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

oo PROTOCOL=HFN_RELAX
= NODATA<ZYE
HEART o REI.AXSTUDYBOOK:DATA_FORMS evES”

[ ]
-t SubjedtID: RX __ - Subjed Initials: ﬁllALS
NOTE: Enrollment- see below oy subject B
Demographics
1 Dotootbinh /. ,__ DOBDT 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> ELIGIBLE (TYPE 1)
[, No = If No: Inclusion criteria not met: # # L H#
Exclusion criteria present: # H# , # EXCL1<I:3> EXCL2<I:3>  EXCL3<I:3>

Was a waiver granted for all of the above exceptions?

ELIGCRIT<XYESNO>\jO No WAIVER <XYESNO>

(], Yes
D1 Yes

Enroll panel will contain:

SUBJNO: derived from ‘RX’lIl INVSITE Il ‘~’lIl PATID
INITIALS V:3

RANDTM<DATETIME>

RANDDT<DATE>

RXAFIB<XYESNO> (Atrial fibrillation subject)
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HEART . . REl Ax NODATA<ZYES>

.
FA".URENETWORK Basellne
)
o ® Subject ID: RX W —— Subjedt Inifials:
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?
[Jo No ISCHEMIC<XYESNO>
[, Yes = If Yes: Specify (check all that apply):
[_] Angina pectoris: ANGINA<XYES>
MIDT
MI<XYES> [ ] Myocardial infarction (Mi) = Date of most recent: i o —/— s
TCATHDT
LTCATH<XYES>] Left heart catheterization before randomization = Date of most recent: = —|7———|_}— e
tll\/lSi()ZYES;> Vessels with > 70% stenosis {check all that apply):
LCX<XYES> Ow [Jwo [Jiwcx  [JrcARCA<XYES>
; A ; PTCIDT
PTCI<XYES> || Percutaneous transluminal coronary intervention (Pfci) = Date of mo(_E,KIOBCCOSnlsT_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?
[JoNo  NONISCH<XYESNO>
D, Yes — If Yes: Specify contributors (check all that apply):
[] Aleoholic ALCOHOLC<XYES>
[ ] Cytotoxic drug therapy CYTOTOXC<XYES>
[ Familial FAMILIAL<XYES>
HYPERTEN<XYES>

] Hypertensive

[ ] 1diopathic dilated cardiomyopathy DILATED<XYES>

RESTRICT<XYES>

[ ] 1diopathic restricti di th
iopathic restrictive cardiomyopathy PERIPAR<XYES>

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

OTHCONT<XYES> OTHCONSP<V:50>
["] Other/uncertain (specify):

WHITE and YELLOW-Duke Clinical Research Institute * PINK—retain at site
HFN_RELAX_Y2.0_07 MAY 2009 2009 DCRI — Confidential CRF, page 2

HFN_RELAX V.2.2_16Jul2009



HEART ... REI.AX NODATA<ZYES>

FAILURENETwORK A
v Baseline
°
o ® SubjedtID: RX - Subjedt Inifials:
site # subject #
Clinical History (continved)
Does the subject have a documented history of any of the following? MEDHIST2 (TYPE1)
7 Valvular heart disease:
I:]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
8 Hypertension: HYPRTESN<XYESNqE]0 No :J‘;;IS\DU“U,XHIjxuyr‘E\;;Hur\our‘U’ T e
9 TIA:  TIA<XYESNO> [yNo [, Yes
10 Stroke:  STROKE<XYESNO> [lyNo [, 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> LNo [ 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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HEART ® .. REL Ax NODATA<ZYES>

FAILURENETwWORK i
d Baseline
L ]
. SubjectID: RX __ -~ SubjectInifials:
sife # subject #
ECG (Record results of ECG closest to time of randomization.)
1 Datee __ /_ECGDT/ OR [_] Not done ECG (TYPE 1)
ECGHRATE<|:3> ™mnth s ECGNOTDN<XYES>
2 Rate: ________ bpm
3 Rhythm (check only one): [, Sinus bradycardia [, Normal sinus rhythm [, Sinus tachycardia
Da Atrial fibrillation/flutter D93 Other ECGRHYTH<HFECGR>
4  Are there two or more paced beats? [ |, No [ ], Yes ECGPACED<XYESNO>
5 QRSdurafion: ______ msec OR [INotdone ECGQRSND<XYES>
ECGQRS<I:3>
Clinical Assessment
Assessment D"d Provide Details
o HRATES3> ASSESSMT(TYPE 3)
1 Heart rate sitting or resting): HRNOTDN<XYE S>D o bpm
2 Blood pressure {sitting or res:.'ngJ:BPNOTDN<XYE S>D ﬁ)i_:?:l/si FBTE:ELAﬂm%G
3 SpO,: SPONOTDN<XYES>| []] _§E)§il "_,;:,>
4 Height: HTNOTDN<XYEST [ | oont <983 0 o o HTUNITS<XHGTU>
5 Weight WTNOTDN<XYES>| — | WECHT=FESL )\ wriunims<xweTu
JVFP<HFJVF>
6 Jugular venous pressure r?vgﬂ8¥BN<XYES> [] D, < 8:;-2. ,E’ IBI-'_Iiir? B D3 13-16 cm Da > 16 cm
RALES<HFRALE>
7 Rales {check only one): RASNOTDN<XYES$> [] | [yNene [J<18 [ 1B-28 [J,>28
&
8 53 auscultation: AUSNOTDN<XYES> — | No [J,¥es AUSCULTN<XYESNO>
9 Hepatomegaly: HEPNOTDN<XYES? 7] [CoNo [, Yes HEPATOM<XYESNO>
10 Ascites: ASCNOTDN<XYES» H [oNo [, Yes ASCITES<XYESNO>
PEREDENVA<HFEDEM>
11 Peripheral edema {check only me)}?EDNOTDN<>< YEﬁ Do None D] Trace DQ Moderate D3 Severe
12 Current NYHA heart failure classification
fcheck only one}: NYNOTDN<XYES>» L] Cho Dhw D D NYHA<XKCLAS>
[ ], None [, Three or more pillows
13 Orthopnea (check only one): ORTNOTDN<XYES> [ [, ©ne pillow (10 em) [, Not evaluable
[, ™wo pillows (20 cm) ORTHPNEA<HFORTH>
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HEART ° % REL Ax NODATA<ZYES>

18=| 18 BNP: | Oape/mt [yngn

FAILUREN ETWORK Baseline
. * Subject ID: RX — i e Subject Initials:
abs
| ARAAQ%T:%IL‘&“I;I AB> ot LABV:“LI:’E<F:9:3:"“’ LABS(TYPE 4)PS
191 sodivm: L ABND<XYESS 3, mmol/t. [, mEq/t FABUNIT<HFLABU>
2- 2 Potassium: ] [, mmol/L [, mEq/L
5] 3 BUN/Urea: H O mmelar [T, mgrdL
4=| 4 Bicarbonate: ] Oy mmelr [, mEg/L
54 5 Creatinine: ] o Lymgpde [ pmolst
6= 6 Magnesium: ] o hymmolt [y mEg/L [y mg/dl
7- 7 Glucose: ] | Oy mmolt [, mgrdL
8= 8 Total cholesterol: ] - D, mmol/L Da mg/dL
9 9 Ast/sGom: ] [ Osun Oywn
10=| 10 ALT/SGPT: H | Oyun Oown
11= | 1 Alkaline phosphatase: ] _ [ Oua L, won
12=| 12 Total bilirubin: ] o mggd [ pmolst
13= | 13 Albumin: O | Lhgd o
14— | 14 Hemoglobin (Hgb): ] | Ogd et [, mmolt
15=| 15 WBC: H | Orwori0t/mmt [ /mm?
16= 16 Lymphocyte %: ] e L], %
17= ] 17 Red cell distribution (RDW): m Oy %
L]
L]

19=| 19 NT-pro-BNP: . _ | Uppe/mt [y ngnt
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HEART °*° RELAX

FAILURENE TV\:O RK NODATA<XYES> Baseline

®
o ® Subject ID: RX

Medications Medications prior to Randomization

HEMEDS<HFHEMD> MEDRAND<XYESNO> | *H 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 Nitm'e?'\(ﬁn?::fng);mnndn i datehden @0 No* [], Yes Eo No [, Yes Dw Unknown

7 AspirinZf:;x;:(;o::;rmww A [ JoNo* [, Yes [JoNo []; Yes [ Jo Unknown

84 8 Wwarfarin [JoNo* [, Yes [JoNo [];Yes [ o Unknown

9o Thienopyridine {iiclopidine, clopidogrel) Do No D, Yes
104 10 Alpha blocker! D, No [, Yes S“tJEP'ffAEiS
115 11 Digoxin [JoNo [, Yes lBII_SUC\JI-’|-\|<|\I|5,
12= 12 Amiodarone Do No D, Yes MEDDSEE
13| 13 Other antiarrhythmic Do No D, Yes
145 14 Statin [,No [, Yes
153 15 Lipid lowering agent (other than stctin} [hNo [, 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

Medication DIURANS<HFRESP> Average Total Daily Dose Units

1=17 Di-ltLJJrMEmDi e<HFD|UR> [loNo [, Yes — DIURDOSE<F:9:3> mg
5—| 2 Torsemide [JoNo [, Yes —%?SS — mg
3= 3 Bumetanide [JoNo [, Yes %352:321\”} s mg
4= 1 4 Metolazone Do No D, Yes, daily D3 Yes, PRN — — 2 mg
5=| 5 Hc1z [JoNo [, Yes, daily [ ], Yes, PRN = R — mg

6=CHI INoHDWédl {8 HREE B ESS)
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HEART ® %

FAILURENETWORK
L ]

RELAX

. Subject ID: RX

NODATA<ZYES> Baseline

B Subijedt Initials:

# REEXCORE (1YPE 4)PS
Core Lab Assessments

Test Date and Time of Test OR Check if Not Done Reason Nol Done (check only one)

CPX (cardio-pulmonary
exercise fesf)
(screening accepfable

if done per protocol)

I OR [] Not done —

day

—

menth

year

SEE ANNOTATION P.24
; SUPPRESS
- wwezs  ]1=PEAK SILDENAFIL LEVEL

[ ], bied = Fill out Death form

[], Too sick o perform

Ds Unwilling fo perform test but
subjectively able

[, Due to oversight or technical
problem

Dw Unknown

Echocardiography

OR |_] Not done —

000010225

[, Died = Fill out Death form

Dz Too sick to perform

[, Unwilling to perform test but
subjectively able

[, Due to oversight or technical
problem

Cardiac MRI

el

day

N R

month yoar

OR [ | Not done =

0000102350

DW Unknown

D, Died = Fill out Death form

Dz Too sick to perform

Ds Unwilling fo perform test but
subjectively able

[, Due to oversight or technical
problem

[, Atrial fibrillation subject or
implanted device

[ oo Unknown

Biomarkers—blood

OR [ Not done —

0000 te 23: 50

[ ], Died = Fill out Death form

D2 Too sick fo perform

D; Unwilling fo perform test but
subjectively able

[ 1, Due to oversight or technical
problem

[ Jse Unknown

HFN_RELAX_V2.0_07 MAY 2009
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o0
F.AHIEGEEN ETW ; RK REle NODATA<ZYES>
L ]

. Subjedt ID: RX ___

Baseline

Minnesota Living with Heart Failure Questionnaire®

Instructions: These questions ask how much your heart failure [heart condition) affected your life during the last month (4

weeks). After each question, circle the O, 1, 2, 3, 4 or 5 to show how much your life was affected. If a question does not apply

to you, circle the 0 after that question.

MLWHF<HFMLWH> MLWHFANS<HFMLHF>

Did your heart failure prevent you from living Very Very

as you wanted during the past month {4 weeks) by: Ne LitHe > much
1=11 Causing swelling in your ankles, legs, etc.? 0=0 1=1 2=2 3=3 4=4 5=5
2=| 2 Making you sit or lie down to rest during the day? 0 1 2 3 4 5
3=|3 Making your walking about or climbing stairs difficult? 0 1 2 3 4 5
4=| 4 Making your working around the house or yard difficult? 0 1 2 3 4 5
5= 5 Making your going places away from home difficult? 0 1 2 3 4 5
6=| 6 Making it difficult for you to sleep well at night? 0 1 2 3 4 5
=17 Ma king your relating to or doing things with your friends or family difficult? 0 1 2 3 4 5
8=| 8 Making your working to earn a living difficult? 0 1 2 3 4 5
9= 9 Making your recreational pastimes, sports or hobbies difficult? 0 1 2 3 4 5
10=| 10 Making your sexual activities difficult? 0 1 2 3 4 5
11=| 11 Making you eat less of the foods you like? 0 1 2 3 4 5
12= 12 Making you short of breath? 0 1 2 3 4 5
13=| 13 Making you tired, fatigued, or low on energy? 0 1 2 3 4 5
14=) 14 Making you stay in a hospital? 0 1 2 3 4 5
15=| 15 Costing you money for medical care? 0 1 2 3 4 5
16=| 16 Giving you side effects from treatments? 0 1 2 3 4 5
17= 17 Making you feel you are a burden to your family or friends? 0 1 2 3 4 5
18=| 18 Making you feel a loss of self-control in your life? 0 1 2 3 4 5
19= 19 Making you worry? 0 1 2 3 4 5
20- 20 Making it difficult for you to concentrate or remember things? 0 1 2 3 4 5
21=| 21 Making you feel depressed? 0 1 2 3 4 5

© 1986 Regents of the University of Minnesota. All rights reserved. Do not copy or reproduce without permission. LIVING WITH HEART FAILURE® is a registered trademark
of the Regents of the University of Minnesota,
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HEART *%

FAILURENETWORK
L ]

RELAX

Subject ID: RX
subject #

NODATA<ZYES>

Baseline

Subject Initials:

6-Minute Walk Test smwr)

WALKTEST (TYPE 4)
1 Was walk performed?
(], No = Specify reason (check only one): [, Died = Fill out Death form
WALK<XYESNO> [_1, Too sick to perform WEKNDSHFNOWL=
[, Unwilling to perform test but subjectively able
[, Not done due to oversight
Ds Cannot walk for technical reasons (e.g., amputee, orthopedic)
[, Neurological reasons
[ o Unknown
[ ], Yes = If Yes: Complete below.
WALKDT
2 Date of assessment: —da’—/— momh—/——)w—
3 Pre- and post-walk data:
Heart Rate Blood Pressure
PREBPSYS<I|:3>
PREHRATE<I:3> PREBPDIA<I:3>
Pre-walk o bpm _W;c_/_molac_ mmHg
<:3> , PSTBPDIA<I:3>
Post-walk PSTI‘JBATE<|Z3i_ bpm PSTBPS—YSF,LE— — Famic— mmHg
4 Distance walked: meters \WLKDIST<[:3>
5 Did the subject complete the 6-minute walk? WLKMIN<I:3>  WLKSEC<|:3>
[_lo No = If No: Duration of walk: e Ao
[J, Yes WLKCOMPL<XYESNO>
6 Did the subject experience any of the following symptoms (check alf that apply):
[ INone WLKNONE<XYES>
[ ]Angina  WLKANGIN<XYES>
L] Lightheadedness WLKLGTHD<XYES>
[Jsyncope  \y| KSYNCP<XYES>
[IDysprea  \y| KDYSPN<XYES>
[ Fatigue WLKFATIG<XYES>
[] Chest pain \WLKCHTPN<XYES>
] Leg or joint pain WLKLEGPN<XYES>
Dlnstobilily WLKINSTA<XYES>
[ ] Other (specify): _ WLKOTH<XYES> WLKOTHSP<V:100>

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

HFN_RELAX_V2.0_07 MAY 2009 2009 DCRI — Confidential

HFN_RELAX V.2.2_16Jul2009

CRF, page 9



( N
FAHIEGII§EN ETW ; RK REle NODATA<ZYES>

Baseline

Subject Initials:

. ¥ Subject ID: RX

Initial Study Drug Administration

Was study drug initial dose (20 mg) administered? ISDADMIN (TYPE 1
[, No = If No: Specify reason (check only one): |SDREASN<RXREAS> ( )

[ ], Subject withdrew consent

|STDRUG<XYE$ﬁ9&D decision
[; Other INITSTDT ~ INITSTTM
[, Yes = If Yes: Date and time: —l— i g B

Study Drug Dosing Changes (since safety vitals drawn)

Was study drug dose adjusted/discontinved? SDADJUST<XYESNO> SDACHG (TYPE 3)

Do No

[ ], Yes = Record on Study Drug Dose Adjustment Log

* Record study drug dispensing information on Study Drug Accountability Log
* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form
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HEART °®° REle 1=sUBJECT DISCHARGED  Wee
° 2=SUBJECT WITHDREW
FAILEARREL:‘(%Temva&( Hide until p.23 WEEK24) 3=SUBJECT DIED Phone Call
2 P 4=MISSED VISIT

*Please insert panel AMEND2 before STATUS bied I§R¥yFHER - — Subject Inifials:

Subject Status

Was assessment performed? EVALUTE<XYESNO> SEBJSTAE:*FTSUBBJ;E STATUS(TYPE 3
[ ] No = If No: Reason: [ ], Subject withdrew [ |, Subiectdie? E&%I%er s;%a{y: o STATUSSP
D1 Yes — If Yes: Assessment date and time: _JU_EWK_ = _oﬁr.%ééN"TM <V:50>

S"Udy Drug Dosing Chunges {stopped, changed, started since previous recorded visit)

Was study drug dose adjusted/discontinued?
O, N):a 9 I SEE ANNOTATION P.10 SDACHG (TYPE 3)

[ ], Yes = Record on Study Drug Dose Adjustment Log

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

AMEND? is in Database only
Not on CRF

* Data Entry: Is the page being entered under Amendment 27?
NO AMENDMT2<XYESNO>
YES

* AMEND2 (TYPE 4)
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This page is included in this document
to show CRF Version 1.0_14Aug2008.
Clinical Assessment data was collected
under that version.

FORM=WEEK1 <HFSUBJ>

NODATA<ZYES>
1=SUBJECT DISCHARGED
2=SUBJECT WITHDREW
3=SUBJECT DIED
4=MISSED VISIT

Week 1

Subject Initials:

Subject IGRIGTHER — - ke

Subject Status

Was assessment performed? EVALUTE<XYESNO> SEBJSTAEEEEI'SXIECJ)?/E
Do No — If No: Reason: D2 Subject withdrew D3 Subject die? Eﬁi%t er {specily):

D, Yes = If Yes: Assessment date and time: _dq,_E’(/A';ﬁ):F Jis e — —EVMALTM

000010 23.59

STATUS(TYPE 3

STATUSSP
<V:50>

Clinical Assessment

Not
Done

SEE ANNOTATION P.4

NOTE[ Questionbro suppress
SEE BELQW. *

Provide Details
ASSESSMT(TYPE 3)

Assessment

1 Heart rate {sitting or resting):

mmHg

2 Blood pressure (sitting or resting}: ] e T

3 Weight: O | —ees [ ks

S"Udy Drug Dosing Changes (stopped, changed, started since previous recorded visit)

Was study drug dose adjusted/discontinued?

[ ], No SEE ANNOTATION P.10
[, Yes = Record on Study Drug Dose Adjustment Log

SDACHG (TYPE 3)

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Eventis
Report form

*SUPPRESS

3.5P02

4 HEIGHT

6.JUGULAR VENOUS PRESSURE
7.RALES

8.S3

9.HEPATOMEGALY
10.ASCITES
11.PERIPHERAL EDEMA
12.CURRENT NYHA
13.0RTHOPNEA
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NODATA<ZYES>

HEART ° %6 REI.AX FORM=WEEK3

FAILURENETwWORK Week 3
* : s
Please insert panel AMEND2 before STATUS = SbiectiD: RX _____-__ . Sbjectlnifiols: ______
Subject Status
Was assessment performed? SEE ANNOTATION P. 11 STATUS (TYPE 3)

Do No — If No: Reason: E2 Subject withdrew Da Subiject died D% Other (specify):

[, Yes = If Yes: Assessment date and time: —_—

Clinical Assessment

Assessment I)No:'e Provide Details
SEE ANNOTATION P.10
1 Heart rate fsitting or resting): ] e ___bpm ASSESSMT(TYPE 3)
2 Blood pressure {sitting or resting): ] — S +e— ™mHg
3 Weight: ] o _ O Ok

SfUdY Drug DOSiI‘Ig Changes (stopped, changed, started since previous recorded visit)

Was study drug dose adjusted/discontinued?
[, No SEE ANNOTATION P. 11 SDACHG (TYPE 3)

[, Yes = Record on Study Drug Dose Adjustment Log

Assessment Not Done Valve Units
CEE AMMATATIAN- D= LABS (TYPE A\PS
OCCE AININUTATIVINTL.O =Yoo (e

Creatinine SUPPRESS ALL EXEI}EPT 5=CREATININE [y mgzdL [, umol/L

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

AMEND? is in Database only
Not on CRF

. * AMEND2 (TYPE 4)
* Data Entry: Is the page being entered under Amendment 27?

NO AMENDMT2<XYESNO>
YES

WHITE and YELLOW—-Duke Clinical Research Institute * PINK—retain at site
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This page is included in this document NODATA<ZYES> WQek 3
to show CRF Version 1.0_14Aug2008.

Clinical Assessment Data and LABS Phone ca"
were not collected under that version.

Subjed ID: RX _ Subject Initials:

T site # subject #
Was assessment performed? SEE ANNOTATION P. 11 STATUS (TYPE 3)
[l No = If No: Reason: [ |, Subject withdrew ||, Subjectdied [ _l,g Other specify):
D Yes — If Yes: Assessment date and time: — —/ /.

day month year 00 Of}r 2. &9

S"Udy DI"Ug Dosing Changes (stopped, changed, started since previous recorded visit)

Was study drug dose adjusted/discontinued? SDACHG (TYPE 3)
[Jy No SEE ANNOTATION P. 10

[, Yes = Record on Study Drug Dose Adjustment Log

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

WHITE and YELLOW=Duke Clinical Research Institute = PINK—retain at site
HFN_RELAX_V1.0_14 AUG 2008 2008 DCRI — Confidential CRF, page 12
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FORM=WEEK4

HEART &} .. REle NODATA<ZYES>

FAILURENETWORK Week 4

*Please insert panel AMEND2 before STATUS bletD: RX ____-__ . Sublectiniich: ______

This page is a placeholder for subjects under Protocol Amendment 2.

Panels STATUS, ASSESSMT,SDACHG,LABS are available for entry
For subject through Amendment 1
For subjects in Amendment2 enter ‘Yes’ for NO DATA and ‘Yes’ to AMENDMT2

* Data Entry: Is the page being entered under Amendment 2°? * AMEND2 (TYPE 4)
NO AMENDMT2<XYESNO>
YES

WHITE and YELLOW-Duke Clinical Research Institute * PINK—retain at site
HFN_RELAX_Y2.0_07 MAY 2009 2009 DCRI — Confidential CRF, page 13
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This page is included in this document

to show CRF Version 1.0_14Aug2008.
| Subject STATUS, Clinical Assessment

Data, Study Drug Dosing Changes and week 4

LABS were collected under that Subject ID: RX ___

version.

Subject Status

Was assessment performed? SEE ANNOTATION P. 11 STATUS (TYPE 3)
[ ], No = If No: Reason: [_], Subject withdrew [, Subject died  [_log Other fspeciy):

D, Yes = If Yes: Assessment date and time: — —/— /.

Subject Initials:

sife # K ;rg;:ft #

Clinical Assessment

| \L\.
2

Assessment SEk MQTAT@N P.10 Provide Details
| ASSESSMT(TYPE 3)
1 Heart rate (sitting or resting): ] o _bpm
2 Blood pressure (sitting or resting}: ] S - o mmHg
3 Weight: ] SR P Dl b Dz kg

SfUdY Drug Dosing Changes (stopped, changed, started since previous recorded visit)

SDACHG (TYPE 3)

Was study drug dose adjusted/discontinued?
[ JoNo SEE ANNOTATION P. 11

[ ], Yes = Record on Study Drug Dose Adjustment Log

Assessment Not Done Valve Units
TIAN-D O LABS (TVDIZ A)DS

=\ — =1

Qe ANNMNMOTF
O AININOT NT I

AT
Creatinine SUPPRESS ALL EXEF]—PT 5=CREATININE [lymg/zdL [, pmol/L

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Evenis
Report form

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
HFN_RELAX_V1.0_14 AUG 2008 2008 DCRI — Confidential CRF, page 13

HFN_RELAX V.2.2_16Jul2009



HEART ° %, REleFORM:WEEKS nopata<zves>  Week 8

FAILURENETWORK Phone Call
e
K = Subject ID: RX g Subject Initials:
Subject Status
Was assessment performed? STATUS(TYPE 3)

Do No — If No: Reason: Dlz Subject withdrew ma Subiject died Doe Other (specify):

SEE ANNOTATION P. 11

D1 Yes = If Yes: Assessment date and time: -~~~/ =" /= "~ —

SfUdy Drug Dosing Chunges (stopped, changed, started since previous recorded visit)

Was study drug dose adjusted/discontinued? SDACHG (TYPE 3)

Do No

[ ], Yes = Record on Study Drug Dose Adjustment Log

SEE ANNOTATION P.10

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

WHITE and YELLOW-Duke Clinical Research Institute * PINK—retain at site
HFN_RELAX_Y2.0_07 MAY 2009 2009 DCRI — Confidential CRF, page 14
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NODATA<ZYES>

Week 12

Subject Initials:

HEART *%

FORM=WEEK12
FAILURENETWORK
[ ]

RELAX

. ¥ Subject ID: RX

'
@
S,
\

Subject Status
STATUS(TYPE 3)

Was assessment performed?
Do No — If No: Reason: Dlz Subject withdrew

SEE ANNOTATION P.11
Da Subiject died Doe Other (specify):

[ ], Yes = If Yes: Assessment date and time: —f

00:00 to 23:59

Pre CPX Dose

1 Record date and time of study drug just prior to CPX (dose noted is closest and prior to the CPX and blood draws):

___CPXDT, ~ CPXTM CPXDOSE(TYPE 3)
doy month yoor 00:00 to 23:59

2 D PRECPXDS<I:3>

ose: mg
Clinical Assessment

Assessment DN:' Provide Details
ne ASSESSMT(TYPE3)

1 Heartrate {sitting or resting}: SEE A{%\IO rﬂlg\li]b%m
2 Blood pressure {sitting or resting): ] — i — wi— mmHg
3 Weight: ] o u1 b [_32 kg

LABS (TYPE 4)PS

Assessment Valve

croatinis SEE ANNOTATION P.5 - -
reatinine ¢ )bpRESS ALL EXCERTS5=QREATININE— | Jsme/dL [ ]gumol/L

Core Lab Assessments

|Not Done \ Units

Test Date and Time of Test OR Check if Not Done Reason Not Done (check only one)

RECXCORE(TYPE 4)PS
||, Died = Fill out Death form
E]z Too sick to perform

Peak sildenafil level

ﬁay_/“_‘m?ﬁh_'/_‘_rﬁ_ OR[_] Not done —

CPX (cardio-pulmonary

exercise fesf)

SEE ANNOTATION P.24
SUPPRESS
~3%EGHOCARDIOGRAPHY
4=CARDIAC MRI
5=BIOMARKERS-BLOOD

S /(S

month

OR [ | Not done =

year

(], Unwilling to perform test but
subjectively able

[_], Due to oversight or technical problem

(o Unknown

51 Died = Fill out Death form

Dz Too sick to perform

(], Unwilling to perform test but
subjectively able

(], Due to oversight or technical problem

[ lge Unknown

HFN_RELAX_Y2.0_07 MAY 2009

WHITE and YELLOW-Duke Clinical Research Institute * PINK—retain at site
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HEART °* %
FAILURENETWORK
[ ]

RELAX

Subject ID: RX ___

NODATA<ZYES>

Week 12

ject Initials:

i HMEDS(TYPE 4)PS —

1= | 1 ACEinhibitor HEFMEDS<HFHFMD> MEDSANSE ;No [, Yes
o 2 Angiotensin receptor blocker <XYI:bNLﬁ° No :I, Yes
33 3 Beta blocker SUPPRESS: [yNo [, Yes
43 4 Aldosterone antagonist :\D/llESI(D:Eﬁ:\IIDD [JoNo [, Yes
5% 5 Hydralazine MEBE{S‘S\E;T [JyNo [, Yes
63 6 Nitrates (long-acting) (confraindicated unless off study drug) [JyNo [, Yes
3 7 Aspirin (if taken daily) [JyNo [, Yes
8= | 8 warfarin [ loNo [, Yes
9 @ Thienopyridine [ticlopidine, clopidogrel) [JeNo [, Yes
109 10 Alpha blocker (contraindicated unless off study drug) [JyNo [, Yes
114 11 Digoxin [JoNo [, Yes
12 12 Amiodarone Do No j, Yes
135 13 Other antiarrhythmic Do No j, Yes
144 | 14 Statin Do No 31 Yes
154 | 15 Lipid lowering agent {other than statin) [JyNo [, Yes
16 16 Calcium channel blocker [JyNo [, Yes
174 17 Insulin [JoNo [, Yes
184 18 Oral diabetic agent LloNo [, Yes
199 19 Antidepressant [JyNo [, Yes
Medication R P Average Total Daily Dose Units
1 Furosemide T IEI]\;II:or .Uml Yes — DEEC(TYP i 4)HI1Z;JS
2 Torsemide LloNo [, Yes — —_— mg
3 Bumetanide Do No D; Yes — . mg
4 Metolazone ClyNe [, Yes, daily  [], Yes, PRN — N mg
5 HCTZ [JoNo [, Yes, daily [ ], Yes, PRN = - mg
WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
HFN_RELAX_V2.0_0F MAY 2009 2009 DCRI — Confidential CRF, page 16
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NODATA<ZYES>

Heart * % RELAX

FAILURENETwoORK Week 12

-t Subjedt ID: RX ___ Subject Initials:

ste#  subject#

Minnesota Living with Heart Failure Questionnaire®

Instructions: These questions ask how much your heart failure [heart condition) affected your life during the last month (4

weeks). After each question, circle the O, 1, 2, 3, 4 or 5 to show how much your life was affected. If a question does not apply

to you, circle the 0 after that question. SEE ANNOTATION P.8 MLHFQ (TYPE 4)PS

Did your heart failure prevent you from living

as you wanted during the past month {4 weeks) by: Neo E:uﬂ - ;::lY'
1 Causing swelling in your ankles, legs, etc.? 0 1 2 3 4 5
2 Making you sit or lie down to rest during the day? 0 1 2 3 4 5
3 Making your walking about or climbing stairs difficult? 0 1 2 3 4 5
4 Making your working around the house or yard difficult? 0 1 2 3 4 5
5 Making your going places away from home difficuli? 0 1 2 3 4 5
6 Making it difficult for you to sleep well at night? 0 1 2 3 4 5
7 Making your relating to or doing things with your friends or family difficult? 0 1 2 3 4 5
8 Making your working to earn a living difficult? 0 1 2 3 4 5
9 Making your recreational pastimes, sports or hobbies difficult? 0 1 2 3 4 5
10 Making your sexual activities difficult? 0 1 2 3 4 5
11 Making you eat less of the foods you like? 0 1 2 3 4 5
12 Making you short of breath? 0 1 2 3 4 5
13 Making you tired, fatigued, or low on energy? 0 1 2 3 4 5
14 Making you stay in a hospital? 0 1 2 3 4 5
15 Costing you money for medical care? 0 1 2 3 4 5
16 Giving you side effects from treatments? 0 1 2 3 4 5
17 Making you feel you are a burden to your family or friends? 0 1 2 3 4 5

| 18 Making you feel a loss of self-control in your life? 0 1 2 3 4 5

19 Making you worry? 0 1 2 3 4 5
20 Making it difficult for you to concentrate or remember things? 0 1 2 3 4 5
21 Making you feel depressed? 0 1 2 3 4 5

© 1986 Regents of the University of Minnesota. All rights reserved. Do not copy or reproduce without permission. LIVING WITH HEART FAILURE® is a registered trademark
of the Regents of the University of Minnesota,

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

HEART °*° RELAX

FAILURENETWORK
NETY Week 12
o
o ® SubjetID: RX - SubjecInitials:
site # subject #
6-Minute Walk Test smwr)
1 Was walk performed? SEE ANNOTATION P.9 WALKTEST (TYPE 4)

(], No = Specify reason (check only one): [, Died = Fill out Death form
[_1, Too sick to perform
[, Unwilling to perform test but subjectively able
D4 Not done due to oversight
Ds Cannot walk for technical reasons (e.g., amputee, orthopedic)
[, Neurological reasons

[ o Unknown
[, Yes = If Yes: Complete below.
2 Date of assessment: —;— fees — fi=s —
3 Pre- and post-walk data:
Heart Rate Blood Pressure
Pre-walk . bpm ke Gk mmHg
Post-walk __ bpm st~ T WimHg

4 Distance walked: meters

5 Did the subject complete the 6-minute walk?
[Jo No = If No: Duration of walk:

D1 Yes

6 Did the subject experience any of the following symptoms (check alf that apply):
D None
[ ] Angina
[ ] Lightheadedness
] Syncope
D Dyspnea
D Fatigue
D Chest pain
] Leg or joint pain
D Instability
[ Other (specify):

minutes seconds

WHITE and YELLOW-Duke Clinical Research Institute * PINK—retain at site
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| N ] NODATA<ZYES>
FAHIEGII§EN ETV\:;RK REle Week 12

o ® Subject ID: RX Subjedt Inifials:

Study Drug Escalation

ESCALATN (TYPE 3)
Was study drug escalated dose (60 mg) administered?
[, No = If No: Specify reason (check only one): [ |, Subject withdrew consent

SDESCAL<XYESNO> [ ], MD deCISIOI"\ ESCALREA<RXREASS>
D3 Other (specify):
[ ], Yes = Record on Study Drug Dose Adjustment Log ESCALSP<V:100>

Study Drug Dosing Changes (after safety vitals)

SDACHG (TYPE 3
Was study drug dose adjusted/discontinved? SEE ANNOTATION P.10 ( )

Do No

[ ], Yes = Record on Study Drug Dose Adjustment Log

* Record study drug dispensing information on Study Drug Accountability Log
* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

WHITE and YELLOW—-Duke Clinical Research Institute * PINK—retain at site
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o0 NODATA<ZYES> Week 13
HEART © FORM=WEEK13
FAILURENETwORK REle Phone Call

*Please insert panel AMEND2 before STATUS sbiediD:RX ______-__ . Sbjectiniiols: ___ __

Subject Status

STATUS(TYPE 3)
Was assessment performed? SEE ANNOTATION P.11

Do No — If No: Reason: D2 Subject withdrew mg Subject died D% Other {specify):

D1 Yes — If Yes: Assessment date and time: — —/—___/

doy marth yoor 00:00 fo 2359

SfUdY Drug Dosing Changes {stopped, changed, started since previous recorded visit)
SDACHG (TYPE 3)

Was study drug dose adjusted/discontinued?
[, No SEE ANNOTATION P.10

[ ], Yes = Record on Study Drug Dose Adjustment Log

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

AMEND? is in Database only
Not on CRF

* Data Entry: Is the page being entered under Amendment 2°? * AMEND2 (TYPE 4)
NO AMENDMT2<XYESNO>
YES

WHITE and YELLOW—-Duke Clinical Research Institute * PINK—retain at site
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This page is included in this document
to show CRF Version 1.0_14Aug2008. FORM=WEEK13 NODATASZYES>

Clinical Assessment Data was
collected under that version. week ]3
*Please insert panel AMEND2 before STATUS biedt ID: RX T niE Subject Initials:

Subject Status

STATUS(TYPE 3)
Was assessment performed? SEE ANNOTATION P.11
[_], No = If No: Reason: [_|, Subject withdrew [, Subject died  [_;g Other (specify):
D Yes = If Yes: Assessment date and time: 7'7/77“77777 — Tf—
Clinical Assessment
Assessment DNO:I'O Provide Details
ASSESSMT(TYPE3)
1 Heart rate sitting or resting): SEE AN NOTAT|OEP11_ —___bpm
2 Blood pressure sitting or resting}: ] i — T mmHg
3 Weight: ] I D] Ib Dz kg
S'l'Udy DI‘Ug Dosing Changes (stopped, changed, started since previous recorded visit)
Was study drug dose adjusted/discontinued?
[ ], No SEE ANNOTATION P.10 SDACHG (TYPE 3)
[, Yes = Record on Study Drug Dose Adjustment Log
* Record any adverse events and serious adverse events on Adverse Events page
* Record and submit any serious adverse events on the Pfizer Serious Adverse Eventis
Report form

WHITE and YELLOW—Duke Clinical Research Institute * PINK—retain at site
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nearr *% RELAX  noowmacves. Week 16

FAILUREN ETW ORK Phone Call
o ® i Subject ID: RX — e Subjedt Inifials:
SEE ANNOTATION P.11 STATUS(TYPE 3)

Was assessment performed?

Do No — If No: Reason: 1:,!2 Subject withdrew Dg Subject died Doe Other {specify):

D1 Yes — If Yes: Assessment date and time: — —/ /.

oy morth yoar 00:00 to 2359

SfUdY Drug Dosing Changes {stopped, changed, started since previous recorded visit)

Was study drug dose adjusted/discontinued? SDACHG (TYPE 3)
[, No SEE ANNOTATION P.10

[ ], Yes = Record on Study Drug Dose Adjustment Log

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

WHITE and YELLOW—-Duke Clinical Research Institute * PINK—retain at site
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HEART ® % REle CORM=WEEK 20 nopata<zves> Week 20

FAILUREN ETW ORK Phone Call
o ® i Subject ID: RX — e Subjedt Inifials:
SEE ANNOTATION P.11 STATUS(TYPE 3)

Was assessment performed?

[]0 No — If No: Reason: [,!2 Subject withdrew Dg Subject died D% Other {specify):

[h Yes — If Yes: Assessment date and time: — —/ /.

oy morth yoor 00:00 fo 23.59

SfUdY Drug Dosing Changes {stopped, changed, started since previous recorded visit)
SDACHG (TYPE 3)

Was study drug dose adjusted/discontinued?
[, No SEE ANNOTATION P.10

[ ], Yes = Record on Study Drug Dose Adjustment Log

* Record any adverse events and serious adverse events on Adverse Events page

* Record and submit any serious adverse events on the Pfizer Serious Adverse Events
Report form

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

e Week 24
HEART A

FAILURENETW Rk REle FORM=WEEK24 (Early Termination)

o? SubjedtID: RX __ - SubjectInitials:

[] Check if Early Termination visit EARLYTRM<XYES> STATUS(TYPE 3)

Subject Status

Was assessment performed? SEE ANNOTATION P.11
[ ]oNo = If No: Reason: [ ], Subject withdrew [, Subjectdied [ loq Other (specify):

D1 Yes — If Yes: Assessment date and time: — —/— — /.

daoy morth yeor 00.00 to 23:59

Pre CPX Dose

CPXDOSE(TYPH?3)

1 Record date and time of study drug just prior to CPX (dose noted is closest and prior fo the CPX and blood draws):

e woeEs PR ANNOTATION P.15
2 Dose: mg

Clinical Assessment

Not
Assessment Bose Provide Details
1 Heart rate sitting or resting}: %\I _______ bpm ASSESSMT(TYPE 3)
SEE ANNOTATION P.11
2 Blood pressure {sitting or resting): ] i — s mmHg
3 Weight: ] N S D, b [_j2 kg
Assessment Not Done ’ Valve Units
SEE-ANNOTATION-PA5 LABS(TYPE 4)PS
Creatinine ] — [ JymgzdL [ ], pmol/L

WHITE and YELLOW—-Duke Clinical Research Institute * PINK—retain at site
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HEART °® %
FAILUREN ETWOR K

RELAX

Subject ID: RX

sife #

NODATA<ZYES> Week 24
(Early Termination)

Subject Initials:

— REIXCORE TYPE 4)PS

Core Lab Assessments

Test

Date and Time of Test OR Check if Not Done

Reason Not Done (check only one)

RXSCHDAS<RXSCHD>

Peak sildenafil level i

RXCOREDT

RXCORRNBING dore —

year

month

RXCORETM

00:00t0 23:59

ﬁkb 3‘U<ﬂll_ouft'6eath>form

(], Too sick to perform

[, Unwilling to perform test but
subjectively able

[_], Due to oversight or technical
problem

[ Jog Unknown

CPX (cardio-pulmonary

exercise test)

OR [ ] Not done —

00000 23:59

D, Died — Fill out Death form

[, Too sick to perform

[, Unwilling to perform test but
subjectively able

(], Due to oversight or technical
problem

[y Unknown

Echocardiography

OR [ Not done =

D, Died = Fill out Death form

D2 Too sick to perform

[, Unwilling to perform test but
subjectively able

[_1, Due to oversight or technical

problem
[ oo Unknown

Cardiac MRI

OR [ ] Not done =

" 0000+ o".? 5

[_], Died = Fill out Death form

(], Too sick to perform

D; Unwilling to perform test but
subjectively able

[, Due to oversight or technical
problem

I:L Atrial fibrillation subject or
implanted device

[ Jso Unknown

Biomarkers—blood

OR [ ] Not done —

00.00t0 23:59

[_], Died = Fill out Death form

Dz Too sick to perform

[, Unwilling to perform test but
subjectively able

[_], Due to oversight or technical
problem

[l Unknown

WHITE and YELLOW-Duke Clinical Research Institute * PINK—retain at site
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HEART °*° RELAX

FAILURENETWORK
L ]

®
o ® Subject ID: RX

NODATA<ZYES> week 24
(Early Termination)

Subject Initial

site # subject #

s ____

1 ACE inhibitor SEE ANNOTATION P16 MEDS(TYNe 4) R&s
2 Angiotensin receptor blocker LJoNo [, Yes
3 Beta blocker Do No [:], Yes
4 Aldosterone antagonist [JoNo L[], Yes
5 Hydralazine [JoNo [, Yes
6 Nitrates (long-acting) (contraindicated unless off study drug) [JyNo [ Yes
7 Aspirin (if taken daily) Do No D, Yes
8 Warfarin Do No D, Yes
© Thienopyridine (ticlopidine, clopidogrel) [JoNo [, Yes
10 Alpha blocker (contraindicated unless off study drug) Do No D, Yes
11 Digoxin Do No D, Yes
12 Amiodarone Do No D, Yes
13 Other antiarrhythmic Do No D, Yes
14 Statin [JoNo [, Yes
15 Lipid lowering agent (other than siafin) [JoNo [, Yes
16 Calcium channel blocker Do No D, Yes
17 Insulin [JoNo [, Yes
18 Oral diabetic agent Do No [], Yes
19 Antidepressant [JoNo [], Yes

Oral Diuretics

Medication Average Total Daily Dose Units
Y Fitcsenide SEE ANNOTATIONRE [, Yes — DIURETICS ( TYPE 4)BS
2 Torsemide Do No Dl Yes — —_— mg
3 Bumetanide Do No D] Yes — s mg
4 Metolazone [JoNo [, Yes daily [ ], Yes, PRN — — mg
5 HC1Z [JoNo [, Yes, daily [ ], Yes, PRN — — mg
WHITE and YELLOW—Duke Clinical Research Institute ¢ PINK—retain at site
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NODATA<ZYES>
HEART ° % Week 24
FAILUREN 1w or RELAX (Early Termination)

-t Subjedt ID: RX ___ Subject Initials:

ste#  subject#

Minnesota Living with Heart Failure Questionnaire®

Instructions: These questions ask how much your heart failure [heart condition) affected your life during the last month (4

weeks). After each question, circle the O, 1, 2, 3, 4 or 5 to show how much your life was affected. If a question does not apply

1o you, circle the O after that Quesier ANNOTATION P.8 MLHFQ (TYPE 4)PS

Did your heart failure prevent you from living

as you wanted during the past month {4 weeks) by: Neo E:uﬂ - ;::lY'
1 Causing swelling in your ankles, legs, etc.? 0 1 2 3 4 5
2 Making you sit or lie down to rest during the day? 0 1 2 3 4 5
3 Making your walking about or climbing stairs difficult? 0 1 2 3 4 5
4 Making your working around the house or yard difficult? 0 1 2 3 4 5
5 Making your going places away from home difficuli? 0 1 2 3 4 5
6 Making it difficult for you to sleep well at night? 0 1 2 3 4 5
7 Making your relating to or doing things with your friends or family difficult? 0 1 2 3 4 5
8 Making your working to earn a living difficult? 0 1 2 3 4 5
9 Making your recreational pastimes, sports or hobbies difficult? 0 1 2 3 4 5
10 Making your sexual activities difficult? 0 1 2 3 4 5
11 Making you eat less of the foods you like? 0 1 2 3 4 5
12 Making you short of breath? 0 1 2 3 4 5
13 Making you tired, fatigued, or low on energy? 0 1 2 3 4 5
14 Making you stay in a hospital? 0 1 2 3 4 5
15 Costing you money for medical care? 0 1 2 3 4 5
16 Giving you side effects from treatments? 0 1 2 3 4 5
17 Making you feel you are a burden to your family or friends? 0 1 2 3 4 5

| 18 Making you feel a loss of self-control in your life? 0 1 2 3 4 5

19 Making you worry? 0 1 2 3 4 5
20 Making it difficult for you to concentrate or remember things? 0 1 2 3 4 5
21 Making you feel depressed? 0 1 2 3 4 5

© 1986 Regents of the University of Minnesota. All rights reserved. Do not copy or reproduce without permission. LIVING WITH HEART FAILURE® is a registered trademark
of the Regents of the University of Minnesota,
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NODATA<ZYES>
HEART ° % Week 24
FAILUREN e 1w oK RELAX (Early Termination)

o ® Subject ID: RX Subjedt Inifials:

site # subject #

6-Minute Walk Test smwr)

1 Was walk performed? SEE ANNOTATION P.9 WALKTEST (TYPE 4)
Do No — Specify reason (check only one): EL Died = Fill out Death form
[], Too sick to perform
[, Unwilling to perform test but subjectively able
[, Not done due to oversight
Ds Cannot walk for technical reasons (e.g., amputee, orthopedic)
[, Neurological reasons
D” Unknown
[, Yes = If Yes: Complete below.
2 Date of assessment: —dqy—/ —;mh——/ S
3 Pre- and post-walk data:
Heart Rate Blood Pressure
Prewalk _—_ bpm yusic— "/ — Gaweie — mmHg
Post-walk T . —Wic—_/ —— g=ni— mmHg
Distance walked: meters
5 Did the subject complete the 6-minute walk?
DO No = If No: Duration of walk: oo P et i
D1 Yes
& Did the subject experience any of the following symptoms (check all that apply):
D None
[ ] Angina
[ Lightheadedness
U Syncope
] Dyspnea
D Fatigue
(] Chest pain
] Leg or joint pain
] Instability
[ ] Other (specify):
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NODATA<ZYES>

Heart % RELAX

FAILURENE ™ o RK
. FORM=TERMINATION End of Study
o ® Subject ID: RX ___ W — Subjedt Inifials:
Study Termination/Completion
1 Did the subject complete the study (including follow-up prorocof) RXTERMDT RXTERM (TYPE 1)

D No — If No: Date of termination/last contact: fqﬁ el

Reason for termination (check only one):
RXCOMPLE <XY§WC' lost to follow-up

D2 Adverse event

[_], Subject withdrew consent

[, Subject died = Complete Death form (termination date above should be date of death)

[y Other (specify): RXTERMSP <V:100>

RXTERMRE<HFTERM>

[L Yes
RXSTPDT
2 Last known date the subject took study drvg: — — /- /

ay month year
3 Was study drug permanently discontinued prior to study termination?

[JoNo  RXPERMST<XYESNO>

[, Yes = If Yes: Primary reason for discontinuation (check only one}:

[, Acute coronary syndrome ||, Other adverse event RXSTPREASRXSTPR>
D, AV block Ir:]5 Subject withdrew consent
D3 Life threatening arrhythmia Dé MD decision
[log Other
4 Was study drug unblinded?
[, No RXUNBLND<XYESNO>
0
[_], Yes = If Yes: Date unblinded: e RXUNBLDT
Endpoint/Safety Review
1 How many adverse events did subject have? SAFETY (TYPE 1)

SAENUMB<I:3>

_ — Record all on Adverse Events form

2 How many hospitalizations did subject have? REHOSNUM<]:3>

__ = Record all hospitalizations > 24 hours on Hospitalization form

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

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.

INVSIG <XYES>

Principal Investigator: Dater. - 0° 5 = K . o - .
Signature of Investigator ooy el
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®0 This is a repeating page
HEART ® RE l Ax NODATA<ZYES>
FAILUREN £ Tw o R Study Drug Dose Adjustment Log

o ® Subject ID: RX ___ Subjedt Inifials:

ey e

Study Drug Dose Adjustment or Discontinuation

Was study drug dose changed (stopped, changed, starfed) since initial Baseline dose? DRUGCHGS(TYPE 4)R
Lo No ANYDRCHG<XYESNO>
[_], Yes = If Yes: Record changes below
CHGNUMB<I:3> CHANGES<RXCHG>
Date of Change New Dose (check only one)
CHGDT D, Permanent discontinuation [:]2 Temporary discontinuation
V o —— o — [, 20 mg TID [, 60 mg TID

[ Other (specify fotal daily dose): mg CHGOTH<F:9:3>

[:], Permanent discontinuation Dz Temporary discontinuation

z —dqy—/—"mb—/——yw,—— Da 20 mg TID Da 60 mg TID

(5 Other (specify fotal daily dose): mg

D, Permanent discontinuation D, Temporary discontinuation
3

i — = — [, 20 mg TID [, 60 mg TID

[ Other (specify fotal daily dose): mg

D, Permanent discontinuation D; Temporary discontinuation
e [, 20 mg TID [, 60 mg TID

[ Other (specify fotal daily dose): mg

D, Permanent discontinuation Dz Temporary discontinuation
5 g /—"m,,—/— e [];20 mg TID [ 1,60 mgTID

[_]5 Other (specify total daily dose): mg

D, Permanent discontinuation D2 Temporary discontinuation
6 —dqy—/—"mh—/——m,—— []3 20 mg TID D4 60 mg TID

[ Other (specify fotal daily dose): mg

D, Permanent discontinuation D2 Temporary discontinuation
7 o ——— [, 20 mg TID [, 60 mg TID

[]5 Other (specify total daily dose): mg

D, Permanent discontinuation Dz Temporary discontinuation
8 o ——— [, 20 mg TID [, 60 mg TID

[_; Other (specify fotal daily dose): mg

D, Permanent discontinuation [:], Temporary discontinuation
¥ g ———— [],20 mg TID [, 60 mg TID

(5 Other (specify fotal daily dose): mg

D, Permanent discontinuation D2 Temporary discontinuation
w__ [, 20 mg TID [, 60 mg TID

(15 Other (specify fotal daily dose): mg

D, Permanent discontinuation D2 Temporary discontinuation
n_ [, 20 mg TID [, 60 mg TID

[ Other (specify fotal daily dose): mg
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NODATA<ZYES>

L
HEART *% RELAX roru= rerospimaLizaTion L
Rl Hospitalization

e THIS IS A REPEATING PAGE

Subject ID: RX ___ e — T Subject Initials:
site subject
Hospitalization > 24 Hours
. REHOSPDT REHOSPTL (TYPE 4
1 Admissiondate: ___ / ~—~ — /~ ~
day month yoar
2 Dischargedate:  /REDCHGDT  or[ ] Remains hospitalized INREHOSP<XYES>
day month year
3 Primary reason for hospitalization (check only one): PRIMCAUS<HFPRIM>
[, Heart failure [, Sudden death with resuscitation [, Renal failure
D2 Angina Ds Cerebral vascular accident (CvA)/stroke [,, Worsening renal function
L, mi [, Peripheral vascular disease [_,; Hyperkalemia
[ 1, Atrial arrhythmia [ ], Syncope (s Infection
D5 Ventricular arrhythmia D“ Hypotension Dds Elective non{or.dlac procedure
[, Chest pain [,4 Elective cardiac procedure [ Ly Other non<ardiovascular
[ 1,5 Other cardiovascular

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

[ Heart failure REHTFAIL [ ] sudden death with resuscitation ESUSCIT [ ] Renal failureRERENAL
[_] Angina REANGINA [ ] cerebral vascular accident (CVA}/strokeRECVA (] Worsening renal functigf=\W ORS
[T mi REMI [ Peripheral vascular disease REPVD % Hyperkalemia REKALEMA
Atrial thm S Infection
% Ver:ri::lrchryarr:f:;thR iEATRlAbE]] H);r:;::sioRnESRYEI\II-lCYCF)’FC))TN [ Elective non'CGTICTiCI’ECI EIfECEC%L
REARRH [ Other non-cardid/al6RN

[ ] Chest PINLECTPAIN [ ] Elective cardiac procedure ~ RECARDPR

REOTNON
[] other cardiovascular REOTCARD

PROCEDU (;I;):YPE 4)

5 Major procedures/tests/treatments (check No or Yes for procedures/tests/ireatments performed during this hospifalizat)

Left heart catheterization: .........cccoevunnee PROLEATHSEESNGOZ sy Do No D, Yes

Right heart catheterization: ... RRORCATH<XYESNO>... ], Yes

o] R .o 01 =101 .9 & 4 =21\ L0 e, ], Yes

Coronary artery bypass graft (CABG): ....... PROCABGSXYESNO> ..o [ ], Yes

Pacemaker without ICD:  .....ooovvvceeiccicnn, PRONO|CD<XYESNO> .......................... D‘ Yes — If Yes:
Check only one: [, Single [],Dual [, Biventricular PROCPACE<HFCHBR>

ICD: ) PROGCICD XY ESNED s [Jy No  [], Yes = If Yes:
Check only one: D, Single D2 Dual []3 Biventricular PROCEICD<HFCHBR>

Intra-aortic balloon pump placement: ........RROIABR<XY.ESNGOS s [:Io No D, Yes

Ulrafiliigtion: swemmmmmemmnmraanRned=LBASSYESNO > wasmmasaimas Do No D, Yes

Dialysiss: sommmnimaspnninsimg ERORIAL X YXESNOZ i [Jo No [, Yes

Atrial arrhythmia ablation: e EROBLAT<KXYESNO o Do No [:], Yes

1 O P—— 3010 51349, 4 (151 10 TNR—— [Jo No [, Yes

CorAIONGISIONS it i e PROCARDI<XYESNO> ........................... Do No D, Yes

LVAD; placomBnt| s PROLVADSXYESNGDS o rrreermeesssseinns [Jo No  [], Yes = If Yes:
Date: ____ / PRIVADDT ___

day monih yoar

Heart transplant: ... PROHTRANXKYESNO S i [ No  [], Yes = If Yes:

Date: a /_"I%EJ:L'VRDDY_;I;_ -
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ODAT

HEART * % REle Unsche u/reZ Eéfinic OR

FAILUREneTwork 50 o0 = schepuLep  Emergency Department Visit

**  THISIS A REPEATING PAGE =~ SbledtD:RX ____ - . Sbjectinitiols: _____

» 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 = If Yes: Were there signs or symptoms indicating decompensated heart failure? [ J;No [ ], Yes
Did subject receive IV treatment for heart failure? [ |;No [, YetVFORHF<XYESNO>
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HEART ° REL Ax NODATA<ZYES>

FAILURENETWORK Death
.° FORM=DEATHFORM
. Subje¢ ID: RX __ - Subject Initials:
sife # subject #
DEATHLOC<HFLOCA>
1 Location of death (check only one): [ |, Inpatient/ER [ ], Outpatient DEATHPAG (TYPE 1)
2 Date of death: S /. e /___ _ DEATHDT

|:|2 Sudden death

[ ], Cardiac procedure
Ds Cther cardiac

[ 1, Renal

[, Other non-<ardiac
(], Unknown

Principal Investigator:

D1 Heart failure/pump failure

3 Cause of death (check only one):

DEATHCAU<HFDEAT>

L, Myocardial infarction

Dé Cerebral vascular accident {CVA}/stroke

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.28

Signature of Investigator

HFN_RELAX_V2.0_07 MAY 2009
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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

1= | Heart Failure

HFLIST 2= | Acute decompensated heart failure
TYPE 0 panel

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

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

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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