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 i

ee® . PROTOCOL=HFN ROSE
HEART — NODATA<ZYES
FAILUREnNETW ; RK ROSE STUDYBOOK=DATA_ FORMS = . g
. FORM= BASELINE ~_ Baseline
. SubjectID: RS - Subjed itiolNI TIALS
sibe 7 U ]ecl.
Demographics
\ Dateokbirh: __ / /| bOBDT DEMOG (TYPE 1)
day month year

2 Sex: |:]1 Male
(], Female SEX<XGENDR>

3 Ethnicity (check only one}: [L Hispanic or Latino ETHNIC<XETHN>
Dj Not Hispanic or Latino

4  Race (check alf that apply): [ ] American Indian or Alaska Native  [_] Native Hawaiian or other Pacific IslandeNATHWN<XYES>

AMERIND<XYES$ ] Asian ] White/Caucasian WHITE<XYES>
ASIAN<XYES>] Black
BLACK<XYES>

5 Dai‘e Of consent: 707 /7”%7 /7 CONSNTDT<DATE>

Eligibility

Did the subject meet all eligibility criteria? INCL1<l:3> INCL2<l:3> INCL3<l|:3> ELIGIBLE (TYPE 1)
[ ], No = If No: Inclusion criteria not met: # H# H#

Exclusion criteria present: # ,H , #EXCL1<I:3> EXCL2<I:3>  EXCL3<I:3>
Was a waiver granted for all of the above exceptions?

LhNe  WAIVER <XYESNO>
|:|] Yes

[, Yes ELIGCRIT<XYESNO>

Hospitalization

ENRT<DATE> INITHOSP (TYPE }

Date and time of initial presentation to acute curE% i

R e

7-Day Prior Oral Diuretics

Medication DIURANS<HERESP> Average Total Daily Deose Units
BIOMEDS<HFBIUR 1
1 Furosemide Clne [, Yes = DIURETIC (I'YPEQ4)P'S
A2 Torsemide Do No [:I] Yes — DIURDOSE<F:9:3> mg
3:3 Bumetanide [JoNo [, Yes S=YES mg
2=YES,DAILY -
4_4 Metolazone Da Ne Dg Yes, daily Daa(:esYER%P—»RN mg
5:5 nerz DO No l:lg Y6s, dailén rg“}:iﬁ:‘z‘?ﬁn“—ﬁ fa¥a¥a [ -1TaE m—— "
_ SUBJNIO: derived from ‘RS’ll INVSITE Il ‘-’ll PATID

6=CHLOROTHIZIDE (SUPPRESS P. 22 ONLY) INITIALS V-3

RANDTM<DATETIME>

RANDDT<DATE>

HMDIUDOS <I:3>
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HEART . ' ROSE NODATA<ZYES>

FA".URENETWORK .
Baseline
°
o SubjectD: RS ____ - Subjectinitiols:____
site # subject #
Clinical History
DIAGHFM DIAGHFY
MEDHIST1(TYPE 1
1 Estimated date of initial diagnosis of heart failure: SZ_MQ,’NLHP_ =b4> ( )
mon year
2 Total number of cardiovascular hospitalizations within prior 12 months: _ClHSP<|:2>
3 Number of hospitalizations within prior 12 months with primary diagnosis of heart failure: _}_EHSP<|:2>
4 HaslVf b
Cone RIPEELEERIESNO>
i LVASSDT
[, Yes— If Yes: Date of last LVEF: ______/______— S s
day month year
LVEF<I:2>
Value of last LVEF: EF ______ % OR Check only one: D, Normal LVEFSTAT<HFLVEF>

[, Mild dysfunction
[, Moderate dysfunction
[, Severe dysfunction
Method of assessment of LV function (check only one): [_|, Radionuclide ventriculograml \VMETH<HFMETH>
Dz Left ventriculogram
[, Echocardiogram

[, MRI
[os Other
5 Does the subject have a documented history of ischemic heart disease?
[, N ISCHEMIC<XYESNO>
o N
D1 Yes — If Yes: Specify (check all that apply):
[ Angina pectoris: ANGINA<XYES> MIDT
MIKXYES> [] Myocardial infarction (#i) = Date of most recent: — —/—— —/— ———
' o & LTCATHDT

LTCATH<XYES®} ]| Left heart catheterization before E’IWM@ = Date of most recent: — —/— ——/————
LAD<XYES> Vessels with > 70% stenosis (check all that QE[]\{

LCX<XYES>
RCA<XYES> CJwv Ceao [iex DRCA

pTC|<XYES>D Percutaneous transluminal coronary intervention (P7Ci) = Date of most recent: — =7 o

maorth yoor

ON<XYES>

None

CABG<XYE@ Coronary artery bypass graft (CABG) — Date of most recent: %B/G-DI—/— ——e—

month yeor

& Does the subject have evidence of non-ischemic cardiomyopathy?
[b,No NONISCH<XYESNO>
[_], Yes = If Yes: Specify contributors (check all that apply):
[] Alcoholic ALCOHOLC<XYES>
[ ] Cytotoxic drug therapy ~ CYTOTOXC<XYES>
[ Familial FAMILIAL<XYES>
[J Hypertensive =~ HYPERTEN<XYES>

] Idiopathic dilated cardiomyopathy DILATED<XYES>
D Idiopathic restrictive cardiomyopathy RESTRICT<XYES>
D Peripartum PERIPAR<XYES>

[ valvular  VAL<XYES>

[JHCM  HCM<XYES>
< >
[ ] Other/uncertain (specify): OTHCONT=XYES OTHCONSP<V:50>
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HEART ..o ROSE NODATA<ZYES>

FAILURENETWORK .
e Baseline
¥ SubjectID: RS - Subject Initials:
sife # subject #
Clinical History (continued)
Does the subject have a documented history of any of the following? MEDHIST?2 (TYPE1)

7 Valvular heart disease:

[ Noe  VALVULAR<XYESNO>
[, Yes = If Yes: Specify: ALL BELOW CODE< HFVALV> EXCEPT PRIOR VALVULAR SURGERY

MSTENOS Mitral stenosis — Check one: [, None/Trivial  [_], Mild [_], Moderate  [_], Severe  [_],, Unknown
MREGURG " iy regurgitation = Check one: [_|, None/Trivial [, Mild  [_], Moderate  [_], Severe [ ], Unknown
ATSTENOS  sqic stenosis — Check one: [y None/Trivial [}, Mild [ ], Moderate [ ], Severe [,y Unknown
AREGURG Aortic regurgitation = Check one: [ |, None/Trivial [ ], Mild [ ], Moderate [ ], Severe [ Lo Unknown
$§EETJ?€% Tricuspid stenosis — Check one: [, None/Trivial [_], Mild  [], Moderate  [], Severe [, Unknown

Tricuspid regurgitation = Check one: I:lo None/Trivial |:]1 Mild Dz Moderate D3 Severe va Unknown
Prior valvular surgery = Check all that apply: [ | None [ Miral [JAoric [ Tricuspid [] Pulmonic

8 Hypertension:  HYPRTESN<XYESNGS No [, Yes  a| oxyEes
9 TIA: TIA<XYESNO> [loNo [, Yes
10 Stroke: STROKE<XYESNO> [JoNo [, Yes
11 Arrhythmia:  ARRHY THM <XYESNO>
Do No
D, Yes = If Yes: Specify (check all that apply): FIBELUTR<HFEIBE>

ATRlALFB<XYESE Atrial fibrillation/flutter = Check one: [, New onset [_], Paroxysmal [, Persistent [, Permanent
SUSVTVF<XYESE ] Sustained VT or VF

ARREST<XYESE] Cardiac arrest (efiology unclear) PACETYPE<HECHRR>
12 Pacemaker without ICD: PACEMAKR<XMESN®> [], Yes — Check one: [, Single [, Dual [, Biventricular
13 ICD: ICD<XYESNO> [ J,No [], Yes— Check one: ], Single [, Dual [, Biventricular
14 Peripheral vascular disease: PVD<XYESNQ3 No [, Yes ICDTYPE<HFCHBR>
15 Chronic obstructive pulmonary disease: [JoNo [, YesCOPD<XYESNO>
16 Diabetes: DIABETES<XYESNO> [JoNo [, Yes— Check one: ], Insulin treated
DIABTYPE<HFDIAB> [, Non-insulin medically treated
(1, Diet only
17 Gout: GOUT<XYESNO> Do No D, Yes
18 Hepatic disease: HEPATIC<XYESNO>D° No [, Yes
19 Malignancy (past 5 years, other than skin): Do No D] Yes MALIGNCY<XYESNO>
20 Depression {treated with prescription medications): [oNo [, Yes DEPRESS<XYESNO>
2‘ Chronic alcohol use: DO No I:Il Yes ALCOHOL<XYESNO>
22 Cigarette smoking (check only &dfSARETT<HAC|@Rent [, Quit < 6 months ago [, Quit > 6 months ago [, Never
23 Heart transplant status {check only one): I:l1 Ineligible
TRANSPLT<HFTRAN> D2 No evaluation planned

[:]3 Active evaluation

[, Currently listed TRANSPDT
[[; Post = Date of transplant: — /R I

month year
24 Hyperlipidemia: | IPIDEMA<XYESNO>[_J,No [], Yes
WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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o0
HEART ° ROSE NODATA<ZYES>
FA".URENETV&ORK Baseline

[ ]
L
Subject Initiols:

¥ Subject ID: RS __

site # "~ swbject #

ECG (Record results of ECG closest to time of randomization.)

ECGDT, ECG (TYPE 1
1 Date: ——— _mmh__/___w7 __ OR [INotdone ECGNOTDN<XYES> ( )
2 Rate: E:E_'Bf-l!a—gm<l:3>
ECGRHYTH<HFECGR>
3 Rhythm (check only one): [, Sinus bradycardia [, Normal sinus rhythm [, Sinus tachycardia

[, Atrial fibrillation/flutter [ 1,5 Other
4  Are there two or more paced beats? [ |, No [ ], Yes ECGPACED<XYESNO>

5 QRS duruﬁonEE@@?ﬁ'%&& OR [ Not done ECGQRSND<XYES>

Heart Failure Clinical Assessment At Randomization

Assessment Not Done Provide Details
1 Heart rate {sn]’.'ir}g or resﬁngHRNOTDN<XYE S> l:l ___prHRATE<I3> ASSESSMT(TYPE 3)
2 Blood pressure (sitting or resh'ng% PNOTDN< KYE@ BPSY sys:ilc.&/ BP _é’.éicst??ﬁlm Hg
3 SpO,: SPONOTDN<XYES> O % SPO2<I:3>
4 Height: HTNOTDN<XYESY [] HEIGHT <F:9:35]in [J,em HTUNITS<XHGTU>
5 Weight:  WTNOTDN<XYES> - WECHT<FOP b ke WTUNITSXWETU>
Assessed by (check only one): WGTTM<TIME>
WTMEASR<RSWGT> |:|1 Bed scale |:|2 Standing [lge Unknown Suppress pg 4

6 Jugular venous pressure (e rRIDTEIN<X YESE [:l] < 8em ja 8-12 em J‘m;ﬁEJé/En? [:L (See p.8)

7 Rales hockonboncl:  RASNOTDN<XYESS] |[lNone [l<18 [, 1820 TS

8 S3 auscultation: AUSNOTDN<XYHS> D [_IO No LL Yes AUSCULTN<XYESNO>

9 Hepatomegaly: HEPNOTDN<XYES>] [oNo [, Yes HEPATOM<XYESNO>

10 Ascites: ASCNOTDN<XYES> [0 |ChNo [,Yes  ASCITES<XYESNO>

11 Peripheral edema (check only oEDNOTDNKXYES> | LdyNene [, 1+ [,2+ [;3+ [BERIEDMA<EXEDEM>

12 Current NYHA heart failure classification
tehack Gl NYNOTDN<xyEd>] | Lht Ll Dl Lv NYHA<XKCLAS>

13 Orthopnea (check only onej: l:!g None
], One pillow {10 em)
ORTNOTDN<XYES> m D: Two pillows (20 cm) ORTHPNEA<HFORTH>

(], Three or more pillows

DYSNOTDN<XYES> [, Not evaluable DYSPNEA<RSDYSP>
14 Dyspnea (check only one): ] |:|1 None Dz At rest |:|3 With minimal exertion
[, Normal
15 Chest x-ray (check only one): ] [_], Pulmonary vascular congestion present
CXRNOTDN<XYES> L lumlsfision:present CHSTXRAY<RSCHSX>
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HEART ®° -
FAILURENETW ; R K ROSE NODATA<XYES>
[ ]

Baseline

. Subject ID: RS — — o Subject Initials:
sife subject?
Assessment Not Done Value Units LABS(TYPE 4)PS
ABASSES<HFLAB> .
11 sodiom: LABVALUE<F:9137], mmol/L [, mEa/t ABUNIT<HFLABU>

=7

l AB.MD(Q/EQ

22 Potassium:

|:|1 mmol/L [12 mEq/L
3F3 BUN/Urea: ] L], mmol/L ], mg/dL

4I:4 Bicarbonate (tofal CO,): |:|1 mmol/L Elz mEq/L
Ds mg/dL [:-4 pmol/L

D1 mmol/L [:la mEq/L [:l3 mg/dL

55 Creatinine:

66 Magnesivm:

TF7 Glucose: ([, mmol/L ], mg/dL
28 Chloride: L], mmol/L ], mEq/L
A9  Calcium: |:|1 mmol/L |:|2 mEq/L I:l3 mg/dL

8 10 Total cholesterol: CJ, mmol/L [, mg/dL
Clsut oo
Ll un [
Csun Coun
[y mg/dt ], pmol/L

D; g/dl- Ds g/[-

O

= 11 AST/SGOT:

10k 12 ALT/SGPT:

11§ 13 Alkaline phosphatase:

128 14 Total bilirubin:

22k 15 Total protein:

13k 16 Albumin: [, g/dt [yt

15§ 17 WBC: | Oywnorieymme [y /mme
16k 18 Lymphocyte %: O, %

14§ 19 Hemoglobin (Hgb): [lg/dt [ygt [ mmol/L
23} 20 Hematocrit: I RNV %

248 21 Platelets: [, 10°/L or 10°/mm® [ 1, /mm?
17F 22 Red cell distribution (RDW): [y, %

18¥ 23 BNP: [ pa/mt [, ng/t

Du pg/mlL Dls ng/L

NI IN N N NN NN I N N NN N NN

19I: 24 NT-pro-BNP:
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HEART *°sc ROSE

FAILURENETWORK
.- NODATA<XYES>

g Subject ID: RS

Baseline

Subiject Initials: _

Medications
Baseline
HEMEDS<HEHFMD> MEDSANS<XYESNO>
i 1 ACE inhibitor L, No [, Yes
2 Angiofensin receptor blocker [J,No [, Yes
% o
4 3 Beta blocker (Do No [, Yes
4I:4 Aldosterone antagonist Delete in [, No [, Yes
TS
5 Hydralazine protocol: [J,No [, Yes
* DISCHND
| & Nitrates {longacting) MEDDSCG Do No Ell Yes
% MEDSCONT
A : MEDSCRN
|7 Aspirin (i taken daily) CLNe [, v
T PP Eisendal MEDRAND o -
d 8 Warfarin [ No [, Yes
L Thienopyridine {ticlopidine, clopidogrel) No [ ], Yes
o dine fic! ! | CoNe [,
10 10 Alpha blocker [JoNe [, Yes
| 3
11k 11 Digoxin [, No [, Yes
128 12 Amiodarone [JoNo [, Yes
13k 13 Other antiarrhythmic [l No [, Yes
14E 14 Statin [, No :|, Yes
15k 15 Lipid lowering agent (other than statin) [(JoNo [, Yes
16¢ 16 Calcium channel blocker [loNe [, Yes
A 17 Insulin [, No [, Yes
18k 18 Oral diabetic agent [JoNe [, Yes
19 19 Anti-depressant Do No [, Yes
5
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HEART *°c ROSE

FAILURENETWORK

1 ]
NODATA<XYES> Buselme

. SubjectID: RS __ - Subject Initials: ___
sife # subject #

Subject Self-report of Symptoms

1 Dyspnea: VAS score: IZS_P_VEmnt'3> VAS (TYPE 3)
SUPPRESS
2 Global VASscore: ________mm VASTM<TIME>
GLOBLVAS SEE P. 10
<|:3>

Core Lab Biomarker-Blood Assessments

“" mo .. RE_z W
Test Dete of Tust Done ROSECORE (TYPE 3)
RSCOREND<XYE$> RSCRND<RSCORE>
[_], Died = Fill out Death form
_ _RSCOREDT _ [, Too sick to perform
Bisinaikei—Blasd ¥ = = - [, Unwilling to perform test but subjectively able

B [, Due fo oversight or technical problem
et [[J, subject withdrew consent

RSCORETM D” Unknown/other

Core Lab Biomarker-Urine Assessments

Test Date of Test Not Reason Not Done
Done {check only one)
O, bied — Fite RSURICOR (TYPE 3)
e it BS/E&’\PL D2 Too sick to perform
day month yoor
; g ) ; [, Unwilling to perform test but subjectively able
B kers— 3
R RSUBTTM* L= [[], Due to oversight or technical problem
) [, Subject withdrew consent
RSURLBND<XYES>

[ ]4 Unknown/other ~RSURINRE<RSCORE>

Biorepository and Genetics Substudy

1 Did the subject agree to participate in the biorepository substudy? GENETICS (TYPE 1)
Do No
[]. v BIORPSTY<XYESNO>
1 Yes

2 Did the subject agree to participate in the pharmacogenomics (genetics) substudy? GENETICS<XYESNO>

[ ], No = 1f No: Check only one: [ ], Died
D2 Subject declined consent GENRSN<RSGNT>

(], Subject not approached
[Jog Other

[, Yes— If Yes: Date drawn: ___ /CENETZDT<DATE>
day onth yoar
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HEART @ 0. ROSE REd Rose
FAILURENETWORK NODATACXYES Baseline
[ ] < >

L]
L]
. SubjectID: RS - o

site # " sbject #

Red Rose Substudy
NOREDRS <XYES>

REDSUB (TYPE 3)

Subject Initials:

L] Subject not enrolled in Red Rose Substudy — Stop. Do not complete the remainder of this page.

Subject’s worst reported symptom prompting hospitalization (check only one): WSYMPTOM (TYPE ]_)
[[], Dyspnea (difficulty breathing) = Baseline Dyspnea VAS and Global VAS score documented on CRF page 7.
[[], Fatigue WORST <RSWORS>
[, Body swelling

VASUPPLE (TYPE 3)
Baseline Dyspnea VAS Supplemental Additional Information complete for all subjects

Not Done Position (Check only one) VASOXY<XYNUNK>

DYSVASND<XYES> VASPOSIT<RSPOSI> Do VASOXYL<F9:3>

= Uys:nea Y= D, < 20° D2 20°-59° Da > 60° DA Ambulatory in room :]99 Unknown D, Yes— ____Liters/min
notdone 1-<20deg 2=20-59deg 3=>=60deg  4=AmbUlatory  g9_ yynoun | [,y Unknown

inroom

Baseline Dyspnea — pDSS1 Complete for all subjects PDSS (TYPE 3)

1 Was pDSS1 performed? PDSSP<XYESNO>

[_], No = If No: Specify reason (check only one): [_], Died [_], Due to oversight or technical problem
-JZ Too sick to perform I——]99 Unknown PDSSREA<RSPDSR>

Y
Lhves  qraceascer2>
2 Stage A score: _ _(1-5) or [ ]Notdone =~ STAGEAND<XYES>
3 Stage B score: (6-10) STAGEBSC<I|:2>
TAGE <|:2>
4 Stage C score: _ (11-15) STAGECSC STAGEDND<XYES>
5 BP: — —. Y i Stage Dscore: _____ (16-20) OR[_] Stage D not done — Reason {check only one}:
STAGESYS<I:3> STAGEDIA<I:3> STAGEDSC<I:2> Dl Mechanical limitation [12 Unstable standing position
D3 Oversight \:]4 Refused
. . STAGEREA<RSTREA>
Baseline Fatigue as Worst Symptom
FATNAPP<XYES>
[] Not applicable {not subject’s Baseline worst symptom) FATIGUE (TYPE 3)
Fatigue VAS: (0-100) or [_] Not done FATVASND<XYES>

FATVAS<I:3>
Baseline Body Swelling as Worst Symptom

SWELLING (TYPE 3)

[ ] Not applicable (not subject’s Baseline worst symptom) S ELEA=AI255

Body Swelling VAS: 0-100) or [_] Notd
ke Gk © 9" BSVASND<XYES>

BSVAS<I:3>
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HEART * %

FAILURENETWORK

L]
EARLYTRM<XYES>
SUPPRESS

Subject Status

Was assessment performed?

ROSE

NODATA<ZYES>
FORM= 24 HOURS

EVALUTE<XYESNO>
[], No = If No: Reason: [_], Subject discharged

[], Yes — If Yes: Assessment date: — /- /.

<HFSUBJ>
1=SUBJECT DISCHARGED
2=SUBJECT WITHDREW
3=SUBJECT DIED
) 4=MISSED VISIT
St T HER— * —am T

Subject Initials: _

24 Hours

SUBJSTAT<HFSUBJ>

SEE CODEEFT ABOVE STATUS (TYPE 3)
D, Subject withdrew 5 Subject died D% Other (specify):

STATUSSP<V:50>

Total oral intake: &S%ﬁlz IN I

“EVALBT<DATE>
Assessment Not Done Provide Details ASSESSMT(TYPE

1 Heart rate (sd:mg or res.’mg): D e bpm SEE AN NOTAT'ON P. 4
2 Blood pressure (sitting or resting): ] e mm Hg
3 SpO,: D - %
4 Weight: [ Ok

SUPPRESS M Assessed by (check only one: D, Bed scale [:12 Standing [:]99 Unknown

4,7,8,9,10,12,

14,15 Time assessed {24 hour clock): e WGTTM<TIME>
5 Jugular venous pressure (check only one): ] [(J,<8em [J,8-12em [J,183-16em [,> 16 em

Peripheral edema (check only one): D DO None EL 1+ D2 2+ D3 3+ Dd 4+
7 Orthopnea (check only one): [] Do None Ds Three or more pillows
(1, One pillow (10 cm) [_], Not evaluable
D2 Two pillows (20 cm)
Assessment Not Done Value Units
1 Sodium: 0 O, mmot. [, méq/t. LABS(TYPE 4)PS
2 Potassium: ] E], mmol/L D, mEq/L
3 BUN/Urea: [l [, mmol/t [, mg/dL
4 Bicarbonate (toial CO,): SE{E]AN \|OT_AT|ON P.5 [:]I mmol/L D2 mEq/L
5 Creatinine:  SUPRESS ] [l mgzdt [ umol/L
ALL EXCEPT
6 Chloride:
oride 123452021 ] DI mmol/L D,mEq/L

7 Calcium: 11 | D\ mmol/L Dz mEq/L :]3 mg/dL
8 Alkaline phosphatase: ] Clun [own RSFLUID(TYPE :,)
Fluid |I‘IPU|'/°U|'PU' from same daily assessment time
1 Total IV intake: __ng_”_\'_Ii ml 2 Total urine output: RS%QEHS_ ml

Total non-urine oupri.SW_RQE E mlL
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)
HEART « ROSE
FAILUREN ETvio R K NODATA<XYES> 24 Hours

. ® Subject ID: RS ""S;EWEDﬁ6$YPEbth§IIS: Y
24 Hours
1 ACE inhibitor L, No [, Yes
2 Angiotensin receptor blocker [J,No [, Yes
3 Beta blocker SEE ANNOTATION P.6 Cl,No [, Yes
4 Aldosterone antagonist [y No [, Yes
5 Hydralazine [y No [, Yes
& Nitrates {longading) [, No [, Yes
7 Aspirin (i taken daily) [JoNo [, Yes
8 Warfarin o No [, Yes
© Thienopyridine (ticlopidine, clopidogrel) o No [, Yes
10 Alpha blocker C,No [, Yes
11 Digoxin [, No [, Yes
12 Amiodarone [JoNe [, Yes
13 Other antiarrhythmic Lo No [, Yes
14 Statin [, No [, Yes
15 Lipid lowering agent (other than statin) [, No [, Yes
16 Calcium channel blocker [, No [, Yes
17 Insulin [ No [, Yes
18 Oral diabetic agent [l No [, Yes
19 Anti-depressant o Ne [, Yes
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HEART *°c ROSE

FAILURENETWORK

NODATA<XYES> 24 Hours

. SubjectID: RS - o

e Subject Initials:
sife # subject #

Subject Self-report of Symptoms

VASTM<TIME>
Time completed (24 hour clock): 3

VAS (TYPE 3)

1 Dyspnea: VAS score: ___ mm
2 Global VAS score: mm SEE ANNOTATION P. 7

Core Lab Biomarker-Blood Assessments

Tost Date of Tost Des ROSEGRRELLFE 3)

[_], Died = Fill out Death form
[, Too sick to perform
SEE:ANNQJ:N /ION;E;"7 ’ [, Unwilling to perform test but subjectively able
Biomarkers—blood []- D4 Due to oversight or technical problem
T [_J; Discharged

D, Subject withdrew consent
[Jge Unknown/other

Core Lab Biomarker-Urine Assessments

Test Date of Test Lo ReasywNot Dewe
Done {check only one)
[, bied — FRAIDRIAR (TYPE 3)
[, Too sick to perform
S@jm@ﬂﬁoﬁﬁaﬁ [, Unwilling to perform test but subjectively able
Biomarkers—urine [[]—= | [_], Due to oversight or technical problem
e [:]5 Discharged

[[J, subject withdrew consent
DW Unknown/other

Treatment of Worsening or Persistent Heart Failure
WORSENIG(TYPE 3)

Did the subject meet criteria for worsening or persistent heart failure in the last 24 hours?
[, No WORSENHF<XYESNO> ALL <XYES>
o
[, Yes = If Yes: Specify treatment (check all that apply):
VASOACTVL] IV vasoactive agent for heart failure treatment [] Ultrafiltration UL TRAFIL

CIRSUPPT [_] Mechanical circulatory support [_] Mechanical respiratory suppor

Delete for this protocol: MORELOOP, THIAZIDE,MECHVENT MECHRESP

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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HEART ® % ROSE Red Rose
FAILURENETWORK
. NODATA<XYES> 24 Hours

[ ]
L

. Subject ID: RS - Subiject Initials: _

site # subject #

Red Rose Substudy REDSUB (TYPE 3)

[ Subject not enrolled in Red Rose Substudy — Stop. Do not complete the remainder of this page.

SEE ANNOTATION P.7A

24 Hours Dyspnea VAS and Global VAS scores are documented on CRF page 10. I
NI e N e T A T ] VASUPPLE (TYPE 3)
Not Done Position (Check only one) Oxygen (Check only one)
SEE ANNOTATION P. 7A LN

Il Dyspnea VAS o ™o
D, < 20° D2 20°-59° D3 > 60° EL1 Ambulatory in room D” Unknown D, Yes — ____ Liters/min
not done
Dw Unknown

24 Hours Dyspnea — pDSS1 complete for all subjects PDSS (TYPE 3)

1 Woas pDSS1 performed?
Do No — If No: Specify reason {check only one: D, Died D3 Due to oversight or technical problem
:I2 Too sick to perform qu Unknown

[11 Yes
2 Stage A score: _ (1-5) or [_] Not done
3 Stage B score: (6-10) SEE ANNOTATION P. 7A
4 Stage C score: _ {11-15)
5 BP: WK_/ — g  Stage D score: (16-20] OR[] Stage D not done — Reason (check only one):
D1 Mechanical limitation Dz Unstable standing position
Ds Owersight E|4 Refused

24 Hours Fatigue as Worst Symptom FATIGUE (TYPE 3)

D Not Gpp[iccb\e {not subfecf’s Baseline worst sympfom)
Fatigue VAS: {0-100) or [] Not done

24 Hours Body Swelling as Worst Symptom SWELLING (TYPE 3)

|:| Not Gpp‘iccb‘e {not subfecf’s Baseline worst sympfom) SEE ANNOTATION P. 7A
Body Swelling VAS: (0-100) or [_] Not done

SEE ANNOTATION P. 7A

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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&)
HEART °®< ROSE
FAILUREnN ET.V\LO RK NODATA<ZYES> 48 HOUI‘S
g FORM= 48 HOURS Subject D: RS __ - Subjectinitiols: ______
site .‘-Ul:rjecl‘

Subject Status

Was assessment performed? STATUS (TYPE 3)
[J, No = If No: Reason: [_], Subject discharged [, Subject withdrew [ _], Subject died [ oy Other (specify):
[, Yes = If Yes: Assessment date: Tf__ASEE ANNOTATION P. 8
Assessment Not Done Provide Details ASSESSMT(TYPE
1 Heart rate (sitting or resting): O —____ bpm
2 Blood pressure (sitting or resting): ] e mm Hg
3 SpO,: J — %
4 Weight: [ Ok
SEE ANNOTATIONI|P. $;] Assessed by (check only one: D, Bed scale [:]2 Standing [:]99 Unknown
Time assessed (24 hour clock): o
5 Jugular venous pressure (check only one): ] [(J,<8em [J,8-12em [J,183-16em [,> 16 em
Peripheral edema (check only one): D DO None EL 1+ D2 2+ D3 3+ DA 4+
7 Orthopnea (check only one}: [] [ ], None [_1, Three or more pillows
(1, One pillow (10 cm) [_], Not evaluable
[ ], Two pillows (20 cm)
Assessment Not Done Valuve Units LABS(TYPE 4)PS
1 Sodium: ] (], mmol/t [, mEq/L
2 Potassium: ] E], mmol/L D, mEq/L
3 BUN/Urea: [l D, mmol/L ], mg/dL
4 Bicarbonate (toial CO,): sde AE}\IOTAT Sh-P—8 D, mmol/L D, mEq/L
5 Creatinine: [] [ ], mgzdt  [], umol/L
6 Chloride: ] DI mmol/L D2 mEq/L
7 Calcium: | D\ mmol/L Dz mEq/L :]3 mg/dL
8 Alkaline phosphatase: [] Clun [Clown
Fluid Input/Output from same daily assessment time
1 Total IV intake: DRI | | 2 Total urine output: R |
' SEE ANNOTATION P. 8 .
Totaloralintake: __ _ — — ml Total non-urineoutput: _____ ~ ml

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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[ N ]
HEART « ROSE
FA".URENETV& ORK NODATA<XYES> 48 Hours

. ® Subject ID: RS ""S;EWEDﬁ6$YPEbth§IIS: Y
48 Hours
1 ACE inhibitor L, No [, Yes
2 Angiotensin receptor blocker [J,No [, Yes
3 Beta blocker SEE ANNOTATION P.6 [JoNo [, Yes
4 Aldosterone antagonist [y No [, Yes
5 Hydralazine [y No [, Yes
& Nitrates {longading) [, No [, Yes
7 Aspirin (i taken daily) [JoNo [, Yes
8 Warfarin o No [, Yes
© Thienopyridine (ticlopidine, clopidogrel) o No [, Yes
10 Alpha blocker C,No [, Yes
11 Digoxin [, No [, Yes
12 Amiodarone [JoNe [, Yes
13 Other antiarrhythmic Lo No [, Yes
14 Statin [, No [, Yes
15 Lipid lowering agent (other than statin) [, No [, Yes
16 Calcium channel blocker [, No [, Yes
17 Insulin [ No [, Yes
18 Oral diabetic agent [l No [, Yes
19 Anti-depressant o Ne [, Yes

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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[ N |
FEIEG&EN ETV\:;RK ROSE

NODATA<XYES> 48 Hours

. SubjectID: RS - o

e Subject Initials:
sife # subject #

Subject Self-report of Symptoms

Time completed (24 hour clock): ____: VAS (TYPE 3)

00:00 ta 23:59

1 Dyspnea: VASscore: _____mm e ANNOTATION P. 10

2 Global VAS score: mm

Core Lab Biomarker-Blood Assessments

Not Reason Not Done
Test Date of Test
Done
ROSECGREMYPE 3)
[_], Died = Fill out Death form
[, Too sick to perform
e D3 Unwilling to perform test but subjectively able
Biomarkers—blood SEE ANNOTATION P. 10 | 0= | L], Due to oversight or technical problem
T [_]; Discharged
D, Subject withdrew consent
[Joo Unknown/other
Core Lab Biomarker-Urine Assessments
R Not D
Test Date of Test Nt ST
Done {check only one)

[, Died — Fill oot Deati form ' ' = )

SEE ANNOTATION P. 10 5
; , [[], Too sick to perform

R D3 Unwilling to perform test but subjectively able

Biomarkers—urine O- Dd Due to oversight or technical problem

G Ds Discharged

[[], subject withdrew consent

[l4s Unknown/other

Treatment of Worsening or Persistent Heart Failure
WORSENIG(TYPE 3)

Did the subject meet criteria for worsening or persistent heart failure in the last 24 hours?
[, No SEE ANNOTATION P. 10
[ ], Yes = If Yes: Specify treatment (check all that apply):
[]1v vasoactive agent for heart failure freatment [ Ultrafiltration
[[] Mechanical circulatory support ] Mechanical respiratory support

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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HEART *%»  ROSE Red Rose
FAILUREN ETWORK NODATA<XYES> 48 Hours

[ ]
L
. Subject ID: RS - Subiject Initials: _
site # subject #

Red Rose Substudy REDSUB (TYPE 3) ||

[ Subject not enrolled in Red Rose Substudy — Stop. Do not complete the remainder of this page.

SAME AS P. 7A
48 Hovurs Dyspnea VAS and Glohal VAS scores are documented on CRF page 13.

e e L e e T e ) VASUPPLE (TYPE 3)

Not Done Position (Check only one) Oxygen (Check only one)
SAME AS P. 7A [JoNo
[ Dy'sznea XS D, < 20° D2 20°-5v~  |_J; 200" ||, Ambulatory in room D99 Unknown |:1 Yes = __ Liters/min
notdone Ew Unknown

48 Hours Dyspnea — pDSS1 complete for all subjects PDSS (TYPE 3)

1 Woas pDSS1 performed?
Do No — If No: Specify reason {check only one: D, Died |:}3 Due to oversight or technical problem
:I2 Too sick to perform qu Unknown

[11 Yes
2 Stage A score: _ (1-5) or [_] Not done
3 Stage B score: {6-10) SAME AS P. 7A
4 Stage C score: _ {11-15)
5 BP: WK_/ — g  Stage D score: (16-20] OR[] Stage D not done — Reason (check only one):
I:L Mechanical limitation Dz Unstable standing position
Ds Owersight E|4 Refused

48 Hours Fatigue as Worst Symptom FATIGUE (TYPE 3)

Ij Not Gpp[iccb\e {not subfecf’s Baseline worst sympfom)
Fatigue VAS: {0-100) or [] Not done

48 Hours Body Swelling as Worst Symptom SWELLING (TYPE 3)

|:| Not Gpp‘iccb‘a {not subfecf’s Baseline worst sympfom) SAME AS P. 7A
Body Swelling VAS: (0-100) or [_] Not done

SAME AS P. 7A

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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@
HEART °®< ROSE
FAILUREN ET.V\LO RK NODATA<ZYES> 72 Hours
& FORM= 72 HOURS Subject ID: RS _____ - Subjectinitiols: _____
site subject

Subject Status

Was assessment performed? STATUS (TYPE 3)
[J, No = If No: Reason: [_], Subject discharged [, Subject withdrew [ _], Subject died [ oy Other (specify):
D1 Yes = If Yes: Assessment &xifés ANNOTATION P. 8 - -
Assessment Not Done Provide Details ASSESSMT(TYPE
1 Heart rate (sitling or resting): O e bpm
2 Blood pressure (sitting or resting): N o e — Hg
3 SpO,: D - %
4 Weight: i e Chib [ kg
0 Assessed by (check only one: D] Bed scale Dz Standing D” Unknown
Time assessed (24 hourclock)s __ _ :
QEEANNQ]' 00:00 to 23-59
5 Jugular venous pressure (check only one}: OJ [J,<8em [,8-12em [J;13-16em  [],> 16 cem
Peripheral edema (check only one): ] Do None D] 1+ Dz 2+ D3 3+ Dd 4+
7 Orthopnea (check only one): ] [J, None (1, Three or more pillows
EL One pillow (10 cm) D4 Not evaluable
D; Two pillows (20 cm)
Assessment Not Done Value Units
— — | ARQ(TYPF A)PQ
1 Sodium: [] L]‘ mmol/L I,J, mEq/L
SEEANNOTATIONTP 8
2 Potassium: [, mmol/L Dz mEq/L
3 BUN/Urea: O - [, mmol/L [, mg/dL
4 Bicarbonate (total CO,): [] Dl mmol/L Dz mEq/L
5 Creatinine: ] [:I3 mg/dL D‘ umol/L
6 Chloride: ] Dl mmol/L [:]2 mEq/L
7 Calcium: ] [:l, mmol/L DQ mEq/L ||, mg/dL
8 Alkaline phosphatase: O . [:]5 u/L E]6 u/L RSEL UID(TYPE 1
Fluid Input/Output from same daily assessment time
1 Total IV intake: - ml 2 Total urine output: - ml
SEE ANNOTATION P. 8
Totaloralintake: _ _ _  ml Total non-urine output: o _oml

WHITF and YFILILOW—Duke Clinical Research Institute «
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[ N ]
HEART " " ROSE
FAILUREN ETvio RK NODATA<XYES> 72 Hours

. ® Subject ID: RS ""S;EWEDﬁ6$YPEbth§IIS: Y
72 Hours
1 ACE inhibitor L, No [, Yes
2 Angiotensin receptor blocker [J,No [, Yes
3 Beta blocker SEE ANNOTATION P. 6 [JoNo [, Yes
4 Aldosterone antagonist [y No [, Yes
5 Hydralazine [y No [, Yes
& Nitrates {longading) [, No [, Yes
7 Aspirin (i taken daily) [JoNo [, Yes
8 Warfarin o No [, Yes
© Thienopyridine (ticlopidine, clopidogrel) o No [, Yes
10 Alpha blocker C,No [, Yes
11 Digoxin [, No [, Yes
12 Amiodarone [JoNe [, Yes
13 Other antiarrhythmic Lo No [, Yes
14 Statin [, No [, Yes
15 Lipid lowering agent (other than statin) [, No [, Yes
16 Calcium channel blocker [, No [, Yes
17 Insulin [ No [, Yes
18 Oral diabetic agent [l No [, Yes
19 Anti-depressant o Ne [, Yes

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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[ N |
FEIEGEEN ETV\:;RK ROSE

NODATA<XYES> 72 Hours

. SubjectID: RS - o

s 2= o Subject Initials:
sife # subject #

Subject Self-report of Symptoms

Time completed (24 hour clock): ____: VAS (TYPE 3)

00:00 ta 23:59

1 Dyspnea: VASscore: _____mm e ANNOTATION P. 10

2 Global VAS score: mm

Core Lab Biomarker-Blood Assessments

Not Reason Not Done
Done {check on?/ one

ROSECORE (TYPE 3)

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

Test Date of Test

S ! s i s s e i

37 month your [, Unwilling to perform test but subjectively able
Bi kers—blood i i
iomarkers—bloo SEE ANNOTATION P. 10 - D‘ Due to oversight or technical problem
T Ll Discharged

[_], subject withdrew consent

D” Unknown/other

Core Lab Biomarker-Urine Assessments

Not Reason Not Done
Test Date of Test
Dose RSUBEDR(TYPE 3)
SEE ANNOTATION P.|10 D, Died — Fill out Death form
/ [, Too sick to perform
g on /‘—,;,T..;\—/H”,—,M_4 [_], Unwilling to perform test but subjectively able
Biomarkers—urine [[]—= | [_], Due to oversight or technical problem
S [ s Discharged

[, subject withdrew consent
[Jge Unknown/other

Treatment of Worsening or Persistent Heart Failure
WORSENIG(TYPE 3)

Did the subject meet criteria for wgﬁgiﬁ\maﬁrﬂsﬁameﬁﬁibﬂure in the last 24 hours?
Do No '

[, Yes = If Yes: Specify treatment (check all that apply):
[J1v vasoactive agent for heart failure treatment [ Ultrafiltration
D Mechanical circulatory support D Mechanical respiratory support

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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HEART @ 0. ROSE REd Rose
FAILUREN ETV\:O RK NODATA<XYES> 72 Hours

. SubjectiD: RS - N

site # " sbject #

Red Rose Substudy REDSUB (TYPE 3) ||

L] Subject not enrolled in Red Rose Substudy — Stop. Do not complete the remainder of this page.

Subject Initials:

SAME AS P. 7A

72 Hours Dyspnea VAS and Global VAS scores are documented on CRF page 16.

A R e e ] VASUPPLE (TYPE 3)

Not Done Dacilian /Check only one) Oxygen (Check only one)
SAME AS P. 7A
] Dyspnea VAS Lo No
s
Y'z Dl < 20° Dz 20°-59° I:l3 > 60° [L Ambulatory in room D” Unknown D1 Yes — __Liters/min
o

netdone Dw Unknown
72 Hours Dyspnea _ PDSS] Complete for all subjects PDSS (TYPE 3)
1 Was pDSS1 performed?

Do No — If No: Specify reason (check only one): D, Died D3 Due to oversight or technical problem

(], Too sick to perform  [_]og Unknown

D, Yes
2 Stage A score: (1-5) or [_] Not done
3 Stage B score: (6-10) SAME AS P. 7A
4 Stage C score: _ (11-15)
5 BP: — i / — 4o  Stage D score: (16-20) OR[] Stage D not done — Reason (check only one):

EL Mechanical limitation D2 Unstable standing position

D3 Oversight []4 Refused

Ly T, ~oss2 (e 3)

STAGEESC<I|:2>

Stage E score: (21-25) or [ Not done
STAGEEND<XYES>

72 Hours Fatigue as Worst Symptom FATIGUE (TYPE 3)

[] Not applicable (not subject’s Baseline worst symptom)
Fatigue VAS: (0-100) or [_] Not done

72 Hours Body Swelling as Worst Symptom SWELLING (TYPE 3)

[] Not applicable (not subject’s Baseline worst symptom)

SAME AS P. 7A

Body Swelling VAS: (0-100) or []Notdone SAME AS P. 7A

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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|: HE&EE °°, ROSE Red Rose
NETWORK NODATA<XYES> 72 Hours

[ ]
L
. Subject ID: RS Subject Initials:

site # "~ swbject #

Red Rose 6-Minute Walk Test (smwr) WALKTEST (TYPE

[[] subject not enrolled in Red Rose Substudy — Stop. Do not complete the remainder of this page NORSWLK<XYES>

4)

1 Was walk performed? WALK<XYESNO>

Do No — Specify reason (check only one): D, Died — Fill out Death form
[ ], Too sick to perform
Da Unwilling to perform test but subjectively able
D,‘ Not done due to oversight
*HFNOWL D5 Cannot walk for technical reasons (e.g., amputee, orthopedic)
Add: 7=Did not reach Stage E T 1, Neurological reasons

", Did not reach Stage E

WLKND<HFNOWL>

WLKND<HFNOWL>
See addition below

[y Unknown/other
[[], Yes = If Yes: Complete below. WALKDT
2 Date of assessment: —g—t —mmh " —— aE
3 Pre-and postwalk data: Heart Rate | Blood Pressure
<I:3> <l:3>
S PREHRATE<|:3> PREBPSYS<I:3 { PREBPDIA<I:3
N | — gadic ' T Gamere — MmHg
1
Post-walk PSTHRATE<I:3> __bpm PSTBPSYS<I:3> _ PSTBPDIA<I;:3>
! )
4 Distance walked: meters WLKDIST<I:3>
5 Did the subject complete the é-minute walk?
/ ___ WLKMIN<I:3> WLKSEC<I:3>

[[J, No = 1If No: Duration of walk:

minutes seconds

LhiYes  wikcompL<xvESNO>
& Did the subject experience any ot the tollowing symptoms {check all that apply):

[INene  \y KNONE<XYES>
D Angina
Il Lightheaded

[Jsyncope  \wi KSYNCP<XYES>
] Dyspnea WLKDYSPN<XYES>

[ Fatigee WLKFATIG<XYES>

[ Chest pain  \yi K CHTPN<XYES>

[ Leg or jeint pam WLKLEGPN<XYES>
[ Instability WLKINSTA<XYES>

[] Other (specify):
WLKOTH<XYES> WLKOTHSP<V:100>

WLKANGIN<XYES>
WLKLGTHD<XYES>

WHITE and YELLOW—Duke Clinical Research Institute + PINK—retain at site
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HEART °°s ROSE Cumulative Urinary Sodium Excretion

FAILURENETWORK
o NODATA<XYES> Core Lab
‘ FORM= UNAVCORE , o
. SubjectID: RS ___ - Subject Initials:
site # subject #
UNaV Collection for Core Lab
Scheduled Date and Time of Collection ot Rechon Not ous
Done (check only one)
DCLINIACAAD /TNV/DC AADCO
RIUNAVND T o— Dr\\;;uw-\\,ur\ (T rco)rS
et i
RSUNAVDT <VES> D, : ie e i o'rth eath form
UNAVSCHD<RSSCHD>  , , Too sick fo perform
24 Hours day morth yoor Q3 Unwilling to perform test but subjectively able
RSUNAVTM D — [_]4 Due to oversight or technical problem

il e TR 1, bisshirged UNAVREA<RSUNAV>

CDI;(J_.‘; 23:59
; ; NOTE: 96= Not Applicable
D’ Subject withdrew consenlts part of codelist-see 4t box

UNAVOLM<F:9:3> [Jos Unknown/other

See item in 4th box

[_], Died = Fill out Death form

. [, Too sick to perform

doy T R yoor [, Unwilling to perform test but subjectively able
48 Hours O - [[], Due to oversight or technical problem

[_]; Discharged

D, Subject withdrew consent

[ Joe Unknown/other

00:00t0 23:59

[:], Died = Fill out Death form
[L], Too sick to perform
doy morth yoar [ ], Unwilling to perform test but subjectively able
72 Hours ]- [, Due to oversight or technical problem
00:00 r‘al‘? 5‘;’_ DS D'sChqrged
[, Subject withdrew consent
[Jos Unknown/other

Additional UNaV Collection for Core Lab if> 6 hour delay between Randomization and infusion start

[Jos Not applicable (study drug started within 6 hours of

N R Randomization)
dy HOEN yoer D1 Died = Fill out Death form
= 72 Hours to end ) [, Too sick to perform
of infusion (when T 000235 - [, Unwilling to perform test but subjectively able

EL Due to oversight or technical problem
[[]; Discharged

[, subject withdrew consent

[Joo Unknown/other

applicable
PP ) *Volume collected:

ml

* Volume collected = The actual amount of urine collected during the interval from 72 hours post-Randomization to end of study
drug infusion.

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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HEART °°e ROSE

FAILUREN ETWORK

-*  FORM= DAY 7

Subject Status

Was assessment performed?

[], No = If No: Reason: [_], Subject discharged

[], Yes — If Yes: Assessment date: — /- /.
SEE ANNOTATION P™8

Day 7

NODATA<XYES>
(or Day of Dlscharge on Day 4, 5, 6)
Subject ID: RS e — Subject Initials:

STATUS (TYPE 3)
D, Subject withdrew D3 Subject died D% Other (specify):

ywor

Assessment Not Done Provide Details ASSESSMT(TYPE
1 Heart rate sitiing or resting): ] —____bpm
2 Blood pressure (sitting or resting): [:I T amdic | T Gaslc mm Hg
3 SpO,: ] e snge g 00
4 Weight: e W D| b Dz kg
SEE ANNOTATION P. 8 0 Assessed by (check only one: D, Bed scale Dz Standing Dw Unknown
Time assessed (24 hour clock)s =
00.00 10 23:59
5 Jugular venous pressure (check only one): OJ [J,<8em [1,8-12em [J,13-16em [, > 16 cm
Peripheral edema (check only one): O CloNene [, 1+ [y 2+ 3+ [, 4+
7 Orthopnea (check only one): ] [, None (], Three or more pillows
[_], One pillow (10 cm) (], Not evaluable
D2 Two pillows {20 cm)
Assessment Not Done Value Units
: FABSETYPE4)PS——
1 Sodium: ] (], mmol/t [, mEq/L
2 Potassium: ] E], mmol/L D, mEq/L
3 BUN/Urea: [l [, mmol/t [, mg/dL
4 Bicarbonate (toial CO,): ] _ [:], mmol/L D, mEq/L
5 Creatinine: [] [ ], mgzdt  [], umol/L
6 Chloride:
R SEE AN nTQIﬁ pg——— [, mmol/t [, mEq/L
7 Calcium: | D\ mmol/L Dz mEq/L :]3 mg/dL
8 Alkaline phosphatase: [] Clun [Clown

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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HEART ® % RosE NODATA<XYES> qu 7

FA"'URE’“’ET_"P” (or Day of Discharge on Day 4, 5, 6)

e Subject ID: RS ""S;EWEDﬁ6$YPEbth§IIS: b o

Day 7
{or Day of Discharge on Day 4, 5, &)

1 ACE inhibitor L, No [, Yes
2 Angiotensin receptor blocker [J,No [, Yes
3 Beta blocker SEE ANNOTATION P. 6 [, No [, Yes
4 Aldosterone antagonist Ll No [, Yes
5 Hydralazine [LNe [ Yes
6 Nitrates {longaciing] [LNo [, Yes
7 Aspirin (if taken daily) [, No  [], Yes
8 Warfarin (L No [, Yes
9 Thienopyridine fticlopidine, clopidogrel) [(JyNo [, Yes
10 Alpha blocker [, Ne [, Yes
11 Digoxin [JyNo [, Yes
12 Amiodarone [J,No [, Yes
13 Other antiarrhythmic [J,No [, Yes
14 Statin [LNo [ Yes
15 Lipid lowering agent (other than statin) [J,No [, Yes
16 Calcium channel blocker [JyNo [, Yes
17 Insulin [J,No [, Yes
18 Oral diabetic agent Do No [, Yes
19 Anti-depressant [l Ne [, Yes

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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HEART ® % ROSE NODATA<XYES> DCIY 7
FA"-URENETWORK (or Day of Dlscharge on Day 4, 5, 6)

L ]
L

¥ SubjectiD: RS - _ i Subject Initials:

sife # jec '

Core Lab Biomarker-Blood Assessments

Test Date of Test N Sonsom Not Done
Done ROSEEHRE(TYPE 3)
[_], bied = Fill out Death form
[, Too sick to perform
Ty /_——/__—_ [_], Unwilling to perform test but subjectively able
Biomarkers—blood SEE ANNOTAT|ON P.1 [O=- [, Due fo oversight or technical problem

e Ds Discharged
D, Subject withdrew consent
[1., Unknown/other

Core Lab Biomarker-Urine Assessments

Not Reason Nof Done
Test te of Test
4 Peate < Done RSL’C elc oni)Ror(e-l)- PE 3)
[[], Died = Fill out Death form
Dz Too sick to perform
TTSEE?AANNQ?',A.‘}*QN P.17 [, Unwilling to perform test but subjectively able
Biomarkers—urine (0= | [[], Due to oversight or technical problem

TN [L]; Discharged
D, Subject withdrew consent
[_lge Unknown/other

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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FEIEGEE - ROSE NODATA<ZYES>
NETWORK . . .
. FORM=INDEX HosPITALIzaTIo  Index Hospitalization

L ]
. Subject ID: RS Subject Initials: _

sife # subject

Study Drug Administration

1 Was study drug administered?  STDRUG<XYESNO> RSDADMN (TYPE 1)
[J, No = If No: Reason (check only one): [_], Subject refused

[, Physician decision
SDREASON<HFDRUG> D3 Death = Complete Death form
See addition below [[4, Access complications
D% Other (specify):
[[], Yes = If Yes: Complete all questions and Study Drug Administration Log, page 21.

SDREASP <V:50>

2 Was SfUdy dI’Ug Unblmded?UNBL'ND<XYESNO>
DO No

D] Yes — If Yes: Date unblinded: _UNBLNDD}
ol o = UNBLDSP <V:100>

Reason:

3 Within the first 72 hours did the subject receive open label nesiritide or dopamine?
[J,No OPNLABL<XYESNO>
[ ], Yes = If Yes: Complete Intravenous Vasoactive Infusions form, page 23

*HFDRUG
Add: 4=Access complications

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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HEART
FAILURENETWORK
[ ]

ROSE

NODATA<ZYES>

This is arepeating page

Subject ID: RS ____

site #

Subiject Initials: _

b ¥

Index Hospitalization

Study Drug Administration Log

Record study drug infusion start and stop dates and times. Record ne
and then is restarted.

g?BFS’@EBi&e WSYIOIS?%S more than 3 hours

Start Date and Time

Infusion Rate

{cc/hour)

Stop Date and Time

Primary Reason for Stopping

{check only one)

SDAREA<RSSDRE>

Sl

ALOGNM<I:3>

day

00:00 to 2359

SDASRTTM<DATETIME>

SDARATE<F:9:

cc/hr

SDASTPDT<DATE>
—_—

yoar

SDASTPTM<DATETIMHE

L,
L
1,
O,
O,

Completed per protocol
Significant hypotension
Significant tachycardia
MD decision
Equipment access problem
(], Withdrew consent
], Death
[, Other

00:00 to

23:5¢

cc/hr

T 0000102380

], Completed per protocol
[, Significant hypotension
D3 Significant tachycardia
(], MD decision

[:Is Equipment access problem
¢ Withdrew consent

; Death

[ Jog Other

L[]

00:00 to 23:50

cc/hr

00:00 10 23:50

[:h Completed per protocol
], Significant hypotension
[, Significant tachycardia
D‘ MD decision

[ ] Equipment access problem
[, Withdrew consent

L], Death

L]
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HEART . . ROSE NODATA<ZYES>

FAILURE . . .
" ET.W° " Ophmul Diuretic Dose
¥ Subject ID: RS ___ e Subject Initials: ___ -
OPTDOSE TYPE 1
Optimal Diuretic Dose | EIIy——, ( )
1 Was subject started on optimal diuretic dose per protocol? OPNEVER<RSOPNO>

[J, No = Check only one: ~ OPTDIU<RSOPDI>
|:], Diuretics never started — Check primary reason: []1 Withdrew D3 Patient improvement {diuretics not required)
(1, Died (1. Patient condifion worsening [ og Other
I:L, Alternative dose prescribed = Date and time started: — — ALTERTM —— — —'———

day 00:00 10 22:59

Check primary reason: [ ], Hypotension [, Physician decision
[, Over divresis  [_]; SAE OPALTREA<RSALT>

OPTDIUTM [, Accidental/technical problem
[], Yes = Date and time started: — /- /
day month yoar 00:0010 23.59
2= 2 Was |V dinratic daca chanaad hatwaan Randomization and 24 Hours? OPTDOSE 2 (TYPE 4) PS
DO No OPTDIUCH<XYESNO> I
[y Yes = Check all that apply: ALL<XYES>
OPTDEC<XYES> [ ] Decreased — Check all that apply: LHRENAL DCOVDIU
I [_] significant hypotens: DCHYPO [_] Worsening renal failure DCFAIL [ 1 Over diuresis |

DCSUCCES [ ] MD decision due to treatment success || MD decision due to treatment failure  DCOTHDIU<XYES

OPTINC<XYES> [_]Increased = Check @ INPWHFE [_] Persistent or worsening heart failure [] other INCROTH<XYES>

I [] stopped = Check all that apnlv: STWRENAL STDCHG
OPTSTOP<XYES> [ significant hyp. STHYPO [ worsening renal tailure [ P._ ..., ... . charge
STSUCCES  [T] MD decision due fo treatment STACCESS ?ss problem [ peath STDEATH
STEAIL [C] MD decision due to treatment ranure ] v;:?\;ivr:—chz-r;—sem [J othe STOTHDIU
3= | 3 Was IV divretic dose changed between 24 Hours and 48 Hours?

DO No OPTIMEPT<RSOPTM>

[Lh Yes — Check all that apply: 2= RANDOMIZATION TO 24 HOURS
[ ] Decreased = Check all that apply: 3=24 HOURS TO 48 HOURS

[ significant hypotension ~ 4= 48 HOURS TO 72 HOURS (] Over diuresis

[] MD decision due to treatment success || MD decision due fo freatment failure [_] Other
[ Increased = Check all that apply: [_] Persistent or worsening heart failure  [_] Other
[[] Stopped = Check all that apply:

[ significant hypotension [] Worsening renal failure  [_] Preparing for discharge
[] MD decision due to treatment success || Access problem [ ] peath
[] MD decision due to treatment failure [ ] Withdrew consent [] other

4 Was IV divretic dose changed between 48 Hours and 72 Hours?
Do No
[} Yes = Check all that apply:
[[] Decreased = Check all that apply:
[[] significant hypotension [[] Worsening renal failure [] Over diuresis
[[] MD decision due fo treatment success  [_] MD decision due to treatment failure [_] Other
[JIncreased = Check all that apply: [_] Persistent or worsening heart failure  [_] Other
[[] Stopped = Check all that apply:

[_] significant hypotension [_] Worsening renal failure [ _] Preparing for discharge
[ ] MD decision due to treatment success || Access problem [ ] peath
[7] MD decision due to treatment failure [] Withdrew consent [] other
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HEART *°c ROSE Index Hospitalization

FAILUREN ETV\:ORK NODATA<ZYES> Medications
¥ Subject ID: RS —— ol Iilub'ed(ni_lii_ole:P_E_z)P_S

Intravenous Vasoactive Infusions

Permanent Stop Date and Time

Start Date and Time

VASODRUG<HFVASO> OR |/ if Ongoing at Discharge
VASTARDT<DATES
VASOANS<XYESNO>  ,  , VASTOPDT<PATE>
1 Dobutamine [oNo [, Yes — VASTARTM<DATETIME> | VASTOPTM<DATETIME>
1= o000t 288 T 00000259

VASOCONT<XYHS> [, Ongoing at Discharge

S ; Sy | A /S

2 Dopamine doy morth oot oy month o

2 N Yes —
(open label) LloNo L, Yes -

00.0010 22:59 00.00 o 23:50

[, Ongoing at Discharge

A ST A CeR <R | [N T | | AT
doy morth yoar day month yeoor
%3 Milrinone OyNo [, Yes —
000010228 T 00000 2850
[, Ongoing at Discharge
Y | S,/ S | /AN . S
doy orth yoor day month yoor
4=} & Nitroglycerin [J,No [, Yes =
T 000010238 000002885
[[], Ongoing at Discharge
T S, AR S e e e So S | I S (ST /| BT S
day morth yoor oy month yoor
-5 Nitroprusside [(LNo [, Yes—
T 000010228 T 0000102359
[_], Ongoing at Discharge
M R e e | R A —
66 Nesiritide doy morth yoor day morth yoer
[]o No E], Yes —

{open label)

000010 23:50 00.00 to 23:50

[[], ©Ongoing at Discharge

7 Other inotrope/ &y morth yor:r doy morth ==

OyNo [, Yes —

vasopressor

00.0010 2250 00.00 o 23:59

[[], Ongoing at Discharge
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HEART *°c ROSE Index Hospitalization

FAILURENETWORK NODATA<ZYES> y¢
V Discharge
°
¥ SubjectID: RS - Subject Initials:
site # subject #
Hospital Discharge
- ~_ DCALIVE <XYESNO> DISCHARG (TYPE 1
1 Was the subject discharged alive?
[[], No = If No: Complete Death form DISCHI?T
[L], Yes = If Yes: Date of discharge: —d‘;—/ A
Discharge to (check only one): [ ], Home
DCHGLOC<HFDCHG>

[:]2 Assisted living
[], skilled nursing facility
[, Acute care hospital
[Js Rehabilitation center

her
Lo of PROCEDUR (TYPE 4)

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

Left heart catheterization: ............. P ROLCATH<XYESNO> ............................................... Do No D, Yes

Right heart catheterization: ... PRORCATH<XYESNO> . [y No [, Yes

T R — e = B e L P ———— [Jo No [, Yes

Coronary artery bypass graft (CABG): ............] PROCABG<XYESNQ>.cccooierererraenns Do No D, Yes

Pacemaker without ICD: ........cccccccvvnrviiunnnne. PRONOICDSXYESNORZ s [ No [, Yes = If Yes:
Check only one: [], Single [], Dual  [], Biventrid@dOCPACE<HFCHBR>

JCBE:  ssmsmmomummssmsmmosamspese PROCICDSXYESNOZ ... eeessssssessssissssessss o No [, Yes = If Yes:
Check only one: D, Single D, Dual D3 Biventricular PROCEICD<HFCHBR>

Intra-aortic balloon pump placement: ............... PROIABP<XYESNO> .. [ No [, Yes

FIEREEEE smsnmsammansmRiEE PROUYLTRACKYESNG D wwereersrsssssesssnes [y No [, Yes

Dialysiss: iiuimiinaii RRODIALC XY ESMO S i usininismmm Do No D, Yes

Atrial arrhythmia ablation: ... RROBLATSXY.ESNOR...oovmmmmsmsemmsmssssssssssssssessnees [Jo No [ Yes

L] - PROCRRsXYESNQx........ Do No D, Yes

Cardioversion: ........ wiRROCARDS XY ESNOZ s [ No [, Yes

EVAD PIACONTENT  .uscsuesmmssmssnsmssssieirssmiasssimssirasosens PROLVARSXYESNQ>... SehvES Do No D, Yes = If Yes:
Date: e /! ﬂ?"I;TYADD_T ——

Heart franspl);:nf: .................................................... PROHTRAN<XYESNO> ....................... [Jo No [, Yes = If Yes:
Date: g 7 A "%!;QJ:LT/RDD;I"_ I

ThoracontOsIS ianmunmmnnmmmm R PROTHO<XYESNO> Do No D1 Yes

Paracentesis ......ccoeeirviiieiiieiiiiesriiisieis s PROPAR<XYESNQOS> s Do No LL Yes

Record all SAEs on Serious Adverse Event form.
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HEART ® % ROSE NODATA<ZYES> Day 60
i ETW°RK Study Complehon/ End of Study

e FORM=TERMINATION
. Subject ID: RS e — Subject Initials:
Study Termination/Completion
Did the subject complete the study (through Day 60)? ‘ RSTERMDT RSTERM (TYPE 1)
Do No — If No: Date of termination/last contact: e /—Aml— T
Reason for termination (check only one):
ject lost to follow-u
RSCOMPLE <xYdsiiti E RSTERMRE<HFTERM>

, Adverse event
[, Subject withdrew consent
EL Subject died = Complete Death form (termination date above should be date of death)
Dga Other (specify): RSTERMSP <V:100>

[], Yes = If Yes: Date of Day 60 phone call: —— /e ——/— ——— RS6DTDT

Endpoint/Safety Review

SAFETY (TYPE 1)

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

2 How many re-hospitalizations (excluding index hospitalization) did subject have?REHOSNUM<|'3>
_ — Record all re-hospitalization > 24 hours on Re-Hospitalization form

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

Investigator’s Signature
| have reviewed and found all the case report form data pertaining to this subject to be cc::mple%I CalNAIMR. (TYPE 4)

Principal Investigator: INVSIG <XYES> Date: ____ INVSIGDT_

Signature of investigator day month yoar
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HEART ° %, ROSE FORM= REHOSPITALIZATON

E . L] .
FAILUREN ETW° RK Re-Hospitalization
. THIS IS A REPEATING PAGE Subject Initials:

NODATA<ZYES>
Subject ID: RS

site # subject #
Hospitulization 2 24 Hours (Non-protocol)
REHOSPDT REHOSPTL (TYPE 4)
1 Admissiondate: ___ / _ _ /
day month
2 Discharge date: ﬁﬁ/ﬁR%D_C'/"E'ZTﬁ_ or [_] Remains hospitalized INREHOSP<XYES>
lay mon year
3 Primary reason for hospitalization {check only one): PRIMCAUS<HFPRIM>
Heart failure Sudden death with resuscitation Renal failure
Ll fail [, Sudden death with [, Renal fail
D2 Angina Ds Cerebral vascular accident (CVa)/stroke D32 Worsening renal function
Da Ml D., Peripheral vascular disease Daa Hyperkalemia
[, Arrial arrhythmia [ ;o Syncope [z Infection
[_]s Ventricular arrhythmia [_J,, Hypotension [ Elective non-ccutd[qc procedure
[], Chest pain [ s Elective cardiac procedure (s Other non<ardiovascular

|:|29 Other cardiovascular

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

[ Heart failure REHTFAIL [] sudden death with resuscitatiol ESUSCIT []Renal failureRERENAL
[] Angina REANGINA [ Cerebral vascular accident (cva) /strokeRECVA [C] Worsening renal functibrE WORSE
CImi REMI [_] Peripheral vascular disease REPVD [ Hyperkalemia REKALEMA
] Atrial arthythmia  REATRIAL Syncope  RESYNCOP [] infection REINFECT
[ Ventricular arrhythmigs = A R R y] Hypotension  REHYPOTN % g?;":e noz'C;@t'éEKS?\‘l’m
[ ] Chest pain RECTPAIN [ ] Elective cardiac procedure RECARDPR e ICI)?EOTNON
[ ] Other cardiovascular REOTCARD
5 Major procedures/tests/treatments (check No or Yes for procedures/tests/ireatments performecﬁlﬁi%(%ysE Esgn‘a iz honf) E 4)
e e |11 L R 4oL L T— Do No E], Yes
Right:hearticathelerization? s s Do No D, Yes
PCIE  oooovooeoeseeseeesseeee e e o2 ee e e s8Rttt 11151212t (o No [, Yes
Coronary artery bypass graft (CABG): .......ccouimiisissisissionssssssssssssensssmnsosssssssassisassiissssissises o No [, Yes
Pacemaker without ICD: ..o SEEANNOTAT|ONP24 ....................... [, No [, Yes = If Yes:
Check only one: D, Single D2 Dual D3 Biventricular
ICD:: s T s s T R I T s Do No D, Yes — If Yes:
Check only one: [:], Single l:]2 Dual D3 Biventricular
Intra-aortic balloon pump placement: ... Do No [, Yes
UltrerhilBrartions it i o S T s s G i Do No [, Yes
DHAIYSIS: oottt e Do No D, Yes
ATl GIFhYTh G GBIETIONT i i i s s i s s iR [ No [, Yes
CPRY s e e R D S ST e T s e e A Do No D, Yes
CAFIOVOFSIONS: ausvasssssssissssssassssssss o isivesssss oassss s 8V S ATa BSOS O A e s Do No D, Yes
LVAD: Plocoments: i e s s i s oo S e e Do No D, Yes — If Yes:
Date: - /—m—m— [/ e
Heart transplant: ... e Do No D, Yes — If Yes:
Date: g /—mm— /— e
T O OO O S8 s cswsoses oo ssass s 4334033 TS S ARt [l No [, Yes
L [ T ] R e e e e A T PO S e Do No D, Yes
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HEART ®° ROSE NODATA<ZYES> Unscheduled Clinic OR

®
FAILURENETWORK . o
. FORM= UNSCHEDULED Emergency Department Visit

THIS IS A REPEAT' NG PAGE Subied ID: RS — - _:Ub,-QE; — Subied Initials: = n o o

Unscheduled Clinic or Emergency Department (ED) Visit <24 Hours
UNS/CHEDT UNSCHEDL (TYPE 4)

1 Visit date:

2 Visittype: [_], Unscheduled clinic  [], Emergency department  [_], Observational unit {short sray)V|STYPE<HFTYPE>

3  Was this visit related to heart failure? HFVISIT<XYESNO>
[ ], No DECOMPHF<XYESNO>
[ ], Yes — Were there signs or symptoms indicating decompensated heart failure: [ |, No [ ], Yes
Did subject receive IV treatment for heart failure: Do No D1 Yes IVFORHF<XYESNO>
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HEART ..o ROSE NODATA<ZYES>

FAILURENETWORK Death
. FORM=DEATH FORM €a
g SubjectD: RS ___ - Subject Initials:
site # subject #
DEATHLOC<HFLOCA>
1 Location of death (check only one): D] Inpatient/ER  [_], Outpatient DEATHPAG (TYPE 1)
2 Dateand time of death: __ / — /_DEATHDT __DEATHTM
ay monf! year 00:00 10 23:59
3 Cause of death (check only one):
DEATHCAU<HFDEAT>

[, Heart failure/pump failure
[_], Sudden death

[, Myocardial infarction

[], Cardiac procedure

Ds Other cardiac

Do Cerebral vascular accident (CVA)/stroke
[], Renal

[ Other non<ardiac

[, Unknown

Investigator’s Signature

SIGNATUR (TYPE 4)

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

SEE ANNOTATION P.25

Principal Investigator: Dates. .. & - - g o .. o
Signature of investigator day month year

Submit HFN EE form to DCRI for any death
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HEART ..o ROSE NODATA<ZYES>

FAILURENETWORK 6 M
onth Follow-u
. > FORM=6 MONTH FOLLOW UP p
. Subject ID: RS __ ™ i Subject Initials: ___
Status of subject at 6 month follow-up: FUBMSTASRSFUP= FUGMON (TYPE 1)
D1 Alive = Date of last contact: 47 ——— " - —— FULSTCDT<DATE>
[], Dead = Date of death: —

[ 14 Unknown/unable to contact

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.

SEE ANNOTATION P.25

Principal Investigator: Date: ____/ 7
Signature of investigator

WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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If HEFNCODE 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

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 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

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 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

25= | Paroxysmal arrhythmia
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27= | Sinoatrial block

28= | Sinus bradycardia
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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 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

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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