (check only one): PRIMCAUS<HFPRIM>

(], Heart failure [ ], Sudden death with resuscitation [1;, Renal failure

Dz Angina Ds Cerebral vascular accident (CvA)/stroke [,, Worsening renal function

Ly M [, Peripheral vascular disease [ ;3 Hyperkalemia

[ 1, Atrial arrhythmia [ ], Syncope (1,4 Infection

[ Ventricular arrhythmia [_],, Hypotension [, Elective non<ardiac procedure

[, Chest pain [,4 Elective cardiac procedure [ s Other non-<ardiovascular

D,, Other cardiovascular

4 Contributing causes (check all that apply): Al | <XYES>

LILLI

[ Heart failure REHTFAIL [ ] sudden death with resuscitation ESUSCIT [ Renal failurlR ERENAL
(] Angina REANGINA [ ] Cerebral vascular accident (CVA)/strokBECVA L] Worsening renal functidh= W ORS
[ mi REMI [ Peripheral vascular disease REPVD (] Hyperkalemia REK ALEMA
(] Atrial arrhythmia [_] Syncope RESYNCOP [ Infection REINFECT
(] Ventrcular arthyihig » -~o" -] Hypolension REHYPOTN L] Elective non-<ardiac procedure
4 ﬁEARRHYD & [] Other non-cardiVa RN
[ ] Chest PINLECTPAIN [ ] Elective cardiac procedure  ~ RECARDPR REOTNON
[] Other cardiovascular REOTCARD
5 Major procedures/tests/treatments (check No or Yes for procedures/tests/treatments performed dunna this E)splrall:z\)ah(:TYPE 4)
Left heart catheterization: ...........ccceeeee . SEE.ANNOTATION. P23 [JoNo [], Yes
RiGhT NG COtNOTOTTEIIONE  1uioiuuussisunssssusssesissmssessssssisuessiiss esusnssinissss aies st s snsss SR A Do No Dl Yes
ol [, No  [], Yes
Coronary artery bypass graft (CABG): ... [JoNo [], Yes
Pacemaker WithQUEICDS uusiiissssessinssisiisssisssisioississsssssissssssss hssesmassssiisvieasossvissiesiasmassisisssiosmsitonts [Jo No  [], Yes = If Yes:
Check only one: [ ] Single [], Dual [ ], Biventricular
o] 5 TP Do No D‘ Yes = If Yes:
Check only one: [ ], Single [], Dual ], Biventricular
Intra-aortic balloon pump placement: ... ——————————— [JoNo [, Yes
UIFaFBEGHON: oscisnminmsmaimnminmmim it s s s s st s et st Bo No D, Yes
DY i s T o B s v B R o R R i Do No l:], Yes
ARrial GrrhyThriciaBEIIOME  iiiissuiussusssonioossssessssssssssnnssessssssiossesssisssssssssesssssssssssssoss 53sssssevsesissevsansvid [JoNo [], Yes
CPRE: e e oo o L I s Ve s Do No D, Yes
LT LT L T 1 AP Do No D, Yes
VDY PIOCOMIOIES | cissuicivaissiinsosissssssadsasssssosssesssssssasssss dovv NSO 4RSS N s RS3 Do No D, Yes = If Yes:
Date: ____ / _ _ /
day month year
HOATE AW ARSPIINTS ivasiicunsisnivassisinissssisinss s dosian b s s e s S Do No D, Yes — If Yes:
Date: __ __ / _ _ /
day monfh year
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ODAT

HEART °® % CARRESS Unsche uiéz [ inic OR

FAILURENETWORK o
K FORM=UNSCHEDULED Emergency Department Visit

THIS IS A REPEATING PAGE SubjectID: CR ___ - Subjedt Initials:

site # subject #

. UNSCHEDT UNSCHEDL (TYPE 4)
1 Visiidate: ./~ /

day month yoar

2 Visittype: [ ], Unscheduled clinic [ |, Emergency department [ |, Observational unit (short stay) VISTYPE<HFTYPE>

3 Was this visit related to heart failure? HEV|SIT<XYESNO>

Lo No DECOMPHF<XYESNO>
(], Yes — Were there signs or symptoms indicating decompensated heart failure: [ ], No [, Yes
IVFORHF<XYESNO>

Did subject receive IV treatment for heart failure: Do No Dl Yes

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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[ N
FElEﬁEEN ETW.;RK CARRESS

nobaTA<zvEs-Death
. FORM=DEATHFORM
’ SubjectID: CR __ - Subjec Initials: ___
ste # subjact #
DEATHLOC<HFLOCA>
1 Location of death (check only one): ], Inpatient/ER [ ], Outpatient DEATHPAG (TYPE 1)
2 Dateofdeath: __ / / DEATHDT
day month year

3 Cause of death (check only one):
D1 Heart failure/pump failure
[, Sudden death DEATHCAU<HFDEAT>
L, Myocardial infarction
[ ], Cardiac procedure
Ds Cther cardiac
Dé Cerebral vascular accident {CVA}/stroke
[ 1, Renal
[, Other non-<ardiac
(], Unknown

Investigator’s Signature

GNATUR (TYPE 4

S
| have reviewed and found all the case report form data pertaining to this subject to be complete anc} accurate.

SEE ANNOTATION P.28 Date: /[

Signature of Investigator

Principal Investigator:
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If HFNCODE is null and AETERM is not null
Derive AETERM in AECODTXT
Else HFCODE is not null and AETERM is null
Decode HFCODE to label and derive in AECODTXT
If AETERM is not null and HFCODE is not null do not run derivation

HFLIST
TYPE 0 panel 1= | Heart Failure

2= | Acute decompensated heart failure

3= | Cardiac failure chronic

4= | Peripheral edema

5= | Pulmonary edema

6= | Right ventricular failure

7= | Angina Pectoris

8= | Acute Coronary Syndrome

9= | ST segment elevation myocardial infarction

10= | Non ST segment elevation myocardial infarction

11= | Unstable angina

12= | Chest pain

13= | Arrhythmias

14= | Atrial fibrillation

15= | Atrial flutter

16= | Atrial tachycardia

17= | Atrioventricular block second degree

18= | Bradyarrhythmia

19= | Bradycardia

20= | Bundle branch block

21= | Bundle branch block left

22= | Bundle branch block right

23= | Complete heart block

24= | Mitral regurgitation
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If HENCODE is null and AETERM is not null
Derive AETERM in AECODTXT
Else HFCODE is not null and AETERM is null
Decode HFCODE to label and derive in AECODTXT
If AETERM is not null and HFCODE is not null do not run derivation

. <HFLIST>cont 25= | Paroxysmal arrhythmia

26= | Aortic Regurgitation

27= | Sinoatrial block

28= | Sinus bradycardia

29= | Sinus tachycardia

30= | Supraventricular tachycardia

31= | Tachycardia

32= | Cardiac tamponade

33= | Torsades de pointes

34= | Ventricular arrhythmia

35= | Ventricular fibrillation

36= | Ventricular tachycardia

37= | Cardiac arrest

38= | Hyperkalemia

39= | Hypokalemia

40= | Hyponatremia

41= | Renal failure

42= | Renal failure acute

43= | Renal failure chronic

44= | Renal failure aggravated

45= | Pleural effusion

46= | Pulmonary Embolism

47= | Pneumonia

48= | Respiratory failure
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If HENCODE is null and AETERM is not null
Derive AETERM in AECODTXT
Else HFCODE is not null and AETERM is null
Decode HFCODE to label and derive in AECODTXT
If AETERM is not null and HFCODE is not null do not run derivation

. <HFLIST>cont . )
49= | Acute Respiratory failure

50= | Hypertension

51= | Hypotension

52= | Deep vein thrombosis

53= | Aortic Dissection

54= | Disorder peripheral vascular

55= | Peripheral ischemia

56= | Stroke
57= | TIA
58= | Syncope

59= | Headache

60= | Visual Disturbance

61= | Presyncope

62= Dizzziness

63= | Surgical wound infection

64= Mediastinitis

65= | Sepsis

66= Endocarditis

67= | Cellulitis

68= | Anticoagulation level above therapeutic

69= | Upper gastrointestinal hemorrhage

70= | Lower gastrointestinal hemorrhage

71= | Priapism

72= | Hearing loss

73= | Tinnitus
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AE derivation for AECONTXT

. PTCODE
. PTCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE where
. this. MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE

- PINAME
- PTNAME = MEDRA.L_MD_HIERARCHY_DATA.PT_NAME where

«  this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE and
- MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE =

. MEDRA.L_MD_HIERARCHY_DATA.PT_CODE and

. MEDRA.L_MD_HIERARCHY_DATA.PRIMARY_SOC_FG = ‘Y’

. SOCCODE
- SOCCODE = MEDRA.L_MD_HIERARCHY_DATA.SOC_CODE where

.+  this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE and
- MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE =

. MEDRA.L_MD_HIERARCHY_DATA.PT_CODE and

. MEDRA.L_MD_HIERARCHY_DATA.PRIMARY_SOC_FG = ‘Y’

«  SOCNAME
«  SOCNAME = MEDRA.L_MD_HIERARCHY_DATA.SOC_NAME where

+  this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE and
- MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE =

. MEDRA.L_MD_HIERARCHY_DATA.PT_CODE and

. MEDRA.L_MD_HIERARCHY_DATA.PRIMARY_SOC_FG =‘Y’
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