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 in your message.

STUDYBOOK = ESCAPE

FORM = BASELINE CONTEXT .
s INVSITE  SUBJINO Baseline
Patient Number: ~V:4> . <Vi5> Patient Initials: _NITIALS

PATID<V:10> CHNCANTRRIRTION OF INVSITE & SUBINO

Minnesota Living with Heart Failure

Instructions: These questions concern how your heart failure (heart condition) has prevented you from living as you wanted
during the last month. The items listed below describe different ways some people are affected. If you are sure an item does
not apply to you or is not related to your heart failure then circle 0 (meaning “Ne”) and go onto the next item. If an item does
apply to you, then circle the number rating of how much it prevented you from living as you wanted. Remember to think about
OMLY THE LAST MONTH.
LWHFQUES (TYPE 3)
Did your heart failure prevent you from living as yov wanted during the LAST MONTH by:
No Very Very
Little > Much
SWELL <ESRATE>
1. causing swelling in your ankles, legs, etc? 0=0 1=1 2=2 3=3 4=4 5=5
2. rr'w:l|-cinf_§j/\/3.'ociRuP|g \if%srﬁﬁy%raund the house or yard difficult? [+] 1 2 3 4 5
FRIENDS <ESRATE>
3. making your relating to or doing things with your friends difficult? © 1 2 3 4 5
4, makin&%%ﬁ Sitorlie down to rest during the day? [+] 1 2 3 4 5
. ENERGY ?%RATE>
5. making you tired, fatigued, or low on energy? [+] 1 2 3 4 5
6. making yulljullE':wEEr 51AQTT%>eurn a living difficult? [+] 1 2 3 4 5
WALKC <ESRATE>
7. making your walking or climbing stairs difficult? 0 1 2 3 4 5
BREATH <ESRATE>
8. making you short of breath? 0 1 2 3 4 5
SLEEP <ESRATE>
9. making your sleeping well at night difficult? 0 1 2 3 4 5
10. making Eél]l— &aridse of the foods you like? 0 1 2 3 4 5
AWAY <ESRATE>
11. making your going places away from home difficult? 0 1 2 3 4 5
SEX <ESRATE>
12. making your sexual activities difficult? 0 1 2 3 4 5
HOBBIE <ESRATE>
13. making your recreational pastimes, sports, or hobbies difficult? 0 1 2 3 4 5
REMEM <ESRATE>
14. making it difficult for you to concentrate or remember things? [+] 1 2 3 4 5
EFFECT <ESRATE>
15. giving you side effects from medications? [+] 1 2 3 4 5
WORRY <ESRATE>
16. making you worry? 0 1 2 3 4 5
DEPRS <ESRATE>
17. making you feel depressed? 0 1 2 3 4 5
COST <ESRATE>
18. costing you money for medical care? 0 1 2 3 4 5
LOSS <ESRATE>
19. making yuuﬁei{u Tass of self-control in your life? 0 1 2 3 4 5
STAY <ESRATE>
20. making you stay in a hospital? [+] 1 2 3 4 5
BURDEN <ESRATE>
21. making you feel you are a burden to your family or friends? [+] 1 2 3 4 5
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s Baseline Physician Assessment

Patient Number: . Patient Initials:

Does the patient have any of the following? SYMPTOMS (TYPE3)
Ne Yes Neo Yes
Fatigue: 0 1 Dyspnea: 0 1
Atrest FREST <ZYESNO> ] O] Atrest DREST <ZYESNO> U 0
Any activity FANYACT <ZYESNO> ] O Walking in room DWALKRM <ZYESNO> [ ]
Routine daily activity FDAYACT <ZYESNO> [ ] O Walking < 1 block DWALKBK <ZYESNO> [] ]

Orthopnea (check anly ane): [L] Needs only 1 pillow
Oceasional orthopnea with 1 pillow
ORTHOP <ESMSR> B] Needs 2 pillows most of the time
Needs 3 pillows most of the time

Needs 4 pillows most of the fime (sitting up)

GIDIST <ESWITN>
Gasiromieshnaldlsfress {check only one): [ None Ciecasional Constant

A <ZCLASS>
NYHA clusslﬁcahcn {check onfy anegz (1] | 2] 11 1l v

PHYSDAY <ESINHS>

Heart Failure Clinical Assessment—Physical Exam

_ HRSUP ) . HRSTAND = PHYSEXAM (TYPE 3)
Heart rate (supine): __j2~ _ bpm Heart rate (standing after 3 minutes): __j2. _ bpm
SUPSYSBP SUPDIABP
Blood pressure manual cuff (supine): <_|13;u“: /_<|:ih3:hlic_ mmHg PHYSDAY <ESINHS>
STSYSBP STDIABP
Blood pressure manual cuff (standing ofter 3 minutes): <L 3;“"_ /= j’:ﬂuh_ mmHg

WTUNIT <ZWGTU>
Weight: ___ WT Fose [ []kg
RESP
Respiratory rate: _<|:2> breaths/minute
TEMPUNIT <ZTMPU>
Temperature: __ || TEMP <F:9:3> e [20F

Jugular venous pulsation jem above ffe nghsjé/rrﬁ..?nJ [1]<8 [2]8-12 [3l12-16 [4>16 [0l Cannct measure
RALES <ESRALE>
Rales: [0/None [1l<1/3 [2]1/3-2/3 [3]>2/3
S3 <ZYESNO>
Auscultation:  $3: [0]No  [1] Yes

ESTPZPASEgtimated P2-PAS: [1] <40 [2] 4050 [3]51-60 > 60

<ESPAS>  HEPMEG <ESHEPA>
Hepatomegaly [check only onel: [0] Absent  [1] 2.4 finger breadths  [2] > 4 finger breadths

HepaliiEngRuElglr_ fe?lilgﬁoﬁlo Yes

Aélsi‘g;-l;igcfsns.lfig—>:l MNone Trace [ Moderate (3] Massive
Peﬁpheruﬁiaimﬁif EE?,,MG,’?; [0]o 1+ 2+ 3+ 4+
Exfre%gsf Pc/lh:clfif.lf ;Er [1] Cool 2] Lukewarm Warm

Valsalva mdnéb\%ﬁ’{iﬁi&sxﬁme} [I] Normal 2] Absent overshoot Square-wave [4] Uncertain OR Mot applicable

CLINPRO <ESPRO>
Clinical profile (check only onel: Dry/warm Wet/warm Dry/cold [4] Wet/cold
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s E Baseline Physician Assessment

Patient Number: - Patient Initials:

Heart Failure Clinical Assessment—Estimate of Hemodynamic Status

RAP <ESRAP> HEMSTAT (TYPE 3
Right atrial pressure (mmHg) (check onfy anel: [1]<8 [2]8-12 [3]13-16  [4]>16 ( )
RAPCERT <ESCERT>
Certainty of assessment [check only onel: 1)1 (2] 2 [EK] [4] 4 E]s CROSSDT <DATE>

ol very sure very sure

WEDGPRES <ESWEDG>
Pulmonary capillary wedge pressure (mmHg) [check anly ane]: <12 12.22 [3]23-30 [4]=30

WEDGCERT <ESCERT>
Certainty of assessment [check anly one: 1]1 [2] 2 [3]13 [4] 4 [5]5

ol pery e very sure

CARDINDX <ESCAR>
Cardiac index [L/min & m2] {check anly one): <18 18.22 23.25 [4]>25

. CARDCERT <ESCERT>
Certainty of assessment [check only one): E 1 2 E 3 4 E 5

ol very sure very sure

Physician Estimate of Likelihood of Death over next 6 months

Check only one: []0-25%

26 - 50% o
ESI 759 This is not entered

[176-100%

Physician Estimate of Readmission over next 6 months

Check only one: [10-25%
[126-50% This is not entered
[]51-75%
[ ]76-100%
Signature (Physician who performed assessment)
PHYSDAY <ESINHS> SIGNATUR (TYPE 4)
SIGTYPE <ZSIGTY>
=] Investigator’s signature: SIGNANS <ZYES> 1=YES, IF SIGNED pate performed: __ /$DL<%T}E?_ I
. day month yoar
=| Study Coordinator
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s E Baseline

Patient Number: - Patient Initials:

site # patient #

Demographics

DOBDT <DATE> GENDER <ZSEX>_DEMOG (TYPE 1)
Date of birth: ___ o ___ —* |Dake Example: 03/0CT/1930) Sex: [1] Male [2] Female
day menth RACE<ZRACE>

Race (check only onel: [1] Covcasian 2] Black  [3] Asian  [4 Hispanic (5] Native American 98 Other (specify): _RACETX <V:40>
HT <1:3> HTUNIT<ZHGTU>
Height: __ —"°7 inch cm

Randomization
HOSADMDT <DATE> HOSADMTM RANDO (TYPE 1)
Enrolling hospital admission date and time: ___ __ / _ —<DATETIME>_
doy month year 00:00-23:59

Was the patient transferred from another hospital?

[0 Ne

TRANSFER <ZYESNO> TRNADMDT <DATE>
Yes — If Yes, date of admission: N S

oy monih yoor

INCEXC <ZYESNO>
Did the patient meet all the inclusion and exclusion eriteria? [0] No Yes

RANDODT <DATE> RANDOTM <DATETIME>

o

Randomization date and time: __

duy month year T Toodo-23:5%

RANPAC <ZLESNO>
Was patient randemized te PAC? [0] No Yes

Socioeconomic Information

LIVEALN <ZYESNO>
Does the patient live alone?
RESIDNCE <ESRES>

[0 No Yes SOCIO (TYPE 1)

Patient’s residence (check only one): Hame Assisted living Skilled nursing facility
EDUCATN <ESED>
Education (highest level completed): Grade schoal Some high school [5] High schoal

INSURANC <ESINS> Technical schaol Undergraduate school  [6] Graduate school

Insurance status (check :Jr;l'y onet @ None
Private
Medicare
[3] Medicaid
Private and Medicare
[5] Medicare and Medicaid

INCOME <ESINC> _
Household income level (Uss): [ < 25,000 25-49,999 [350-74999 [475-99999 [5l=100,000

.RESUSORD <ESRESU>
Resuscitation orders (check only cne): [1] Attempt cardiopulmonary resuscitation

Attempt cardiopulmonary resuscitation but de not intubate
De not attempt cardiopulmonary resuscitation

Clinical History
INPIAGDT <DATE> CLINHIS1 (TYPE 1)

= NUMHBEP poes
Mumber of hospitalizations within prior 12 months (specify): <L2>

LSTADMDT <9ATE>

Estimated date of initial diagnosis of heart failure:

Date of last hospital admission: ___ __

war

maonth
LSTLVDT <DATE>
Date of last LVEF:

EF day month year

Value of last LVEF: EF <I:3> % (record whole number)

Quantitative method LVMETH <ESLV>
of LV function {check only onefs [1] Radionuclide ventriculogram Ventricular angiography Echocardiogram
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g & Baseline

Patient Number: - Patient Initials: ___
site # patient #
Clinical History (continued)
Prim mary ehology of heart failure frank up te 3 in arder of impartance with 1 bemg most mpc:.'h:'rlr,': CLlNH |SZ (TYPE 2) PS
ETIONP<ESHPS .
1 = Alechalic  ETIOHFRK <I:1> 4 =Hypertensive <l:1> 7 = Peripartum <l:1>
2 = Cytotoxic drug therapy _<l:1> 5 = Idiopathic <I:1> 8 =Valvular <I:1>
3 = Familial <i1> 6 =lschemic <l:1> 9 =COther/uncertain _<l:1>
Does the patient have a documented history of any of the following? CLINHIS3 (TYPE 2) PS
No Yes No Yes
DOCHIST <ESHIST>
DOCHISYN <ZYESNO>
Ischemic heart disease: 16 = Gout: [ [1]
1 =Angina pectoris [0] 17 = Hepatic disease: E |I|
2 =Myocardial infarction {MI) o] [ 18 = Hypertension: [@
3 =Percutaneous transluminal Cerebrovascular disease:
coronary intervention (PTCI) (ol 19= TIA E [1]
4 =Ceronary artery bypass graft (CABG) [0] 20 = Stroke [a (1]
Valvular heart disease: Arrhythmias:
5 =Primary tricuspid regurgitation (o [ 21 = Afrial fibrillation d
6 =Mitral stenasis [0] 22 = Sustained ventricular tachycardia [ L1l
7 = Primary mitral regurgitation (0] [1] 23 = Torsades de pointe (@
8 =Aortic stenasis [0] 1l 24 = Ventricular fibrillation [al ]
9 =Aortic regurgitation o] [ 25 = Cardiac arrest/Rhythm unknown [l K|
Peripheral vascular disease: [l [ 26 =Implantable cardiac defibrillator: [0
Chronic obstructive pulmonary disease: 0] [ 27 =Pacemaker placement: [l [1]
Chronic steroid use: [o] ) 28 =Malignancy: [al (1]
Diabetes: @ 29 =Depression (treated with prescripfion medications): IEI |I|
14 =Insulin dependenr |_(—L| |I|
15 =Controlled by oral agents [0]
CLINHISA (TYPE 1)
CIGSMOK <ESSMOK>
Cigarette smoking [check only ane)t Current Quit < & months ago [3] Quit = 6 months age [0] Never
HRTTRAN <ESHRT>
Heart transplant status (check only one): Ineligible Active evalualion No evaluation planned
RENAL <ESREN> o
Renal insufficiency (check anly ane): L History of creafinine > 3.5 mg/dL History of chronic dialysis [0 Neither
Left Heart Catheterization Results
LSTCTHDT <DATE> STCTHNA <ZYES
Date of last left heart catheterization before randomization: _ J —— }__ ______ ©OR 3 \IT t applicable
STENLM <ZYES> STNEEX <zYEST™ yes
Vessels with > 70% stenosis (check all thar apply): (1 LM [LAD  [L1CX (1 RCA LHCATH (TYPE 1)
STENLAD <ZYES> STENRCA <ZYES>
ECG (Record results of ECG closest to time of randomization.)
. ECGDT <DATE> ECGTM <DATETIME> ECG (TYPE 3)
Dateand time: ____ /_ [/ i
day month year G0:00-23:59
RATE <I:3>
Rate: _______bpm RHYTHM <ESRHY>
Rhythm [check anly ane): Sinus bradycardia Normal sinus thythm  [5] Sinus tachycardia
Atrial fibrillation/fluter (4] Paced thythm 08 Other
ABNRBBB <ZYES> ABNNA <ZYES>
Specific abnormalities (check olf that apply): [LIRBBE  [1] 1BBR  [I] Not applicable
ABNLBBB <ZYES>
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Patient Number:

Baseline

Patient Initials:

Current Medications (Include all medications patient was taking prior to hospitalization.).

ACE inhibitor:

ACE <ZYESNO>

[0 Ne — IFNo, specify reason (check ofl that apply):
ANGIO <ZYES> [1] Angicedema, anaphylaxis, neutropenia
COUGH <ZYES> [1] Cough
HYPRKAL <ZYES> [1] Hyperkalemia
RNL <ZYES> Renal artery stenosis
RNLDYS <ZYES> [1] Renal dysfunction
SYMP <ZYES> (L] Symptomatic hypotension
OTHAE <ZYES>

[1] Other adverse events such as taste disturbance, rash, and gastraintestinal upset

Yes — If Yes:

Benazepril BENAZ <ZYES>
Captopril CAPTO <ZYES>

Enalapril ENALA <ZYES> ENALADS <F:9:3> mg
Fosinopril FOSINO <ZYES> FOSINODS <F:9:3>mg
Lisinopril  LISINO <ZYES> LISINODS <F:9:3> mg
(1 Quinapril QUINA <ZYES> QUINADS <F:9:3> mg
Ramipril  RAMI <ZYES> RAMIDS <F:9:3> mg
[1] Trandalapril TRANDO <ZYES> TRANDODS <F:9:3>mg
[1] Other (specify): OTHACESP <V:60> OTHACEDS <F:9:3?.ng

ACE1 (TYPE 3)

ACE2 (TYPE 3)
Total daily dose:

BENAZDS <F:9:3> mg
CAPTODS <F:9:3> mg

OTHACE <ZYES>

Angiotensin Il antagonist :

[0l No [1] Yes — IF Yes:

ANGIOT <ZYESNO>

[1] Candesartan CANDE <ZYES>
Losartan LOSAR <ZYES>
Valsartan VALSAR <ZYES>

[1] Other {specifyl: OTHANGSP <V:60>

Total daily’%’éls%!ODlG (TYPE 3)

CANDEDS <F:9:3> mg
LOSARDS <F:9:3>  mg
VALSARDS <F:9:3> mg

OTHANGDS <F:9:3> mg

OTHANG <ZYES>

DIGOXIN <ZYESNO>

DIGDS <F:10:4> mg

Digoxin: [0l Ne Yes — If Yes, specify total dose and frequency: QD [Z QoD Other
DIGFOQ <ESFO>
Total daily doseP!URL (TYPE3
Diuretic: [0] No Yes — I Yes: Bumetanide BUMETA <ZYES> BUMETADS <F:9:3> mg
(loop) Ethacrynic acid ETHACR <ZYES> ETHACRDS <F:9:3> mg
DIULOOP <ZYESNO> Furcsemide FUROSE <ZYES> FUROSEDS <F:9:3> mg
[1] Tersemide TORSE <ZYES> TORSEDS <F:9:3> mg
Other (specify): _ OTHDILSP <V:60> OTHDILDS <F:9:3>mg
OTHDIL <ZYES>
Total daily dose:
Diuretic: [0] Mo [1] Yes — If Yes:  [1] Amiloride AMILO <ZYES> AMILODS <F:9:3> mg

[potassium sparing)
DIUPOT <ZYESNO>

Spironolactene  SPIRO <ZYES>
Triamterene TRIAM <ZYES>

SPIRODS <F:9:3> mg
TRIAMDS <F:9:3> mg

[1] Other {specify): _OTHDIPSP <V:60>
OTHDIP <ZYES>

OTHDIPDS <F:9:3>mg

Diuretic:

(thiazide)

[0] No Yes — I Yes:

DIUTHIA <ZYESNO>

Chlorothiazide [diuril] CHLORO <ZYES>

[1] Hydrochlorothiazide [HCTZ) HCTZ <ZYES>
[1] Metolazene [zaroxolyn) METOLA <ZYES> METOLADS <F:9:3ig

[1] Other {specifyl: _QTHDITSP <\/:60>

Total dailytgllé?'.g:CCB (TYPES)

CHLORODS <F:9:3>mg
HCTZDS <F:9:3>mg

OTHDIT <ZYES>

OTHDITDS <F3933>mg

Calcium channel blocker:
[0] Ne Yes — If Yes:
CCBLK <ZYESNO>

Amlodipine AMLODI <ZYES>
[1] Other (specify): OTHCCBSP <V:60>

Total daily dose:
AMLODIDS <F:9:3> mg
OTHCCBDS <F:9:3> mg

QTHCCB <ZYES>
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s Baseline

Patient Number: - Patient Initials: ___

Current MEdiCdinHS (cont.) (Include all medications patient was taking prior to hospitalization.)

Tol‘uldnilyB rﬁgngAR (TYPE 3)
Beta blocker: [0l No [1] Yes —+ If Yes: Atenolgl ATENO <ZYES> ATENODS <F:9:3>mg
BELOCK <zYESNOs (L] BisoprololBISO <ZYES> BISODS <F:93>  mg
1 i CARVE <ZEYS> CARVEDS <F:9:3%
Carvedilol mg
Mergpro|o| METO <ZYES> METODS <F:9:3> mg
(1] Prgpmnolgl PROP <ZYES> Pw>mg
Qther fspeciyl;  OTHBBSP <V:60> OTHBBDS <F:9:3>mg

Total daily dose:

Antiarrhythmics:  [0] No Yes —+ If Yes: [L] Amiodarone AMIOD <ZYES> AMIODDS <F:9:3>mg
ili DOFET <ZYES> DOFETDS <F:9:3

ANTIARRH <ZYESNO> ) Dofefiide OFETDS <F9:3%mg

[[] Sotalel SOTA <ZYES> SOTADS <F:9:3> mgq

Oither : OTHAASP <V:60> OTHAADS <F:9:3>m
(L] Qrer figecits 2L 9
Total daily RabdY POT (TYPE3)

Nitrates: [0] Ne Yes —+ |f Yes: Isosorbide dinitrate DINIT <ZYES> DINITDS <F3933>mg

NITRA <ZYESNO> [1] Isosorbide mononitrate MONONI <ZYES> ~ MONONIDS <F:9:3>mg

Topical nitroglycerin TOPNIT <ZYES> TOPNITDS <F:9:3>mg

Hydralazine: [0l No [1] Yes — If Yes, total daily dose: HYDRADS <F:9:3>rng
HYDRA <ZYESNO> —

Potassium: [0] Ne Yes — If Yes, total daily dose: POTASDS <F:9:33gq

POTAS <ZYESNO>
1o Y EoNo>
| i MED <ESMED> ° &

12-Antidepressants: ONe T YMEDS (TYPE4)PS

23 Other lipid lowering agents: [INo []VYes 13Benzodiazepines: [INo []Yes
34 Magnesium: [INe []Yes 14-Allopurinol: (I Ne [ Yes
44 Estrogen replacement therapy: [INe []Yes 15€Colchicine: [INe []Yes
5-] Testosterone replacement therapy: [ No [ Yes 16Enoxaparin: (O Ne [es
6=] Insulin: [TNo []Yes 17Warfarin: [TNe []Yes
7=| Oral diabetic agents: [INe [Yes 18%itamin E: CNe [ Yes
g4 Aspirin (daily): [INe []Yes 19-CoEnzyme Q10: [INe []Yes
9 Other antiplatelet agents: [ONe [Yes 20-Other antioxidants: I Ne [ Yes
10fF NSAIDs: [INe []Yes 213ulti-vitamin: [INe []Yes
11} Thyroid replacement therapy: [INo []Yes

Other investigational study drug: %%IN@SYEEVESI&B?' specify study drug: OTHINVSP <V:100> OTHINV (TYPE 3)

Current[l ntermittent Infusions (Include all medications patient was taking prior to hospitalization.)

INFUS (TYPE 4) PS

Current infusion rate:
INFUNM <ESINF>  |NFRSP <ZYESNO>

1k Amrinone: [0] No Yes —+ If Yes:  INFUDS <F:9:3> meg/kg/min  INFUDAY <I:2># days/month
% Dobutamine: [IMNe [ Yes —+ IF Yes: meg/kg/min # days/month
- Dopamine: [CINo [ Yes — If Yes: meg,/kg/min # days/month
4& Milrinone: T 1Mo []Yes —+ I Yes: meg/kg/min # days/month

5= Nitroglycerin
6= Nitroprusside
7= Natracor
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144
157
161
174

Patient Number:

Patient Initials:

Baseline

Inpcltient Medication Summc:ry (Medications taken from hospital admission to randomization.)

Sd (7 3dAL)
TA3INLANI

Sd (¥ 3dAL) ZA3INLANI

<

Start dose: Highest dose: Total # Days:
IVINFMED <ESIV> [record whole number)
Intravenous Infusions: IVINFRSP <ZYESNO> IVINFSDS <F:9:3> IVINFHDS <F:9:3> IVINFDAY <I:4>
1= Amrinone [0] No Yes —+ If Yes: __ meg/kg/min __ meg/kg/min _
2= Dobutamine [INe []Yes — If Yes: __ meg/kg/min __ meg/kg/min -
3= Dopanine [INe []Yes — If Yes: __ meg/kg/min __ meg/kg/min -
4= Milrinene [INe []Yes— If Yes: —_meg/kg/min ___meg/kg/min -
5= Nitroglycerin [(INe [1Yes — If Yes: __ meg/min ___ meg/min _
6= Nitroprusside [1Ne []Yes— If Yes: ___ meg/min ___ meg/min -
7= Natracor Highest total Highest single Total # Days:
MED.N/?ME <ESMDNM> MEDNMRSP <ZYESNO> daily dose: daily dose: {record whole number)
ACE inhibitors: MEDTOTAL MEDSINGL MEDNUM <1-4>
1= Benazepril [0l No [1] Yes — If Yes: <F:9:3>  mg <F:93> mg _
2= Captopril [INe []Yes —* If Yes: ___ mg ___ mg _
3= Enalapril [INe [ Yes — If Yes: ___mg ____mg -
4= Fasinopril [TNe []Yes — If Yes: ___mg ___mg -
5= Lisinopril CINe [ Yes — If Yes: ____mg ____mg -
6= Quinapril [INe []Yes — If Yes: ___mg __mg -
7= Ramipril [INe [ Yes — If Yes: __mg __mg _
8= Trandolapril CINe [ Yes — If Yes: ___mg __mg -
9= Other [IMNe []Yes — I Yes: _ mg _ mg _
Angiotensin Il antagonist:
10=Candesartan CINe [ Yes —+ If Yes: _ mg _ mg _
11=Losartan [INe []Yes— IfYes: ___ mg __ mg _
12=Valsartan [(INe [ Yes — If Yes: ___mg _____mg -
13=Cther [TNe []Yes— If Yes: ___ mg __ mg _
Hydralazine: [INe []Yes — If Yes: ___mg ___mg -
Isosorbide dinitrate: [INe []Yes — If Yes: ___mg ____mg -
Isosorbide mononitrate: [INo []Yes — If Yes: ___mg ___mg -
Topical nitroglycerin: [CINe [ Yes — I Yes: _ mg _ mg _
Highest total Total # Days:
dﬂlly dose: {record whole number)
MEDNM <ESNAME> PO v PO v
Diuretic (loop): MEDNAMRE <ZYESNO> MEDTOTPQ MEDTOTIV] = I "MEDDA
1= Bumetanide [0l No [ Yes — If Yes: <F9:8> mg <F'9'3>mg <14 <4
2= Ethacrynic acid [INe [ ]Yes— If Yes: mg mg
3= Furosemide [[(INe []Yes— If Yes: mg mg
4= Torsemide [INo []Yes— If Yes: mg mg
5= Other [INe [Yes — If Yes: mg mg
Diuretic (potassium sparing):
6= Amiloride [TNe []Yes— If Yes: __mg o
7= Spironclactone [(TNe []Yes — If Yes: ___ _mg o
8= Triamterene [INe []Yes — If Yes: __mg o
9= Other [TNe []Yes— If Yes: mg mg
Diuretic {thiazide):
10=Chlorothiazide [diuril) [TNe []Yes— If Yes: mg mg
11=Hydrochlarothiazide (HCTZ) [T Ne [Yes—* If Yes: ____mg o
12=Metolazone (zaroxolyn) [T Ne []Yes— If Yes: ___mg o
13=Other [INo []Yes— If Yes: mg mg
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& & Baseline

Patient Number: - Patient Initials: ___

site # patient #

Visual Anulog Scale Scores (Complete the Visual Analog Scale Worksheet)

Examination date: ___ JISUALDT<QATE> VISUAL (TYPE 3)
day maonth year
WRSTSYM WRSTSYMP <ESWRST>
Worst symptom: ___ <1:3>  —+ Corresponding to {Check only one): Abdominal discomfort
[2] Breathing
Bady swelling
BREATHING BRTHNGNA <ZYES> Fafigue
Breathing: o il_gf_ OR [1] Not applicable if breathing was selected as worst symptom
GLOBAL
Global: _<I3>_
Time Trade-Off Scores
TIMEDT <DATE>
Examination date:  ___ SR— Je= TIMETRAD (TYPE 3)
oy man year
ONEDAY <ZYES>
Score: TIMESCRN <8 or 1 day Indifferent =1 INDIFF<ZYES>

*TIMESCR <I:2>
6 Minute Walk Exercise Test

Did the patient attempt the 6-minute walk test? WALK (TYPE 3)
WALKTST <ZYESNO>
Mo — If No, specify primary reason:
WALKRENO <ESWLK>
The patient was too critically ill to be taken out of bed and exercised.

Patient cannot walk for technical reasons |e.g., a patient wha is an amputee).

Not done due to Dvers'(__]ht.

Yes — If Yes, complete below.
WALKDT <DATE>

Examination date:

day month Yoo

WALKSTTM <DATETIME>

Start time of walk: i
(0 :00-23:59

. WALKEDTM <DATETIME>
End time of walk: — e P
00:00-23:59
WALKDIS WALKUNIT <ESWKUT>
Total distance walked: <F:9:3> [1] Feet [2] Meters

Did the patient experience any of the following symptoms [check all that apply):

(1] Angina  ANGINA <ZYES>
Light headedness | GTHEAD <ZYES>
Syncape SYNCOPE <ZYES>

BORGSCOR
Borg Dyspneu score: <F:9:3> (Transcribe score from warksheet. ]

*TIMESCR is to be deleted from the page section
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s E Baseline

Patient Number: - Patient Initials: ___

site # patient #

Echocardiogram Data

ECHODT <DATE> ECHO (TYPE 3)
Examination date and time: _ - ECHOTM <DATETIME>
day maonth year 00:00-23:59
ECOSYSBP ECODIABP
Blood pressure [closest to stort of ECHOJ: <I3> _ /  <I3>
systolic diastolic

@ Send ECHO tape to Brigham Core Lab

Cardiopulmonary Exercise (CPX)

CPX (TYPE 3)
Did the patient attempt cardiopulmenary exercise testing?

[0l Ne — If No, specify primary reason:
CPXRE <ESCPX>

[1] The patient was teo critically ill to be taken out of bed and exercised.

CPX <ZYESNO> The patient was unable to walk > 50 meters on the & minute walk.
@ Patient cannot walk for technical reasons le.g., a patient who is an L:"r'pu‘ee]_

Not done due to oversight,

Yes — If Yes, complete below. CPXDT <DATE>

Examination date: / Y S _
day menth year

CPXTYPE <ESCPXT>

Type of exercise (patient should perform same fype of exercise throughout study): 1 Bicyde

2 Treadmill
Peak cardiovascular responses:
VO2 <F:9:3>

V02 [ml kg, min): -
VCOy (ml/kg/min}: _VCO2 <F:9:3>
VE max {L/min): VEMAX <F:9:3>
VE;"VCOZ [25 watts or end of First

workload on treadmill] _VEVCO2 <F:9:3>
VO, @R=1.0; VOR <F:9:3>
Heart rate (bpm): _HRTRATE <I:3>
Systolic BP (max]: _SYSBP <I:3>
Diastolic BP [max): DIABP <I:3>

Duration of exercise (minj: _DYREX <F:9:3> DUREXS <F:9:3>

Respiratory exchange rafio: _[REXCHNG <F:9:3>

DUREXDM <F:9:3> := DUREX+(DUREXS/60)
CPXTERM <ESTERM>

Reason for termination of testing (check primary reason]:
Pafient completed testing
[2] Symptom limited {e.g., dyspnea, fatigue]
@3 Angina
Serious arrhythmia
Blood pressure changes
[6] No longer able to walk (e.g., leg cramps)

@ Other

26 Janvary 2000 Poge 10
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E

Patient Number:

Baseline

Patient Initials:

I.uborutory (Prior to randemization)

LABDT <DATE> LAB (TYPE 4) PS
Date of collection: i /S — /_ — LABDAY <ESINHS>
Value Value
1= LAB<ESLAB> LABVAL | ABUNIT <ESLUNT> | 10=
Hemoglobin {Hgb) <F:9:3> [M9/) AST/SGOT Uy or Yy ormilly
2 rr||||f_1|fl
13 g":.-:iL
2= 8 3 11= R .
Platelets @107 op 107 4 Total protein e/
L m dl
B/ de/,
3= . 12 = )
Hematocrit (Het) BlL, Albumin ey,
7 % a9/,
4= . ) 13 =
WBC 010% or 10V s Total bilirubin Cmg/y,
I -"'.m"': n!.lrn:ﬂ/L
2= - 4=
Sodium gmmely, op mEqy Direct bilirubin masy,
|| !.lrrl'.Jler
6= . ol . ENZYMES (TYPE 3)
Potassium moly, or MEA CK {ULN =CKULN CKVAL S orE  or S
<F:9:3> <F:9:3>
CKND <ZYES>
[1 Mot Done
7= CKMBULN CKMBVAL  CKMBUNT <ESLUNT>
BUN 9 mgs CK-MB (ULN =<F:9:3%) <F:9:3>  [2™¢9/, orH9/) or "9/,
O I..___.-L OR U-"':L OR rr||lJ/___
CKMBND <ZYES> 0%
[1 Mot Done
8= TROPTYP <ESTRO> ['ROPVAL TROPPN <ZPOSNE
Creatinine AL Troponin [T 1 2 T <F:9:3> ngy  or [1] Positive
TROPULN 2] Negative
fUu'_N _<F1913>l|
[ Net Dene TROPND<ZYES>
9=
ALT/SGPT 10y or Yy ormily |
26 Januvary 2000 Page 11
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Laboratory

Day 3 Value
LABDAY <ESINHS>

STUDYBOOK=ESCAPE
FORM=INDEX HOSPT

Patient Number: _
Annotated the same as Page 11 ste#

AQEOTBQITME% %%anue ElIES Day 5 Value
YES> (TYPE 4)

D?s.lrﬁ'n%eg}c(e ?;Cly record on page 29

Index Hospitalization

Patient Initials:

patient #

[ ] Also Optimal Day Value LABQUES
[_| Discharge Day record on LYgEﬁ))
g ¥ g

Date of collection: ___ PSR S _ Date of collection: ___ /_ -—
day month year day month year

WBC 0107 or 10% 5 WEBC 010" o 107 5

O -":.m'"3 O -";mma
SOC"UI"I'I "'|||'.1|l__.-'L OR |11':tul Sodium rmo _ OR rrll::_]:_.-L
Potassium ""”"",—-’L or MEqy Potassium mmoly, op MEq,
BUN T BUN 9/
Creatinine ma sy Creatinine ma/y

RECELS <ZYES>

Day 7 Value [] Alse Optimal Day Value I(‘_I'_A\(i(gfs Optimal Day Value Recorc":leg eéewthere I(‘_I'_AY?D%LZI)ES

L] Discharge Day record on page 29

LI Discharge Day record on page 29

Date of collection: ___ [ _ Date of collection: ___ __ / _ S _
day month year oy month year
ad P T & 3f
WBC 0107 or 107 5 WBC 010" or 10% 5
|_I '-:..I'I'I"'3 I_l "..:I'I'II'I'Ia
Sodium mmoly op MEG Sodium mmol/, - op mEqy
Potassium "'|||'.1|l__.-'L OR |11':tul Potassium I11"'t]/- Ok |||I:L:_._.-_
BUN 974l BUN ma s
Creatinine L Creatinine e
26 ) 2000 . Page 12
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Annotated the same as Page 8

Patient Number:

Index Hospitalization

Patient Initials:

Inpatienf Medication Summclry (Medications taken after randomization.).

05/28/2004

Start dose: Highest dose: Total # Days:
{record whole number)
Intravenous Infusions:
Amrinone [[TNe [[]Yes — If Yes: _ meg/kg/min _ meg/kg/min _
Dobutamine [INe [ Yes — If Yes: __ meg/kg/min __ meg/kg/min -
Dopamine [INe []Yes— If Yes: __ mcg/kg/min _ meg/kg/min _
Milrinone [ONe []Yes — I Yes: _ meg/kg/min _ meg/kg/min _
Nitroglycerin [ No [ Yes — If Yes: meg,/min ___ meg/min _
Nitroprusside [INo []Yes — I Yes: meg/min ___ meg/min -
Highest total Highest single Total # Days:
dnll)’ dose: dﬂlly dose: (record whole number]
ACE inhibitors:
Benazepril [INe []Yes — I Yes: ___mg ___mg o
Captopril [(INe []Yes — I Yes: __mg ___mg _
Enalapril [ IMNe [ ]Yes— IFYes: ___mg __mg o
Fasinopril [TMNe []Yes — IFYes: __ mg ___mg _
Lisinopril [INe []Yes — If Yes: __ mg __mg -
Quinapril [INe []Yes — IfYes: ___mg ___mg -
Ramipril [(ONe [ Yes — If Yes: ___mg ___mg -
Trandolapril [INe []Yes — If Yes: ___ mg __ mg _
Other [ONe []Yes — I Yes: __mg ___mg _
Angiotensin |l antagonist:
Candesartan [[TNe []Yes —* If Yes: __ mg __ mg _
Losartan [(ONe [ Yes — If Yes: ___mg __ mg .
Valsartan [INe []Yes — I Yes: ___mg ___mg o
Other [ONe []Yes — If Yes: __ mg ___mg _
Hydralazine: [ONe [ Yes — If Yes: ___mg ___mg -
|sosorbide dinitrate: [TNe []Yes— If Yes ___ mg __ mg _
Iseserbide monenitrate: [ INe [ ]Yes— If Yes: ____mg _____mg -
Topical nitroglycerin: [[TNe []Yes — IfYes: ___mg ___mg o
Highest total Total # Days:
dl:lllY dose: (record whole number)
PO v PO v
Diuretic (loop):
Bumetanide [INo [ Yes — If Yes: mg mg
Ethacrynic acid [INo [ Yes — If Yes: mg mg
Furosemide [INe []Yes— If Yes: mg mg
Torsemide [TNo []Yes—+ If Yes: mg mg
Other [INo [ Yes— If Yes: mg mg
Diuretic (potassium sparing):
Amiloride [INe [ Yes— I Yes: ___mg -
Spironolactone [INe [ Yes — I Yes: _mg _
Triamterene [ INo [ Yes— IfYes: __mg -
Other [TNo []Yes—+ If Yes: mg mg
Diuretic (thiazide):
Chlorothiazide [diuril) [CINe [ Yes — IF Yes: mg mg
Hydrochlarathiazide (HCTZ) [] Na  [] Yes — If Yes: _mg _
Metolozone [zaroxclyn) [TNe []Yes— If Yes: ___ mg _
Other [INo [ Yes— If Yes: mg mg
26 Januvary 2000 Version 3.0 Page 13
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s Index Hospitalization

Patient Number: - Patient Initials:
site # patient #
PAC Details
Did the patient receive a PAC at any time during the index hospitalization? PACDTLS (TYPE 1)

[0l Nie —+ If No, check primary reason:
PAC <.ESPACN>
[1] Randomized to CLIN
[2] Randomized to PAC but catheter not placed due to (check anly onel:
ATHNOT <ESNOPA>
[1] ABnormal anatomy

PACRECV Other technical difficulties
<ZYESNO>
Change in patient condition

[4] Physician preference

[5] withdrawal of consent

[6] Death — Complete page 70, Event Notification Form AND Death Form (insert page)
Other clinical event

[ Yes — If Yes, check all ihat aé:-
[l Randomlzed io PAC nlhal placement]
— Was the PAC removed before the optimization of therapy [initial randomized insertion enly)?
PACREMVD <ZYESNO>
[0l Ne
[1] Yes — If Yes, check Eﬂmar reuson
REMVD
1] PAC associate comp |cuhons
Z‘ Technical problems [e.g., balloon rupture, clof in catheter)
(3] Change in patient condition
4] Death — Complete page 70, Event Notification Form AND Death Form (insert page)
B8 Other (specify: OTHRESP <V:100>

PACCROSS <ZYES>
[1] Cressever frem CLIN to PAC (initial placement) —+ Complete Physician Estimate of Hemedynamic Status—

PACADD <ZYES> Crossover Form [insert page)
L1 Additional PAC placement —+ Complete the Additional PAC Insertion Form [insert page) for each PAC placement

26 January 2000 Page 14

Version 3.0
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s Index Hospitalization

Patient Number: - Patient Initials:

site # patient # This is not entered
PAC Insertion Details B Not applicable
PAC insertion date and time: ___ PAGINSDT <DAFE> ~ PACINSTM <DATETIME> PACINSRT (TYPE 3)
day

maonth year — O000-7359
CATHTYP <I:3>

T)‘PE of catheter [see codes in instructions):

Reason for PAC:
ACRAND <ZYES>
| 1] Initial PAC due to randomization

OR
Check up to 3 reasons:
_ CORONARY <ZYES> RENINSU <ZYES>
1 Acute c-::-rgnarly s»_.r\r} rome [1] Progressive oliguric renal insufficienc
o <7YES>. )
i Ass@s%%%n%lﬁ'ic:mzehsﬁmhrbl GNOS <ZYES> [ Refractory syd%'p@ﬁ?c-m ﬁﬁo&éﬁmn HYPSYSBP HYPDIABP
é Diug_n_c-sliﬁ uré:f{tﬁc}iré%&eéasaﬁing%emodynumic profile SEPSIS <ryVES —+ Blood pressure: <1:3>_ /_ <|:3>
1] Inability o w afropes .
T " ROTRBPZ vEs> [1] Sepsis RSEDEMA <ZYES>
-1_- Need for mcreusma/‘%ﬁoERﬁtrggﬁfEs> WorseninE ulmonary edema
1] Need for mechanical ventilation R OTQJ, S§EC£§:<ZYE > OTHRSSP <V:100>
Name of attending physician who performed or supervised PAC insertion: This is not entered

Complications of PAC (Check Yes or No to each complication)

26 January 2000 Complete the Additional PAC Inggriion Form (insert page) for EACH PAC placement.  fage 15
05/28/2004

Date of 6éelPMEt (TYPE 4) P
PACCOMP <ESCCOM> PCOMRSP <ZYESNO> PCOMPDT <DATE>
1=PAC associated bleeding requiring surgical intervention: 0INe [UYes— _ _, —— ,
e morth yoar
2-PAC associated bleeding requiring transfusion: [d No Yes— ;o
day maonth year
3=PAC associated pulmonary emboli: [0] No Yes— 4/ 4
day month year
4=PAC associated cannulation of carofid artery: [0 No Yes— /4
aoy morth yoar
5=PAC associated VT > 30 seconds or VF: ONe [@Yes—~ _ _ 4 _ _/
day maonth year
6-PAC associated thrombaosis of a blood vessel: [0 Ne Yes— _ _ / ;.
e morth yoar
7=PAC associated complete heart block requiring pacemaker: [ONo [Yes—~ _ _/ _ _/
aoy morth yoar
8=PAC associated perforation or rupture of pulmonary artery: [0Ne [1Yes— _ _ / _ _/
day maonth year
9=PAC associated pneumothorax: [0 No Yes— _ _ / /0
e morth yoar
10=PAC knotting: [ONe [T Yes— _du_/__n._/____
¥ maonl year
11-PAC associated valvular trauma: [(Ne [TYes— _ _,/ _ _/
day month year
12= PAC assaciated infaction: [0l ne  [T] Vae —» /!
ELWBC <ZYES> day manth yeor
1 Yes, check all thet apply: (1] Flevcred WEC DN DrERRESA |
TempL?’Mueg%ééyEngius 1] NE@E?&%&&%&Z& &5 to sepsis InfNGIL Dﬁ;%%??x—rﬂg é g
PGS SRUAT (0 s o h Bl D R0 <255 RS
CPRREQ <ZYESNO> [~ 3
PAC associated event requiring CPR: [0l Ne [1] Yes — If Yes, complete Event Notification Form
EVNTDT <DATE>
— If Yes, date of occurrence:  __/__ _ _ /_
day manth year EVNTONGO <ZYES>
— If Yes, date of resclution: _EVﬁ'I}R_SD_T ij’?‘T_D___ OR [1 Ongeing
A INFHEM <ZYESNO>
PAC associated pulmenary infarction/hemeorrhage: [0]No [1] Yes— If Yes, complete Event Notification Form |~ ©
INFDT <DATE> %% g
— If Yes, date of occurrence: __ __ /. /S O
da | FF’;‘%"I'D"T - ATE”:" INFONGO <ZYES> o g
— If Yes, date of resolution: __}\l___/D____ [o]] Ongoing 3
Ty wonih yaor I



s E saME AsPAGE 15 Additional PAC Insertion Form

Patient Number: - Patient Initials:

site # patient #

PAC Insertion Details (Index hospitalization)

PACINSRT (TYPE 3)

PAC insertion date and time:

day month T yuar 0O00-2350

Type of catheter (see codes in instructions):

Reason for PAC:

[ Initial PAC due to randomization
OR

Check up to 3 reasons:

[[] Acute coronary syndrome ] Progressive oliguric renal insufficiency
[ ] Assess transplant eligibility [ Refractory symptomatic hypotension
[_] Diagnastic uncertainty regarding hemadynamic profile

[] Inabi ty to wean inotropes ' m Sanss
[ ] Need for increasing dose of inotropes ] Worsening pulmenary edema
[_] Need for mechanical ventilation [ Other (specify:

» Blood pressure: /.

Name of physician who performed or supervised PAC insertion:

Complical‘ions of PAC (Index hospitalization only)

[ ] Positive blood cultures [_] Positive catheter tip culture [] Endocarditis

PAC associated event requiring CPR:

Check Yes or No to each complication. Date BAGLSNEL(TYPE 4) PS

PAC associated bleeding requiring surgical intervention: Ne [|Yes—
o day month year

PAC associated bleeding requiring transfusion: INe [Yes—»
day manth year

PAC associated pulmonary embeli: INe [lYes—» _ _,
o day month year

PAC associated cannulation of carotid artery: CINe [Yes— 4 4
day month yoar

PAC associated VT > 30 seconds or VF: INe [JYes— _ _,
day manth year

PAC associated thrombosis of a blood vessel: INe [Yes— 4 7
day maonth year

PAC associated complete heart block requiring pacemaker: TINe [Yes— /¢ 4
day month year

PAC associated perforation or rupture of pulmonary artery: Ne [ IYes— ____/ _ _/ _
day month year

PAC associated pneumothorax: INe [dYes— ___/ [/
day month year

PAC knotting: INe [Yes—~ ____/ _ _/
day manth year

PAC associated valvular trauma: (INo [Yes— __ __/ _ _j/
day maonth year

PAC associated infection: CNe [Yes—» ____/__ _/_ _ _ _
day month year

+ If Yes, check all that apply: [] Elevated WEBC [1 Need for IV antibiotics [T Pasitive urine culture

[] Temperature >38° Celsius [ | Need for pressors due to sepsis [ Infilrate on chest x-ray

TINe [ Yes— If Yes, complete Event Notification Form

» If Yes, date of occurrence: __ __/_ [/
day manth year
+ If Yes, date of resolution: __ __/__ __ S/ — OR [ ] Ongaing
oy mont year
PAC associated pulmonary infarction/hemorrhage: _INo []Yes — If Yes, complete Event Notification Form
v If Yes, date of occurrence: __ __ /S
day manth year
+ If Yes, date of resolution: __/__h_/ ______ OR [] Ongoing
ay mont year

26 Janvary 2000 Complete the Additional PAC Insertipn Form (insert page) for EACH PAC placement.
05/28/2004
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SCAPE

Patient Number:

Complications During Hospitalization

Index Hospitalization

Patient Initials: ___

10=

11=

12=

91 TIA

COMP <ESCOM>
ICD firing:
Ventricular tachyeardia,/fibrillation

o

0]
Curdiogenic shock |SBP < 40 mmHg requiring vasopressors) E

0]

Inappropriate firing

Ischemia/Angina

Myocardial infarction

SIS

New atrial fibrillation/flutter

Pulmonary embolism

SN

Stroke

el

Cardiac arrest:
0= Bradycardic arrest

1= Ventricular fibrillation
2= Ventricular tachycardia > 30 seconds
3= EMD/PEA

4= Undetermined cause

(= [l Bl kel [ [

5= Other

Infection:
6= Sepsis

=] (=l

7= Other infection requiring anfibiotics

Procedures During Hospitalization

PROC <ESPROC>
ICD implantation

CABG

Left heart catheterization
Cardiopulmenary resuscitation
Cardioversion

Intra-aertic balloon pump

Left ventricular assist device
Mechanical ventilation

PTCI

Permanent pacemaker

Temporary pacemaker

el k] Bl k] @l @l @l el @l e e el

Other cardiac procedure/operation

COMPRSP <zY

Yes

=R

=]

(=] [

Bl [ [

e R B Y O Y T

k] 2]

Bl E R E R R R R E R H

PﬁQCRSPﬁ_}ZSYESNO>

day ~ month year
" day /__ manth /— Tyear
“day | month year
Tdaoy /__ month /_ “year
-/ __/___ ____ —+ Complete Ml Form

day manih year
" doy month year
“day /__ month T year
T doy month /— Tymar
oy i T “year
T day /__ manth /_ “ywar
“day ' T month /_ “year
“day ' T month ;_ “year
Tday ' T month /_ “ywar
Tday ' T month /_ “ywar
—day /—— wonth /— —year T
Tday ' T momth " T " ywar
T day /__ month — © T T year

——

_— e ——

day

oy T Twemth T
R S —

“day month
[ ——

“day maonth

[
“day month

day

If Yes, date of first occurrence:

COMPDT <DATE>

If Yes, date of first occurrence:
PROCDT <pATE>

4

!

/!

T month

!

T month

/!

iy

/!

/!

!

—_—

T month

COMP (TYPE 4) P§

PROC (TYPE 4) PS

monith yeor

month yoor

ymar

/—

_}-eu r

—year
o

— i —
/ —year

month

13=

PULMONARY ARTERY CATHETERIZATION
26 January 2000
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s E Index Hospitalization

Patient Number: - Patient Initials:

Date: MNet Fluid Status: Insertion Site Status:
VOLDT <DATE> NDV%E I\/EATYPE 2)
VOLSIGN <ESSIGN>
_d_/__ — i E Ervih @ SIST<ZYNNA>
oy mon: year + :
VOLNET ryrema ES 2ZYESNO>
- _<F:9:3>¢c Exudate: [0
SEQNUM <I:1>
Ne Yes NA
R N S
day month year O+ Erythema: [ [ [
- e Exudate: [ | []
y y Noe Yes MNA
Ty monh | year O+ Erythema: [] [ [
- e Exudate: [ [
y y No Yes NA
oy month oy O+ Erythema: [ [ [
- cc Exudate: O O
No Yes MNA
—
day month year | | + EI‘)"H"IEH"IO: | | | | | |
- cc Exudate: [ [
No Yes MNA
—
dery month year ]+ Erythema: [ | O O
- e Exudate: [ [
No Yes NA
—
day month year D + Er)’*hemﬂ: D D D
- e Exudate: [ []
No Yes NA
—
day manth year O+ Erythema: [ [ [
- e Exudate: [ [
26 Janvary 2000 Version 3.0 Poge 20
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s E SAME AS PAGE 2 3 Day Physician Assessment

Patient Number: - Patient Initials:
site # patient #
Heart Failure Clinical Assessment—Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE 3)
No Yes No Yes

Fatigue: Dyspnea:

Al rest H rl At rest D I:‘

Any aclivity [l [l Walking in room | [

Routine daily activity [] ] Walking < 1 black L] []
Orthopnea (check only onel: [ Needs only 1 pillow

[ Occasional orthapnea with 1 pillow

[ Needs 2 pillows most of the time

[1 Needs 3 pillows most of the fime

[] Needs 4 pillows most of the time fsiting un)
Gastrointestinal distress (check only onel: | None  [] Qccasional [ Constant
NYHA classification [check only ana): D | D 1l I:‘ 1] l:‘ IV

Heart Failure Clinical Assessment—Physical Exam

Heart rate (supine): __ bpm Heart rate (standing after 3 minutes): bpm
Blood pressure manual cuff [supine): _ mmHg
systolic diastolic
Blood pressure manual cuff [standing ofter 3 minutes): I mmHg
systolic diastolic

Weight: __ __ Ok Dkg

Respiratory rate: __breaths/minute

Temperature: ___ . [lc [IF
Jugular venous pulsation (cm above the right atrium): [ J<g [l8-12 [J12-16 [ I>16 | | Cannot measure
Rales: [ INone [1<1/3 [J1/3-2/3 [1=2/3

Auscultation:  53: [ [No [ ] Yes
Estimated P2-PAS: [ |<40 [ ]40-50 [ ]51-60 [ ]>60

Hepatomegaly (check only ane): [ ] Absent [ |2-4 finger breadths [ ] =>4 finger breadths

Hepatojugular reflux: [ |No [ ] Yes

Ascites [check onlyone): || None [ ] Trace [ Moderate || Massive

Peripheral edema (check anfyanel: [0 [ 11+ [J2+ []3+ [ 4+

Extremities (check anly one): [TcCool [ ] lukewarm [ ]'Warm

Valsalva maneuver (check only anej: [ IMormal [ ] Absent overshoot [ | Square-wave [ ] Uncertain OR [ ] Mot applicable
Clinical profile fcheck only one): [ | Dry,/warm [ Wet/warm [ ] Dry/cold [ Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: ___ ___/__ Y

day manth year

26 Januvary 2000 Page 21
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s E SAME AS PAGE 2 5 Day Physician Assessment

Patient Number: ___ - Patient Initials: ___
site # patient #

Does the patient have any of the following? SYMPTOMS (TYPE 3
No Yes No Yes
Fatigue: Dyspnea:
Al rest | [l At rest O O
Any aclivity O O Walking in room ] ]
Routine daily activity ] ] Walking < 1 block ] O]

Orthopnea (check only onel: Needs anly 1 pillow
_ Occasional orthopnea with 1 pillow
Needs 2 pillows most of the time
] Needs 3 pillows most of the fime
_1 Needs 4 pillows most of the time (sitting up)
Gastrointestinal distress (check onfy one): [ | None  [] Occasional  [] Constant

NYHA classification [check only onels L1 1 101 Tl O 1w

Heart Failure Clinical Assessment—Physical Exam

Heart rate (supine): _ bpm Heart rate (standing after 3 minutes):

Blood pressure manual cuff fsupine): __ _ __/ mmHg

systalic diaztalic

Blood pressure manual cuff [stonding after 3 minufes)i e — i mmHg
Weight: _ ___ O O kg

Respiratory rate: ___ __ breaths/minute

Temperature: ___ . __ Llc L[IF

Jugular venous pulsation [cm above the right atrium: D <8 D 8-12 D 12-16 D =14 :| Cannol measure
Rales: [ [MNene [ <173 [11/3-2/3 [1>2/3

Auscultation: 53: [ |No [ | Yes
Estimated P2PAS: [ 1<40 [ ]40-50 []51-60 [ ]=60

Hepatomegaly [check only onel: || Absent  [_] 2-4 finger breadths [] > 4 finger breadths

Hepatojugular reflux: [INo [ Yes

Ascites [check only onel: | | None [ | Trace [ | Moderate [ | Massive

Peripheral edema [check onlyanes [ 10 [ 1+ [ ]2+ [13+ [ 4+

Extremities [check anly ane)t :l Cool |: Lukewarm D Warm

Valsalva maneuver (check only onej: ﬂ MNarmal ﬂ Absent overshoot —| Square-wave ﬂ Uncertain OR m Mot applicable

Clinical profile (check anly ane): [ ] Dry/warm [ ] Wet/warm [ ] Dry/cold [ ] Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: __ /[

day month year
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s E SAME AS PAGE 2 7 Day Physician Assessment

Patient Number: - Patient Initials:
site # patient #
Heart Failure Clinical Assessment—Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE 3)
No Yes Ne Yes

Fatigue: Dyspnea:

At rest O [l At rest L) O

Any achivity O O Walking in room ] ]

Routine daily activity O O Walking < 1 block LJ UJ
Or'rhcpnea [check only anelt Needs 0r1|y 1 pi low

[1 Oceasional orthopnea with 1 pillew
Needs 2 pillows most of the time

] Needs 3 pillows most of the fime

_1 Meeds 4 pillows most of the time (siting up)
Gastrointestinal distress (check anly one): [] Nene  [] Oceasional  [] Constant

NYHA classification {check onlyanes 11 Tl Tl Ol v

Heart Failure Clinical Assessment—Physical Exam

Heart rate [supine): ___ bpm Heart rate [standing after 3 minutes):

Blood pressure manual cuff fsupine): ___ _/

sy stolic diastalic

mmHg

Blood pressure manual cuff [stonding after 3 minufes)s P —— mmHg
prrerer astolic

Weight: ___ . O O kg

Respiratory rate: ___ __ breaths/minute

Temperature: . [(Oc [IF

Jugular venous pulsation [cm above the right atrium|: [l<8 []8-12 []12-16 [ ]=16 [_|Cannot measure
Rales: [ [None [ ]<1/3 [11/3-2/3 [1>2/3

Auscultation: 53 [ [No [ ] Yes
Estimated P2PAS: [ |<40 [ ]40-50 [ ]51-60 [ ]>60

Hepatomegaly (check only one): || Absent [ ] 2-4 finger breadths [] > 4 finger breadths

Hepatojugular reflux: [ | No [ ] Yes

Ascites (check ontyone): | |None [ | Trace [ | Moderate [ | Massive

Peripheral edema (check only one): [To [T+ [d2+ 3+ [4+

Extremities [check only ene): || Cool [ | Lukewarm || Warm

Valsalva maneuver (check anly one): [ ]Normal | | Absent overshoot | | Square-wave [ ] Uncertain OR | | Not applicable

Clinical profile (check only onel: [ ] Dry/warm [ IwWet/warm [ Dry/cold [ ] Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: ___ __ /__ _ /

day month year
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s E saME AsPAGE 2 Optimal-Day Physician Assessment

Patient Number: _ - Patient Initials: ___
site # patient #
Heart Failure Clinical Assessment—Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE 3)
No Yes No Yes

Fatigue: Dyspnea:

Al rast O O Al rest O |

Any activity O O Walking in room ] ]

Routine daily activity OJ O Walking < 1 black L | O

Orthopnea [check only ane: Needs anly 1 pillow
"] Occasional orthopnea with 1 pillow
Needs 2 pillows most of the time
U] Needs 3 pillows most of the fime
Ll Needs 4 pillows most of the fime (siting up)
Gastrointestinal distress (check only onej: [ ] Nene [ Ceeasional [ Constant

NYHA classification (checkonlyone): L1 1 L1110 Tl v

Heart Failure Clinical Assessment—Physical Exam

Heart rate (supine): ___ _ _ bpm Heart rate [standing after 3 minutes): bpm

Blood pressure manual cuff (supine)r ___ ___ ___/___
systolic diastolic

mmHg

— mmHg

Blood pressure manual culf (stonding after 3 minutes): -
systolic diastalic

Weight: _ Ow O kg

Respiratory rate: __breaths/minute

Temperature: __ . [1c [IF
Jugular venous pulsation (cm above the right arrium]: [J<g [18-12 [J12-16 []=16 [ ]Cannot measure
Rales: [ MNone [1<1/3 [1/3-2/3 [1=2/3

Auscultation:  53: [ |No [ ] Yes
Estimated P2.PAS: [ <40 [ ]40-50 [ ]|51-60 [ ]>60

Hepatomegaly (check anly onel: [ Absent [ ] 2-4 finger breadths [_] > 4 finger breadths
Hepatojugular reflux: [ | Ne [ ] Yes

Ascites [check only one): | |None [ | Trace [ ]| Moderate [ | Massive

Peripheral edema [check onlyone): [ 10 [ 11+ [J2+ []3+ [J4+

Extremities [check only anel: | | Cool [ | Lukewarm [ | Warm

Valsalva maneuver [check anly anej: [ Mormal [ | Absent overshoot | | Square-wave [ ] Uncertain OR | | Mot applicable

Clinical profile (check only ane): [ ] Dry/warm [ wWet/warm [ ] Dry/cold [ ] Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: ___ Y -
doy rwonlh yeor
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STUDYBOOK=ESCAPE

FORM=DISCHARGE
s E Discharge Physician Assessment

SAME AS PAGE 2

Patient Number: - Patient Initials: ___

Does the patient have any of the following? SYMPTOMS (TYPE 3)
No Yes No Yes
Fatigue: Dyspnea:
Al rest | ] At rest O L]
Any aclivity ] g Walking in room O ]
Routine daily activity Ll O Walking < 1 black O L]

Orthopnea (check only one: [] Needs anly 1 pillow

[] Occasional orthopnea with 1 pillow

[] Needs 2 pillows most of the fime

[] Needs 3 pillows most of the time

[] Needs 4 pillows mast of the fime (sitting up)
Gastrointestinal distress [check only one: [l Nene [ Occasional [ Constant
NYHA classification fcheck enlyanel: L1 1 I I v

Heart Failure Clinical Assessment—Physical Exam

Heart rate (supine): _____ bpm Heart rate (standing after 3 minutes): ___bpm
Blood pressure manual cuff (supine)s _ _ _ /_ _ mmHg
systolic diastolic
Blood pressure manual cuff [standing after 3 minutes): - N mmHg
systolic dinstalic

Weight: . Ok kg

Respiratory rate: __breaths/minute

Temperature: ___ . __ [le L[IJF
Jugular venous pulsation [cm abave the right atrium): D <8 D 8-12 D 12-16 D >1é6 D Cannot measure
Rales: [ |None [1<1/3 []1/3-2/3 []>2/3

Auscultation:  $3: [ |MNo | | Yes
Estimated P2-PAS: [ |<40 [ |40-50 []51-60 [ ]=60

Hepatomegaly (check only ane): [TAbsent [ 12-4 finger breadths [1=4 finger breadths

Hepatojugular reflux: [ | No [ Yes

Ascites [check anly onelt :| MNone D lrace |: Moderate :I Massive

Peripheral edema (check onlyonel: [ O [ 1+ [J2+ []3+ [ 4+

Extremities [check only anel: D Cool :| Lukewarm |:| Warm

Valsalva maneuver (check oniy one): | Normal | | Absent overshoot | | Square-wave [ | Uncertain OR [ ] Not applicable

Clinical profile (check only anel: [ Dry/warm [ Wet/warm [ ] Dry/cold [ Wet/cold
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s E Discharge Physician Assessment

Patient Number: - Patient Initials: ___

Heart Failure Clinical Assessment—Estimate of Hemodynamic Status

Right atrial pressure (mmHg) (check anly onel: [J<8 []8-12 [ 113-16 [ ]=1& THIS NOT ENTERED
Certainty of assessment (check only one: [ [ ]2 []3 [ 14 [ 15
not very sure VErY SUre

Pulmonary capillary wedge pressure (mmHg) (check onfy onel: | | <12 [ [12-22 [ ]23-30 [ /=30

Certainty of assessment (check only ane): T []2 [13 [ ]4 []5

not very sure very sure

Cardiac index (L/min ® m2) [check anlyone): [ 1< 1.8 [ 118-22 [123-25 [1=25

Certainty of assessment (check only onel: :l 1 D 2 |: 3 D 4 D 5

not VEY Sure WEry SUre.

Physician Estimate of Likelihood of Death over next 6 months
PHYDTH <ESEST> PHYSEST (TYPE 3)
Check only one: [T0-25%
[2 26-50%
[d51-75%
(4 76-100%

Physician Estimate of Readmission over next 6 months

PHYREADM <ESEST>
Check only one: [1 0-25%

[2 26-50%
[3 51-75%
76-100%

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: __ __ /  /
day month yeor
26 Janvary 2000 Version 3.0 Page 24

05/28/2004



s E SAME AS PAGE 9 Discharge

Patient Number: - Patient Initials: ___

site # patient #

Visual Anulog Scale Scores (Complete the Visual Analog Scale Worksheet)

VISUAL (TYPE 3)

Examination date: R Y
dey P prov
Worst symptom: ___ _ _ —+ Corresponding to [Check only onelt [] Abdeminal discomfort
[_] Breathing
[]Body swelling
[] Fatigue
Breathing: _________ OR [ Notapplicable if breathing was selected as worst symptom
Global: -
Time Trade-Off Scores
Examination date: /. [/ _ THIS NOT ENTERED
Score: __ months

6 Minute Walk Exercise Test

Did the patient attempt the 6-minute walk test? WALK (TYPE 3)
[[INe — If No, specify primary reason:
| The patient was too critically ill to be taken out of bed and exercised.
_| Patient cannot walk fer technical reasons (e.g., a patient who is an amputee).

_| Not done due to oversight.

[ Yes — If Yes, complete below.

Examinationdate: __ _ /_ _ _ /
ay manth year
Start time of walk: ___ ___:___ ___
00:00-23:59
End time of walk: ___ ___:_____
00-00-23:59
Total distance walked: __ [1Feet [ | Meters

Did the patient experience any of the following symptoms [check oll that apply):
H Angina
] Light headedness
["] Syncape

Borg Dyspnea score: __ (Transcribe score from workshest )

28] 2000 . P 27
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s E SAME AS PAGE 10 Discharge

Patient Number: - Patient Initials:

site # patient #

Echocardiogram Data

ECHO (TYPE 3)

Examination date and time: ___ __ / -
day month year 00:00-23:59

Blood pressure (olosest to start of ECHO): [/
sysholic diasbolic

@ Send ECHO tape to Brigham Core Lab

Cardiopulmonary Exercise (CPX)

Did the patient attempt cardiopulmonary exercise testing? CPX(TYPE3)

[[JNe — If No, specify primary reason:
[[] The patient was teo critically ill to be taken out of bed and exercised.
[] The patient was unable to walk > 50 meters on the & minute walk.
[] Patient cannet walk for technical reasons (e.g., a patient who is an amputee).

[[] Net done due to oversight.
[[] Yes — If Yes, complete below.

Examination date: S/

oy manth year.

Type of exercise [patient should perform same fype of exercise throughaut sfudy): O Bicycle
[ ] Treadmill
Peak cardiovascular responses:
VO3 (ml/kg/min):
VCO4 (ml/kg/min):
VE max (L/min):
VE/VCO2 (25 watts or end of first

workload on treadmill)
VO, @R =1.0:
Heart rate (bpm):
Systolic BP (max):
Diastolic BP (max):
Duration of exercise |min):

Respiratory exchange ratio:

Reason for termination of testing (check primary reasen):
[] Patient completed testing
[] Symptom limited [e.g., dyspneq, fatigue)
] Anging
[ serious arrhythmia
[ Blood pressure changes
[] No longer able to walk [e.g., leg cramps)

[] Other
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s E SAME AS PAGE 11 Discharge

Patient Number: - Patient Initials: ___

site # patient #

Laboratory B Optimal Day Value

LAB (TYPE 4) PS
Date of collection: __ /_ /|
day month yoar
Value Value
Hemoglobin (Hgb) o9, AST/SGOT Uy orYy ormiUy
0 rr||||f_\|fL
o g'-:-dl.
Platelets R """a'f._.ma Total protein d g"":dL
O /"'Illa a 9
Hematocrit (Hct) _ Oly Albumin o9y
L% cef,
WBC O "JWL OR """3”_.”,: Total bilirubin O mg/g,
[ 0 !.lrr|u|/|-
£ mim
Sodium "'|||:J|___..-L oR |11':qer Direct bilirubin 0 ”Ig"':dl.
O !.lrll:)l/[
Potassium mmoly, - gg mEq s CK ULN =____) UsporYy ormlly
O Mot Done
BUN M9/ CK-MB (UIN=___ ) C1megy) or Ha/ or ™/,
N r| /| OR U___-'L OR m|l.|/___ 1
O
[J Mot Done
Creatinine "/ Troponin 11 ' T "3 or [ Pasitive
O MNegative
[UN=___ |
[1 Mot Done
ALT/SGPT Uy or Yy ormily
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s E SAME AS PAGE 6 Discharge

Patient Number: - Patient Initials: ___
site # patient #
Discharge Medications
ACE inhibitor: [ Na — If No, specify reason (check all that apply): ACE1 (TYPE 3)
[ ] Angioedema, anaphylaxis, neutropenia
] Cough
[_| Hyperkalemia
[ Renal artery stenasis
[ Renal dysfunction
[ | Symptomatic hypatension
[ ] Other adverse events such as taste disturbance, rash, and gastreintestinal upset
SOEACES (TYPE 3
Total daily dose:
[] Yes — If Yes: [] Benazepril o mg
[ Captopril . mg
[ Ena april o mg
[] Fosinopril o mg
[ lisinopri o mg
] Quinapril - mg
[ ] Ramipril o mg
[ Trandolapril - mg
[ Other {specify): mg
Angiotensin Il antagonist: Total daily doséNGIODIG (TYPE 3)
[INo [ ]Yes— IfYes: [ ]Candesartan o mg
[ lesartan - mg
[T Vvalsartan - mg
[] Other (specify): mg
Digexin: [JNo []Yes —+ If Yes, specify total dose and frequency: _ mg
Jap [JQoD ] Other
Total daily dosePlURl (TYPES3
Diuretic: [TNe [ ]Yes— If Yes: [ |Bumetanide o mg
{loop) [ Ethacrynic acid - mg
] Furosemide - mg
[ Torsemide o mg
[] Other [specify): mg
Total daily dose:
Diuretic: [INe []Yes— IfYes: [ ] Amiloride - mg
{potassium sparing) [ Spironclactone _ mg
[ Triamterene _ mg
[_| Other (specify): mg
Total daily dose:DIURCCB (TYHE3)
Diuretic: [INe [JYes— IfYes: [ Chlorothiazide (diuril) - mg
(thiazide) [] Hydrochlorothiazide [HCTZ) - mg
[ ] Metolazone [zaroxslyn) - _ mg
[] Other (specify): mg
Calcium channel blocker: Total daily dose:
[INe []Yes— IfYes: [ ]Amlodipine - mg
[ Other {specify): mg
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s E SAME AS PAGE 7 Discharge

Patient Number: - Patient Initials: ___

Discharge Medications (cont.)

Total daily dosEBANTIAR (TYHE 3)
Beta blocker: [Ne []Yes— IfYes: [ Atenclol - mg
] Biseprolal - mg
[ Carvedilal o mg
[ Metopralal ____ mg
M Propranolol o mg
[] Other (specify): mg
Total daily dose:
Antiarchythmics: [ JNo []Yes —+ I Yes: [ ] Amiodarone o mg
] Dofetilide - mg
[ Satalal 2 mg
[ Other (specify): mg
Total daily dosl}!IHYPOT (TYPHS3)
Nitrates: [[TNe [ ]Yes — IfYes: [ |lsosorbide dinitrate o mg
|:| lsosorbide monanitrate . mg
[ Topical nitroglycerin . mg
Hydralazine: [[TNe [ ]Yes —+ IF Yes, total daily dose: - mg
Potassium: [INo []Yes—+ IF Yes, total daily dose: - _ mEq
Statins: T IMNe ] Yes Antidepressants: [TNa []Yes MEDS (TYPE 4)S
Other lipid lowering agents: CINo [ Yes Benzodiazepines: [INo []Yes
Magnesium: CINe [ Yes Allopurinel: [INe [ Yes
Estrogen replacement therapy: TINe [ Yes Colchicine: [ONe [ Yes
Testosterone replacement therapy: [ Mo [] Yes Enoxaparin: [INe [ Yes
Insulin: 1Mo [ Yes Warfarin: [INe [ Yes
Oral diabetic agents: TIMNo [ Yes Vitamin E: [INe [ Yes
Aspirin (daily): [ IMNe [ ]Yes CoEnzyme Q10: [INe []Yes
Other antiplatelet agents: [ IMNe [ Yes Other antioxidants: [INe []Yes
NSAIDs: INe [ ] Yes Multi-vitamin: [INo []Yes
Thyroid replacement therapy: CINo [ Yes
Current/Intermittent Infusions
Amrinone: [(INe [ Yes — IF Yes: o meg/kg/min _ # days/month INFUS (TYPE 4) PS
Dobutamine: CINe [ Yes — IF Yes: - meg,/kg/min - # days/month
Dopamine: [INe []Yes — If Yes: - meg/kg,/min - # days/month
Milrinone: CINe [ Yes — If Yes: . meg,/ kg, min _ # days/month
26 January 2000 Version 3.0 Page 31
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Discharge

Patient Number: _ - Patient Initials:

Nurse/Study Coordinator Estimate of Likelihood of Death over next 6 months

NRSDTH <ESEST> NURSEEST (TYPE 3)
Check enly one: 0-25% 26-50% 51-75% 76-100%

Nurse/Study Coordinator Estimate of Readmission over next 6 months
NRSREADM <ESEST>

Check only one: [1] 0-25% [2] 26-50% [3] 51-75% [4] 76-100%
ECG (Record results of ECG closest to time of discharge.)
SAME AS PAGE 5
Dateand time: ___ __ /__ _ _ /____ — _— e ECG (TYPE 3)
day “month year “00:00-23:59
Rate: __ __ bpm

Rhythm [check only ane: [ Sinus bradycardia [ Normal sinus thythm [ Sinus tachycardia
[_] Arrial fibrillation/Autter ] Paced rhythm ] Other
Specific abnormalities [check ofl that apply): [ JRBEE [ 1LBBE [ ] Nat applicable

Endpoint Summary: Index Hospitalization

Number of days since randomization the patient was in: Icufccu:  ICUNUM <I:3> ENDPTSUM (TYPE 3)
STPNUM <I:3>

WRDNUM <I:3>

Step down unit:

Regular ward:

Si d h h died? HOSPADM <ZYESNO>
ince randomization usI E|Eahe£|YEI§NO NUMTIMES <I:2>

[0] No —+ IF NB, transp ant status (check only one):

TRNSTAT <ESSTAT> CRDOPPRO <ZYESNO>
1 Ineligible
z Active evaluation
(3 Listed RECDT <DATE>
4 Received transplant — Dater ___ Y -
ay month year
3 Accepted, but waiting to detemine need after dischurge
6 Mot evaluated

1] Yes — If Yes, complete page 70, Event Notification Form and the Death Form (insert page)

* If Yes, DO NOT complete remainder of this page.

Discharge Summary

PTSTAT <ESDIS DISCHARG (TYPE 1
Patient status: [1] Discharged home Discharged to assisted living Discharged to skilled nursing facility ( )

DISCHDT <DATE>
Discharge date: —_— /

oy manth year,

On discharge, was the patient relieved of congestion? DIULMIT <ESDIUR>
RELIEV <ZYESNO> [0l No — If Ne, diuresis was limited by (check only ane): Renal dysfunction
] Yes Hypotension
SODRES Other

Discharge Instructions for Sedium and Fluid Restriction:  Sodium restriction: <F:9:3> mg/day
Fluid restriction: FLDRES L/day

PLAN <ZYESNO> <F:9:3>
Was the patient given a diuretic plan for weight gain? [0] No Yes — If Yes, for every 2 Ib weight gain patient:

[check all that apply)

Increases loop diuretics INCLOOP <ZYES>
[1] Adds thiazide/metolazane ADDTHMET <ZYES>
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STUDYBOOK=ESCAPE
s E FORM=2-WEEK FOLLOW-UP 2-Week Follow-Up

Patient Number: - Patient Initials: ___

site # patient #

Contact Status

Date of contact: — / _C_OE—_LQL?DEEL R CONTACT (TYPE 3)
oy mionl ymar
MODEC<ESCON>
Mode of contact [check anly onel: Clinic visit

Telephone call
[3] Rehospitalization

Continuous hospitalization since randomization

LSTCONDT <DATE>

Lost ta follow-up— Date of last contact: _d_f__ — S
ay monil year
Other (specify): OTHMDESP <V:100>

Resuscitation Orders

_— . ) RESUSORD <ESRESU> =
Resuscitation orders (check only one): |I| Attempt cardiopulmonary resuscitation

[7] Attempt cardiopulmonary resuscitation but de not intubate

Do not attempt cardiopulmonary resuscitation

E ndpoinl‘ Su mmclry {SKIP this box for patients with a continuous hospitalization since randomization.)
END,I‘PTSUM (TYPE 3)

Since the last visit was the patient admitted to the hospital or emergency department for more than 24 hours?

[INeo SAME AS PAGE 32
[]Yes — If Yes, number of times:

+ If Yes, complete the Rehospitalization Form (insert page) for each hospital admission

Since the last visit has the patient undergone a cardiovascular operation or procedure (e.g., CABG, PAC, mechanical ventilation)?
Mo

[[]Yes — If Yes, complete the CV Procedures/Mechanical Ventilation Form (insert page)

Since the last visit has the patient died?
[ I Ne — If No, transplant status (check only one):
" Ineligible
: Active evaluation
: Listed

| Received transplant —+ Date: Ay SRR

day month year

| Accepted, but waiting te detemine need after discharge
| Not evaluated

[]Yes — If Yes, complete page 70, Event Notification Form and the Death Form (insert page)
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s E AMIE AS PAGE 2 2-Week Physician Assessment

Patient Number: ___ ___ - Patient Initials: ___
site # patient #
Heart Failure Clinical Assessment — Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE3)
No Yes No Yes
Fatigue: Dyspnea:
At rest Ol | At rest LJ |
Any activity O O Walking in room ] O
Routine daily activity ] ] Walking < 1 block L Ol

Orihcpnea [check only anel: Needs 0r1|y 1 pi low

Occasional orthopnea with 1 pillow
Needs 2 pillows most of the fime

— Needs 3 pillows most of the time

_ Needs 4 pillows most of the time {siting up)
Gastrointestinal distress [check only ane): [l Nene [ Occasional [ Constant

NYHA classification (check onlyone): 11 L10 Clur Clv

Heart Failure Clinical Assessment — Physical Exam

mPHYSEXAM (TYPE 3)

Heart rate (supine): ___ _ _ bpm Heart rate (standing after 3 minutes): ___ __ _ _bp
Blood pressure manual euff (swpine): /S mmHg
systolic diastalic
Blood pressure manual cuff (standing after 3 minufes)i R (S — mmHg
systolic astolic

Weight: . Ow O kg

Respiratory rate: __breaths/minute

Temperature: ___ . [1c [IF
Jugular venous pulsation [cm abave the right atrium): [J<g8 [8-12 []12-16 []=16 [ ]Cannot measure
Rales: [ None [1<1/3 []1/3-2/3 [1>2/3

Auscultation: 53: [ [No [ ] Yes
Estimated P2-PAS: [ <40 [ 140-50 []51-60 [ ]=60

Hepatomegaly [check only one): [ Absent  [_] 2-4 finger breadths [_| > 4 finger breadths

Hepatojugular reflux: [ |No [ ] Yes

Ascites [check only one)s [ | None [ | Trace [ | Moderate [ | Massive

Peripheral edema [check only ene): [0 [ 1+ [J]2+ [13+ []4+

Extremities (check only one): || Cool [ Lukewarm || Warm

Valsalva maneuver (check only ane): [ INormal [ | Absent overshoot [ | Square-wave [ ] Uncertain OR | | Mat applicable
Clinical profile (check only anel: [] Dry/warm [] Wet/warm [] Dry/cold [ ]wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)

Investigator’s signature: Date performed: ___

day month year
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E

SAME AS PAGE 6

Patient Number:

site # patient #

2-Week Follow-Up

Patient Initials:

ACE inhibitor:

L No —+ |: \IG, spec'{y reason (check all thot :Jp.n.'yj':

[1Yes —+ If Yes:

[ Angicedema, anaphylaxis, neutropenia
[ ] Cough

[] Hyperkalemia

[ Renal artery stenasis

[ | Renal dysfunction

[] Symptomatic hypotension

[] Other adverse events such as taste disturbance, rash, and gastrointesti

[1Benazepril
[] Captopril

[] Enalapril

] Fosinopril

[] lisinapri

(1 Quinapril

] Ramipril

[ Trandolapril
D Other [specify):

ACE1 (TYPE 3)

nal upset
STOMPACED (TYPE 3)
Total daily dose:
_____mg
- mg
- mg
_ Mg
- m(__]
- m(__]
________mg
- mg
mg

Angiotensin Il antagonist:

Total daily dosar0D'C (TYPE3)

[TNo []Yes— IFYes: [ |Candesartan o mg
[ Losartan - mg
] Valsartan - mg
[] Other {specify): mg
Digexin: [INo []Yes — If Yes, specify total dose and frequency: _ mg
[Jap []Qob [ Other
Total daily doselz?IURl (TYPE3)
Diuretic: [T Ne [|Yes— IFYes: [ | Bumetanide _ mg
{loop) [ Ethacrynic acid - mg
[ ] Furosemide _ mg
[ Torsemide o mg
[] Other (specify): mg
Total daily dose:
Diuretic: [INe [Yes—+ IfYes: [ | Amiloride _ mg
{potassium sparing) [ Spirenclactene . mg
] Triamterene . mg
[] Other (specify): mg
Total daily cl%ls.léJ:RCCB (TYPES3)
Diuretic: [[INe [|Yes—+ IfYes: [ |Chlorothiazide |diuril] o mg
(thiazide) [ 1 Hydrochlorothiazide [HCTZ) - mg
[ Metolazone [zaroxolyn) - mg
[] Cther {specify): mg
Calcium channel blocker: Total daily dose:
[(INe [Yes — IFYess [] Amlodipine o mg
[] Other (specify): mg
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7=

SAME AS PAGE 7

Patient Number:

patient #

2-Week Follow-Up

Patient Initials: ___

Current Medications (cont.)

Beta blocker:

[INe [Yes — If Yes:

[] Atenclal

[ ] Bisoprolol
[T] Carvedilal
[] Metaprolol
[ | Propranolal

Total dninB

ANTIAR (TYPE 3)

ose:
mg
mg
mg
mg
mg

|:| Other [specfy):

mg

Total daily dose:

Antiarrhythmics: [T No []Yes = IFYes: [ ] Amiodarone mg
[ ] Dofetilide mg
[1 5otalol mg
[ ] Other [specifyl: mg
Total daily cm.l.E:YPOT (TYPES3)
Nitrates: ONe [Yes— IfYes: []lsosorbide dinitrate mg
[ Isosorbide mononitrate mg
[ Topical nitroglycerin mg
Hydralazine: [INe [ Yes — If Yes, total daily dose: mg
Potassium: [INe [ Yes — If Yes, total daily dose: mEq
Statins: [INe []Yes Antidepressants: [Ne [ YMEDS (TYPE 4) PS
Other lipid lowering agents: [INe [ Yes Benzodiazepines: [INo [ Yes
Magnesium: [INe []Yes Allopurinol: [TNe []Yes
Estrogen replacement therapy: [INe []Yes Colchicine: [[TNe []Yes
Testosterone replacement therapy:  [] No [ Yes Enoxaparin: [INe [es
Insulin: [INe []Yes Warfarin: [[TNe []Yes
Oral diabetic agents: CONe [ Yes Vitamin E: [ONe [Yes
Aspirin (daily): [INe []Yes CoEnzyme Q10: [INo []Yes
Other antiplatelet agents: O Ne [ Yes Other antioxidants: [ONe [Yes
NSAIDs: [INe []Yes Multi-vitamin: [TNe []Yes
Thyroid replacement therapy: [INe [Yes

INFUDG <ESINF>

INFDGRSP <ZYESNO>

Current infusion rate:

Check box if intermittent! NFUSIN (TYPE 4) PS

INFDGDS INFINT <ZYES> INFNUMDY

Amrinone: [0] Ne Yas — |f Yes: <F:9:3> meg/kg/min Intermittent — __ <1:2>  # days/maonth
Dobutamine: [0 Ne [ Yes — I Yes: meg/kg/min (1] Intermittent — # days/month
Dopamine: [0] No Yes —+ If Yes: meg,/kg,/min Intermittent —* # days/month
Milrinone: 0] Ne [Tl Yes — If Yes: meg/kg/min Intermittent — # days/month
Nitroglycerin: [0l No [I] Yes — If Yes: meg/ min

Nitroprusside:  [0] No Yes — If Yes: meg,/min

Natracor

26 Janvary 2000 Version 3.0 Page 36

05/28/2004




E

SAME AS PAGE 11

Patient Number:

site # patient #

2-Week Follow-Up

Patient Initials:

LAB (TYPE 4) PS

Date of collection: S S _
day month year
Value Value
Hemoglobin (Hgb) o9/, AST/SGOT Uror Yz ormiUy
I_l "||l||r_‘|f|-
Le/ dl

PIC“BIE‘S (. IIJWL OR ll‘j:ﬂ'"lll“l TO‘UI profein | g"::dl.
O/ m? Oef
Hematocrit {Het) Oy Albumin | -‘3-"":dl
% O FJ.-"L
WBC 0 10% o |'~¥'3’f___|”3 Total bilirubin Clmg/y,
[ -"';|11 3 ] Hm L]l/L
Sodium mmol/, or mEqy Direct bilirubin ma/y
O !.lrrlLJ|/L
. . ENZYMES (TYPE 3)
Potassium mmol ;- op mEQ CK (UIN=____}) T/ oR T/ OR Elﬁm
[0 Not Done
BUN 9/g CK-MB (ULN=_____ ) C1 ™/, or M8/, OR "8/
O IL OR U-"':L OoR rr||Ufrm L
%
[ Mot Done
Creatinine 9741 Troponin [ 1 [0 T ng/.L OR [ Positive
[ Megative
(UIN=__ |
[ Mot Done
ALT/SGPT IU___.-'L or U/ or |11||.mel
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s E 2-Week Follow-Up

Patient Number: - Patient Initials:
site # patient #
Follow-Up Summary
Follow-Up Instructions for Sedium and Fluid Restriction: FOLLOW (TYPE 3)
SODIUM
Sodium restriction: F:9:3> mg/day
FLUID

Fluid restriction: <F:9:3> Lfday WTPLAN <ZYESNO>

Was the patient given a diuretic plan for weight gain? [0] No Yes — If Yes, for every 2 |b weight gain patient:
[check all that apply)
[1] Increases loop diuretics INCDIU <ZYES>
[1] Adds thiazide/metolazene ADDSTHI <ZYES>

Visual Anulog Scale Scores (Complete the Visual Analog Scale Worksheet insert pages)

SAMEASPAGEY VISUAL (TYPE 3)

Examination date:

day T ‘maonth year,
Worst symptom: ____ —+ Corresponding to (check anly ane): [[] Abdominal discomfort
[] Breathing
[ Body swelling
[_] Fatigue
Breathing: __ _ ___ OR [ Mot applicable if breathing was selected as worst symptom
Global:

Nurse/Study Coordinator Estimate of Likelihood of Death over next 6 months

Check only one: [10-25%
[]26-50%
|:| 51-75% THIS NOT ENTERED
[]76-100%

Nurse/Study Coordinator Estimate of Readmission over next 6 months

Check only one: [10-25%

E g;‘:_—;g:’;: THIS NOT ENTERED

[176-100%

SIGNATUR (TYPE 4)

The dota recorded on CRF poges 1 -38 have been reviewed by me or my delegote and are accurate and complete fo the best of my knowledge.

SAME AS PAGE 3

Investigator’s signature: Date: Y S

day " month year
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STUDYBOOK=ESCAPE
FORM=1-MONTH FOLLOW-UP

s E SAME AS PAGE 1

Patient Number:

1-Month Follow-Up

Patient Initials:

Minnesota Living with Heart Failure

Instructions: These questions concern how your heart failure (heart condition) has prevented you from living as you wanted
during the last month. The items listed below describe different ways some people are affected. If you are sure an item does
not apply to you or is not related to your heart failure then circle O (meaning “Ne”) and go onto the next item. If an item does
apply to you, then circle the number rating of how much it prevented you from living as you wanted. Remember to think about
OMNLY THE LAST MONTH. LWHFQUES (TYPE 3)
Did your heart failure prevent you from living as you wanted during the LAST MONTH by:
No Very Very
Little ™ Much

1. causing swelling in your ankles, legs, etc? 0 1 2 3 4 5
2. making your working around the house or yard difficult? (+] 1 2 3 4 5
3. making your relating to or doing things with your friends difficult? 0 1 2 3 4 5
4. making you sit or lie down to rest during the day? 0 1 2 3 4 5
5. making you tired, fatigued, or low on energy? 0 1 2 3 4 5
6. making your working to earn a living difficult? 1] 1 2 3 4 5
7. making your walking or climbing stairs difficult? 0 1 2 3 4 5
8. making you short of breath? 1] 1 2 3 4 5
9. making your sleeping well at night difficult? 4] 1 2 3 4 5

10. making you eat less of the feods you like? 0 1 2 3 4 5

11. making your going places away from home difficult? 0 1 2 3 4 5

12. making your sexual activities difficult? 0 1 2 3 4 5

13. making your recreational pastimes, sperts, or hobbies difficult? 0 1 2 3 4 5

14. making it difficult for you to concentrate or remember things? 0 1 2 3 4 5

15. giving you side effects from medications? 1] 1 2 3 4 5

16. making you worry? 4] 1 2 3 4 5

17. making you feel depressed? 1] 1 2 3 4 5

18. costing you money for medical care? 0 1 2 3 4 5

19. making you feel a loss of self-contrel in your life? 4] 1 2 3 4 5

20. making you stay in a hospital? 0 1 2 3 4 5

21. making you feel you are a burden to your family or friends? 0 1 2 3 4 5
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Contact Status

E

1-Month Follow-Up

Patient Number: Patient Initials: ___

patient #

Date of contact: __ / _SAI\/IE AS PAGE 33 CONTACT (TYPE 3)
day Py o
Meode of contact [check anly ane): [ Clinic visit
[] Telephone call
[ ] Rehaospitalization
[] Continuous hospitalization since randemization
[ Lost to follow-up —+ Date of last contact: — S mmh_/__ ——

D Other (specify):

Resuscitation Orders

Resuscitation orders (check :Jr;l'}a one):

[] Attempt cardiopulmonary resuscitation

[] Attempt cardiopulmonary resuscitation but do net intubate

[] Do not attempt cardiopulmenary resuscitation

E ndPOint Su MMArY (SKIP this box for patients with a continuous hospitalization since randomization.)
ME AS PAGE, 32 ENDPTSUM (TYPE 3

S
Since the last visit was the patient admitted to the hospifnﬁ:}r emergency department for more than 24 hours?

[ Ne
[]ves

» If Yes, number of times:

+ If Yes, complete the Rehospitalization Form (insert page) for each hospital admission

Since the last visit has the patient undergone a cardiovascular operation or procedure (e.g., CABG, PAC, mechanical
ventilation)?

[ Ne
[] Yes

+ If Yes, complete the CV Procedures/Mechanical Ventilation Form (insert page)

Since the last visit has the patient died?
[ ] No— If No, transplant status (check only ane):
neligible
Active evaluation
listed

Received transplant

+ Date: ___ /

Y

ay month

year

| Accepted, but waiting te detemine need after discharge

__ Not evaluated

[ Yes

+ If Yes, complete page 70, Event Notification Form and the Death Form [insert page)

24 January 2000
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s E 1-Month Physician Assessment

Patient Number: - Patient Initials:
SAME AS PAGE 2 Feflent Number: T atient Initials: ___
Heart Failure Clinical Assessment—Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE 3
No Yes No Yes
Fatigue: Dyspnea:
At rest ] O Al rest O ]
Any achivity ] O Walking in room O O
Rautine daily activity ] [l Walking < 1 block O []

Or?hopnea [check only one): D Needs Gn|}.-r 1 p'”DW
[ Occasional orthopnea with T pillow
[] Needs 2 pillows most of the time
[] Needs 3 pillows most of the fime
[] Needs 4 pillows most of the time [sitting up)

Gastrointestinal distress (check anly one: [ Nore [ Occasional [ Constant
NYHA classification (check anyonel: [ 1 (10 [l [

Heart Failure Clinical Assessment—Physical Exam

_PHYSEXAM (TYPE 3)

Heart rate (supine): ___ __ _ bpm Heart rate (standing after 3 minutes): ___ _ _ bp
Blood pressure manual cuff (supine)s s — T mmHg

Blood pressure manual cuff (standing ofter 3 minutesls = — =i mmHg

Weight: _ . Ow O kg

Respiratory rate: ___ ___ breaths/minute

Temperature: ___ . [le L[IF

Jugular venous pulsation [cm above the right atrium): D <8 D 8-12 D 12-16 D =14 D Cannot measure
Rales: [ INone [ <1/3 []1/3-2/3 [1>2/3

Auscultation:  53: [ |[No [ | Yes
Estimated P2-PAS: [ |<40 [ ]40-50 [ |51-60 [ ]>40

Hepatomegaly (check only one): [ Absent [ 12-4 finger breadths []>4 finger breadths

Hepatojugular reflux: [ Mo [ ] Yes

Ascites [check only onel: j MNone D lrace E Moderate :l Massive

Peripheral edema (check onlyane: _ O [ 1+ []2+ []3+ []4+

Extremities [check only ane)t [JCool [ Jlukewarm [ ] Warm

Valsalva maneuver (check anly ane: [ INermal | | Absent overshoot || Square-wave | | Uncertain OR || Not applicable

Clinical profile (check only ane)s [ ] Dry/warm [ ] Wet/warm [ ] Dry/cold [ ] Wet/cold
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EME 1-Month Physician Assessment

Patient Number: - Patient Initials:

Heart Failure Clinical Assessment—Estimate of Hemodynamic Status

Right atrial pressure (mmHg) (check onlyone): [ |<8 [ 18-12 [ 13-16 []>16 THIS NOT ENTERED
Certainty of assessment (check only anel: [ 11 [ ]2 [ 13 [ 14 [ 15
not VEF}' sure IJ'EI':f' sure

Pulmonary capillary wedge pressure (mmHg) (check onlyonez [ | <12 [ ]12-22 [ ]23-30 [ |=30

Certainty of assessment (check only anel: 1 [12 [13 [14 [ 15

not very sure very sure

Cardiac index (L/min ® m2) (check oniyonel: | |<18 [ ]18-22 [ ]23-25 |[]>25

Certainty of assessment (check only anel: ] []2 [13 []4 [ 15

not very sure VEry sure

Physician Estimate of Likelihood of Death over next 6 months

Check only one: [10-25% SAME AS PAGE 26 PHYSEST (TYPE 3)

[126-50%
C151-75%
[ ] 76-100%

Physician Estimate of Readmission over next 6 months

Check only one: [10-25%
[]126-50%
[]51-75%
] 76-100%
Signature (Physician who performed assessment)
SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: ___ __ _/_ Y
day manth year
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s E SAME AS PAGE 6 1-Month Follow-Up

Patient Number: - Patient Initials:
site # patient #
ACE inhibitor: [ No —+ H\D, 5:JECiFy reason (check af! that apply): ACE1 (TYPE 3)
] Angioedema, anaphylexis, neuvtropenia
[] Cough
[_] Hyperkalemia
[ Renal artery stenasis
[ Renal dysfunction
| |‘:yr'1ptm'1|:|tic hypotension
D Cther adverse events such as taste disturbance, rash, and qusirmnreshncﬂ u
EZF(TYPE 3)
Total daily dose
[[] Yes — If Yes: [ Benazepril o mg
[ Captopril - mg
] Enalapril o mg
[ ] Fesinopril o mg
[] lisinopri . mg
O] Quinapril . mg
[ ] Ramipril o mg
[] Trandalagril o mg
[] Other (specify): mg
Angiotensin Il antagonist: Total daily oGIODIG (TYPE3)
[INe [ Yes— IfYess [ Candesartan o mg
[ ] Losartan - mg
] Valsartan . mg
[] Other (specify): mg
- mg
Digexin: I No [ Yes — If Yes, specify total dose and frequency: Oap [J@ob [ Other
Total daily dosDIURl (TYPE3)
Diuretic: [[INe []Yes— IfYes: [ _]Bumetanide . mg
(loop) [] Ethacrynic acid o mg
[ Furesemide o mg
[ Torsemide o mg
[ Other (specify): mg
Total daily dose:
Diuretic: [INe []Yes— IfFYes: [ ] Amiloride o mg
(potassium sparing) [] Spironclactene o mg
] Triamterene . mg
[] Other (specify): mg
Total daily RILRCCB (TYPE3)
Diuretic: [IMNe []Yes — IfYes: [ Chlorathiazide [diuril) . mg
(thiazide) [] Hydrochlorathiazide (HCTZ) o mg
[] Metolazone [zarexelyn) _ mg
[] Other (specify): mg
Calcium channel blocker: Total daily dose:
[[TNe []Yes — IfYes: [ | Amlodipine o mg
[ Other (specify): mg
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SAME AS PAGE 7

Patient Number:

patient #

1-Month Follow-Up

Patient Initials: ___

Current Medications (cont.)

Total dailPBGRTIAR (TYPE 3)

Beta blocker:

[INo [ Yes — If Yes:

] Atenclal

[ ] Bisoprolol
] Carvedilal
[] Metoprolol
[_] Propranolol

mg
mg
mg
mg
mg

|:| Other [specty):

mg

Total daily dose:

Antiarrhythmics: [ No []Yes — IfYes: [ ] Amiodarone mg

[] Dofetilide mg

[] Sotalel mg

[ Other (specify): mg

Total daily cll\”sg:YPOT (TYPES3)

Nitrates: [IMNe [JYes— IFYes: [ lsoserbide dinitrate mg

[] Isosorbide monenitrate mg

[ Topical nitroglycerin mg
Hydralazine: [INo []Yes— If Yes, total daily dose: mg
Potassium: [INe [IYes — If Yes, total daily dose: mEg
Statins: [INe []Yes Antidepressants: [INe [ ‘A;/SIEDS (TYPE4)PS
Other lipid lowering agents: [TNe []Yes Benzodiazepines: [TNe []Yes
Magnesium: [INe []Yes Allopurinol: [INe []Yes
Estrogen replacement therapy: [INe []Yes Colchicine: [INe []Yes
Testosterone replacement therapy: [ No [ Yes Enoxaparin: CIMNe [ Yes
Insulin: [ Ne []Yes Warfarin: [TNe []Yes
Oral diabetic agents: [ Ne [Yes Vitamin E: [INe [Yes
Aspirin (daily): [INo [ ]Yes CoEnzyme Q10: [[INo [ ]Yes
Other antiplatelet agents: [INe []Yes Other antioxidants: [INe [ Yes
NSAIDs: [TNe []Yes Multi-vitamin: [TNe []Yes
Thyroid replacement therapy: [INo []Yes

Currse/ﬁ\Mr!i:qus\i%ﬁ'rAc\i eI:E 36 Check box if iniermiﬂent!NFUSlN (TYPE 4) PS
Amrinone: [INe []Yes— If Yes: meg, kg/ min [ Intermittent — # days/month
Dobutamine: [TMNe []Yes— If Yes: meg/kg/min [ Intermittent — # days/month
Dopamine: [INe []Yes —* If Yes: meg,/kg/min [] Intermittent — # days/month
Milrinone: [TNo [ ]Yes—+ If Yes: meg,/kg/min [ 7 Intermittent —+ # days/month
Nitroglycerin: [ INo [ ] Yes —+ If Yes: mcg,/min
Nitroprusside:  [JMNo []Yes — If Yes: meg,/min
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SAME AS PAGE 11

Patient Number:

patient #

1-Month Follow-Up

Patient Initials: ___

LAB (TYPE 4) PS

Date of collection: S S _
day month year
Value Value
Hemoglobin (Hgb) Oe/ AST/SGOT U or Yy ormity
m rr||||f_~|/L
U g"l:dL

Platelets 01107 op 10¥_ 4 Total protein S
O /"'nla | g..-"L
Hematocrit (Het) Oty Albumin 0 'q";:dL
0% d9/,
WBC 010% or ""*'3”._1”3 Total bilirubin O maly,
[ ,.-"'m._.s ] !'"""-"Ifl_
Sodium "'|||-.:I.__,.-L oR |11':q/L Direct bilirubin O masy
M !.lrrl:J|/L
. ol . ENZYMES (TYPE 3)
Polassium /L or T CK UN=____| SALOR S/ oR T
O Mot Done
BUN 9741 CK-MB (UIN=_____ ) I Mg/ or Ha/| or M9/
O I“";I. oR U-"':I. OR m||.J/’___
%
[ Mot Done
Creatinine 8/4L Troponin (1 [ T ngs .. Or [ Pasitive
[ Negative
[UN=___ |
[ Mot Done
ALTISGPT |L|___.-'L or Y/ or |11|U/"IL
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s E 1-Month Follow-Up

Patient Number: - Patient Initials:

site # patient #

Follow-Up Summary

Follow-Up Instructions for Sedium and Fluid Restriction: SAME AS PAGE 38 FOLLOW (TYPE 3)
Sodium restriction: __ mg/day
Fluid restriction: L/day

Was the patient given a diuretic plan for weight gain? [[No  [[] Yes — If Yes, for every 2 |b weight gain patient:
[check alf that apply)
| Increases loop diuretics

:| Adds thiazide/metolazone,

Visual AI'ICIIOQ Scale Scores (Complete the Visual Analog Scale Worksheet insert pages)

Examination date: s 4 SAMEASPAGE?® VISUAL (TYPE 3)
day manth year,
Worst symptom: ___ _ _ —+ Corresponding to (check only ane): [] Abdominal discomfort
[] Breathing
[] Body swelling
[] Fatigue
Breathing: ____ ____ OR [ Mot applicable if breathing was selected as worst symptom
Global:

Congestion Score (See instructions on facing page.)

CONGSCOR <l:1> CONGEST (TYPE 1)

Congestion score:

Time Trade-Off Scores

SAME AS PAGE 9

Examinationdate: __ _ /__  _ /_
day manth year

TIMETRAD (TYPE 3)

Score: months [Jor 1 day

Nurse/Study Coordinator Estimate of Likelihood of Death over next 6 months

Check only one: [ 10-25% SAME AS PAGE 32 NURSEEST (TYPE 3)
[126-50%
[151-75%
] 76-100%,

Nurse/Study Coordinator Estimate of Readmission over next 6 months

Check only one: [10-25%
[ 126-50%
[151-75%
[ 76-100%,

) u . ) ) . IGNATUR (TYPE 4
The data recorded on CRF poges 39-46 have been reviewed by me or my delegate and are occurate and complete fo the best of my k.?.mﬁe%e. ( )
SAME AS PAGE 3
Investigator’s signature: Date: VA §
day maonth year
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STUDYBOOK=ESCAPE
s E FORM=2-MONTH FOLLOW-UP 2_M°nfh FOMOW'UP

Patient Number: - Patient Initials: o
site # patient #
Contact Status
Date of contact:  __ P — / _S/AﬂEiSiAGE 33 CONTACT (TYPE 3)
oy mon! year
Mode of contact [check anly one): I:‘ Clinic visit

[ Telephane call
N Rehospitalization
D Continuous hospituhzufion since randomization

[ Lost to follow-up— Date of last contact: ___ VY S

day month year

[ Other [specify):
o

Resuscitation Orders

Resuscitation orders (check only onej: [] Attemgt cardiopulmonary resuscitatian

[] Attempt cardiopulmenary resuscitation but de not intubate

[] Do not attempt cardiopulmonary resuscitation

EndPOint Su MMArY (SKiP this box for patients with a continuous hospitalization since randomization.)
SAME AS PAGE 32 ENDfTSUM (TYPE 3)

Since the last visit was the patient admitted to the hospital or emergency department for more than 24 hours
[ Ne

[7] Yes — If Yes, number of times:

+ If Yes, complete the Rehospitalization Form (insert page) for each hospital admission

Since the last visit has the patient undergone a cardiovascular operation or procedure (e.g., CABG, PAC, mechanical ventilation)?
[ Ne

[[]Yes — If Yes, complete the CV Procedures/Mechanical Ventilation Form (insert page)

Since the last visit has the patient died?
l:‘ Na — If NO, tra |‘|5p|ﬁ|r‘|f status [check only onel:
1 Ineligible
: Active evaluation
: Listed

| Received transplant —+ Date: Y

oy mont year

[ Accepted, but waiting to detemine need after discharge
| Mot evaluated

[[]Yes — If Yes, complete page 70, Event Notification Form and the Death Form (insert page)
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SAME AS PAGE 2 2-Month Physician Assessment

Patient Number:

SCAPE

Patient Initials:

patient #

Does the patient have any of the following? SYMPTOMS (TYPE 3
No Yes No Yes
Fatigue: Dyspnea:
At rest ] 1 Al rest O |
Any aclivity O O Walking in room [] [
Routine daily activity O | Walking < 1 black OJ ]

Ort hcpnea [check only one):

Needs anly 1 pillow

Qecasional orthopnea with 1
Needs 2 pillows most of the fi
Needs 3 pillows most of the fi
Needs 4 pillows most of the fi

pillow
me
me

me (siting up)

Gastrointestinal distress [check only ane): [ ] None

[] Cecasional

NYHA classification [check only onel: |:| |

Ll

L

Ll

[] Constant

Heart Failure Clinical Assessment — Physical Exam

$3: [ 1Mo

Auscultation:

Hepatojugular reflux: [ | No

Ascites [check anly onel: I:‘ MNone

Hepalomeguly {check only anel: |: Absent

Peripherul edema [check only ane): |: 0 |:| 1+

D Yes
Estimated P2-PAS: [ ]<40 [ 140-50 [ ]51-60

L| Yes
D lrace

|:| Moderate

[12+

[[] 2-4 finger breadths

[1>60
[] > 4 finger breadths

|:| Massive

L3+ [4+

o PHYSEXAM (TYPE 3)

Heart rate (supine): __ _ _ bpm Heart rate (standing after 3 minutes): ____ _bp
Blood pressure manuval cuff (swpine): mmHg

systolic dimstalic
Blood pressure manual cuff (stonding ofter 3 minutes)s — — mmHg

prver e astolic

Weight: ___ . O O kg
Respiratory rate: ___ __ breaths/minute
Temperature: _ _ e OF
Jugular venous pulsation {cm abave the right atrium: [J<g [18-12 [J12-16 [ ]=16 [ |Cannot measure
Rales: [ | None [ <173 []1/3-2/3 [=2/3

Extremities [check only one)s || Cool [ | lukewarm [ ] Warm
Valsalva maneuver (check only one): [ TNermal | | Absent overshoot | | Square-wave [ ] Uncertain OR [ | Mot applicable
Clinical profile (check anly ane): [ Dry/warm [ Wet/warm [ ] Dry/cold [ ] Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3
Date performed: _

day month

Investigator’s signature:

SIGNATUR (TYPE 4)

y=ar

26 Janvary 2000
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s E SAME AS PAGE 6 2-Month Follow-Up

Patient Number: - Patient Initials:
site # patient #
Current Medications
ACE inhibitor: [INo — If No, S:Jecir'y reason [check all that apply): ACElL (TYPE 3)
[ ] Angioedema, anaphylaxis, neutropenia
[J Cough

[_] Hyperkalemia

[ Renal artery stenosis

[ Renal dysfunction

[ ] Symptomatic hypotension

[] Other adverse events such as taste disturbance, rash, and gastrointestinal upset

Total daily d::ss'n:?:\CE2 (TYPE 3)

[ Yes — If Yes: [] Benazepril - mg
[ ] Captopril S
[ Enalapril o mg
] Fosinopril _ mg
] Lisinopri o mg
] Quinagpril S
[ ] Ramipril . mg
[ Trandalapril - mg
[] Other {specify): mg
Angiotensin Il antagonist: Total dailyA o(s;eI:ODIG (TYPE 3)
[INo [ Yes— IfYes: [ Candesartan - mg
[] Losartan _ mg
[ Valsartan _ mg
[_| Other (specity): mg
Digexin: [INo []Yes —+ If Yes, specify total dose and frequency: mg

Qb [1QOD [ Other

Total daily dr:ssle-l:DIUR1 (TYPE3)

Diuretic: [[INe []Yes—+ IfYes: [ ] Bumetanide o mg
{Ioop] D EThu:_'rynic acid o mg
] Furosemide o mg
[] Torsemide - mg
[] Other fspecify): mg
Total daily dose:
Diuretic: [ONe [JYes—+ IfYes: [ ] Amiloride o mg
[potassium sparing) [[] Spiranclactone . mg
[] Triomterene - ___ mg
[] Other (specify): mg
Total daily dosercC5 (TYPES)
Diuretic: [INe []Yes—+ IfYes: [ ] Chlorothiazide [diuril) o mg
(thiazide) ] Hydrochlorothiazide (HCTZ) o mg
[] Metolazone (zaroxalyn) - mg
[] Other (specify): mg
Calcium channel blocker: Total daily dose:
[TNe []Yes—+ IfYes: [ ] Amlodipine o mg
[ Other (specity): mg
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SAME AS PAGE 7

Patient Number:

patient #

2-Month Follow-Up

Patient Initials:

Current Medications (cont.)

Beta blocker: ONo [ Yes —+ If Yes:

] Atenclal

[ ] Bisoprolel

] Carvedilal

1 Metoprolol

[_] Propranclal
|:| Other [speafy):

Total daily2RANTIAR (TYPE 3)
mg
mg
mg
mg
mg
mg

Total daily dose:

Antiarrhythmics: [T No [ Yes — If Yes:  [] Amiodarone mg
[] Defetilide mg
[ Sotalol mg
[ Other (specify): mg
Total daily oy;:YPOT (TYPE 3)
Nitrates: [[TNo []Yes — IfYes: [ |lsosorbide dinitrate mg
[ ] Isasorbide monenitrate mg
] Topical nitroglycerin mg
Hydralazine: [[INo []Yes— If Yes, total daily dose: mg
Potassium: [INo []Yes— If Yes, total daily dose: mEq
Statins: [INe [Yes Antidepressants: [Ne [ yMEDS (TYPE 4) PS
Other lipid lowering agents: [INo [ Yes Benzodiazepines: [INo [ Yes
Magnesium: [TNe [ Yes Allopurinol: [INe [ Yes
Estrogen replacement therapy: [[TNe []Yes Colchicine: [INe []Yes
Testosterone replacement therapy: [ No [ Yes Enoxaparin: [(INo [ Yes
Insulin: [[TNe []Yes Warfarin: [TNe []Yes
Oral diabetic agents: [[TNo [ Yes Vitamin E: [INe [ Yes
Aspirin (daily): [INo [ ]Yes CoEnzyme Q10: [INe [ ]ves
Other antiplatelet agents: [TNe [ Yes Other antioxidants: [INe [ Yes
NSAIDs: [[TNo []Yes Multi-vitamin: [TNa [ ]Yes
Thyroid replacement therapy: [INe []Yes

SAME AS PAGE 36

Current infusion rate:

Check box if intermittent! NFUSIN (TYPE 4) PS

Amrinone: [INe []Yes—+ If Yes: meg/kg/min [ Intermittent — # doys/month
Dobutamine: [T Ne []Yes— If Yes: meg/kg/min [ Intermittent —+ # days/month
Dopamine: [INe [ Yes — If Yes: meg/kg/min [ Intermittent — # doys/month
Milrinone: [TNo []Yes— If Yes: meg,/kg/min [ ] Intermittent —+ # doys/month
Nitroglycerin: [ No [] Yes —+ I Yes: meg/min
Nitroprusside:  [JNo [ Yes — If Yes: meg/min
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SAME AS PAGE 11

Patient Number:

2-Month Follow-Up

patient #

Patient Initials:

LAB (TYPE 4) PS

Date of collection: S Y S
day maonth year
Value Value
Hemoglobin (Hgb) 09/, AST/SGOT Uy or Uy ormlly o
m rr||||f_\|fL
U g'-:.dl.
Platelets 110" o ""*'3’;._1“3 Total protein ey
O/ e/,
Hematocrit (Het) OLy Albumin a -‘3-"':(“
O% O _t_]..-"L
WBC 0107 or 0% 5 Total bilirubin O mg/qL
[ __..-'”1._.3 ] Hm LJ|J/L
Sodium mmoly, - gg mEq Direct bilirubin amay g
.| !.erl'.:|fl
Potassium ""”'-"_.-"L OR "‘5“/L CK fUIN=_____) Y/ oR U/L or ""U_..-'m_
O Not Done
BUN 5.1__-"';]_ CK-MB |'ULN - .: O “IcgfL OR !'l'g-";L OR r'gl__.-'m_
O rIL OR U:_.-'l OR rr||U/__ L
—I o
O MNot Done
Creatinine 9/l Troponin 11 [T "8/, Or [ Positive
[1 Negative
[UN=___ |
[ Not Done
ALT/SGPT Us or Yy ormily
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s E 2-Month Follow-Up

Patient Number: - Patient Initials:

site # patient #

Follow-Up Summary

Follow-Up Instructions for Sodium and Fluid Restriction: SAME AS PAGE 38 FOLLOW (TYPE 3)
Sodium restriction: ____ mg/day
Fluid restriction: L/day

Was the patient given a diuretic plan for weight gain? [JNe  [] Yes —+ If Yes, for every 2 |b weight gain patient:
[check all that apply)
[1 Increases loop diuretics

[ Adds thiazide/metolazane

Visual Ancllog Scale Scores (Complete the Visual Analog Scale Worksheet insert pages)

Examination date: __ _/____ _ /_SAMEASPAGESY VISUAL (TYPE 3)
day manth Yyear,

Worst symptom: ___ __ — Corresponding to (check only ane): ] Abdominal discomfort

[] Breathing

[] Body swelling

N Fatigue
Breathing: _ OR [MNet applicable if breathing was selected as worst symptem
Global: -
Time Trade-Off Scores

SAME AS PAGE 9
Examination date:  ___ S S ST TIMETRAD (TYPE 3)
oy mon! year

Score: __ months [Jor 1 day

Nurse/Study Coordinator Estimate of Likelihood of Death over next 6 months

Check only one: [10-25%
[]26-50% THIS NOT ENTERED

[151-75%
[ | 76-100%.

Nurse/Study Coordinator Estimate of Readmission over next 6 months

Check only one: [10-25%

[126-50% THIS NOT ENTERED
[151-75%

[176-100%

_ o .. SAME AS PAGE 3 _ , , SIGNATUR (TYPE 4)
The data recorded on CRF poges 47 -52 hove been reviewsad .':\y me or my ,elegu.‘e ona are accurofe and complete o the best of my krl:mw.!:_ige-.
Investigator’s signature: Date: VY
day month year
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STUDYBOOK=ESCAPE
s E FORM=3-MONTH FOLLOW-UP

3-Month Follow-Up

SAME AS PAGE 1 Patient Number: _____ -

Patient Initials: ___

Minnesota Living with Heart Failure

Instructions: These questions concern how your heart failure (heart condition) has prevented you from living as you wanted
during the last month. The items listed below describe different ways some people are affected. If you are sure an item does
not apply to you or is not related to your heart failure then circle 0 (meaning “No”) and go onto the next item. If an item does
apply to you, then circle the number rating of how much it prevented you from living as you wanted. Remember to think about
OMNLY THE LAST MONTH. LWHFQUES (TYPE 3)
Did your heart failure prevent you from living as yov wanted during the LAST MONTH by:
No Very Very
Little = Much

1. causing swelling in your ankles, legs, etc? 0 1 2 3 4 5
2. making your werking around the house or yard difficult? 4] 1 2 3 4 5
3. making your relating to or deing things with your friends difficult? 0 1 2 3 4 5
4. making you sit or lie down to rest during the day? 1] 1 2 3 4 5
5. making you tired, fatigued, or low on energy? 0 1 2 3 4 5
6. making your working to earn a living difficult? 0 1 2 3 4 5
7. making your walking or climbing stairs difficult? 1] 1 2 3 4 5
8. making you shert of breath? 4] 1 2 3 4 5
9. making your sleeping well at night difficult? 4] 1 2 3 4 5

10. making you eat less of the foods you like? (4] 1 2 3 4 5

11. making your going places away from home difficult? 4] 1 2 3 4 5

12. making your sexual activities difficult? 1] 1 2 3 4 5

13. making your recreational pastimes, sports, or hobbies difficult? 1] 1 2 3 4 5

14. making it difficult for you to concentrate or remember things? 0 1 2 3 4 5

15. giving you side effects from medications? ] 1 2 3 4 5

16. making you werry? 4] 1 2 3 4 5

17. making you feel depressed? (4] 1 2 3 4 5

18. costing you money for medical care? 4] 1 2 3 4 5

19. making you feel a loss of self-control in your life? 1] 1 2 3 4 5

20. making you stay in a hospital? 1] 1 2 3 4 5

21. making you feel you are a burden to your family or friends? 1] 1 2 3 4 5
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s E 3-Month Follow-Up

Patient Number: - Patient Initials: o
site # patient #
Contact Status
Date of contact: — /S i / __Sﬂ/lE_AS PAGE 33 CONTACT (TYPE 3)
e o o

Mode of contact (check only anel: |:| Clinic visit
[] Telephone call
[ Rehospitalization
[ ] Continuous haspitalization since randomization

[ Lest to follow-up— Date of last contact: ___ S/

day month year

[ | Other (specify):

Resuscitation Orders

-
-

Resuscitation orders (check only one): [ Attemnpt cardiopulmonary resuscitation

[ ] Attempt cardiopulmonary resuscitation but de not intubate

[] Do not attempt cardiopulmonary resuscitation

Endpoinl‘ Su MMArY (SKIP this box for patients with a continuous hospitalization since randemization.)
AME, AF PAGE 32 ENDPTSUM (TYPE 3

Since the last visit was the patient admitted to The hospital or emergency department for more than 24 hours?
I Ne

[ Yes — If Yes, number of times:

+ If Yes, complete the Rehospitalization Form (insert page) for each hospital admission

Since the last visit has the patient undergone a cardiovascular operation or procedure (e.g., CABG, PAC, mechanical ventilation)?
[ Ne

[[]Yes — If Yes, complete the CV Procedures/Mechanical Ventilation Form (insert page)

Since the last visit has the patient died?
D Na » If NO, tra nsplanf status [check only one):

__ Ineligible

__ Active evaluation

| Listed

_| Received transplant —+ Date: / I

day manth year

[ Accepted, but wailing te detemine need after discharge

.| Not evaluated

[ | Yes — If Yes, complete page 70, Event Notification Form and the Death Form (insert page)
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s E vk psppce»  3-Month Physician Assessment

Patient Number: __ __ - Patient Initials: ___ _ _ __
site # patient #
Heart Failure Clinical Assessment—Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE 3)
No Yes Neo Yes
Fatigue: Dyspnea:
At rest [l [l At rest L] O
Any activity O O Walking in room ] ]
Routine daily activity ] ] Walking < 1 block LJ O]

Orthopnead (check only ona)t Needs anly 1 pillow
U] Qccasional orthopnea with 1 pillow
Needs 2 pillows most of the fime
U] Needs 3 pillows most of the fime
_1 Meed:s 4 pillows most of the fime [sitting up)
Gastrointestinal distress [check only one)t [ ] None  [] Occasional [ Constant

NYHA classification (check onfyanel: L1 I Tl O v

Heart Failure Clinical Assessment—Physical Exam

_PHYSEXAM (TYPE 3)

Heart rate (supine): __ _ _ bpm Heart rate (standing after 3 minutes): __ _ _ bp
Blood pressure manuval cuff (supine): ;ﬁi:__/ — mmHg

Blood pressure manual cuff (stonding ofter 3 minutes)s i — i mmHg

Weight: ___ __ . O O kg

Respiratory rate: ___ __ breaths/minute

Temperature: __ . [(Oc [OIF

Jugular venous pulsation [cm abave the right atrium|: [J<g [J8-12 [J12-16 [ ]=16 || Cannot measure
Rales: [ MNone [ 1<1/3 [J1/3-2/3 [1=2/3

Auscultation:  53: [ [No [ ] Yes
Estimated P2-PAS: [ <40 [ 140-50 [ 151-60 [ =60

Hepatomegaly (check only one): || Absent  [_] 2-4 finger breadths ] > 4 finger breadihs

Hepatojugular reflux: [ | No [ ] Yes

Ascites [check only onet |:| MNone D lrace D Moderate |:| Massive

Peripheral edema (check anly one): [To [T+ [d2+ 3+ [ 4+

Extremities [check anly one)s || Cool [ | Lukewarm [ | Warm

Valsalva maneuver (check anly one): [ INermal [ ] Absent overshoot | | Square-wave [ ] Uncertain OR [ | Mot applicable

Clinical profile (check anly anel: [ Dry/warm [ wWet/warm [ ] Dry/cold [ ] Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: ___ Y -
day month year
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E

SAME AS PAGE 6

Patient Number:

3-Month Follow-Up

patient #

Patient Initials:

ACE inhibitor:

[ No

[ Yes — If Yes:

» I No, 5:JECiFy reason [check all that apply):

ACE1 (TYPE 3)

[ ] Angicedema, anaphylaxis, neutropenia

[] Cough

[_| Hyperkalemia

[ ] Renal artery stenosis
[ Renal dysfunction

[] Symptomatic hypotension

|:| Other adverse events such as taste disturbance, 'L:sh, and gcsircimestincﬂ upset

ACE2'(TYPE 3)

[[] Benazepril
[ Captopril
[ Enalapril
] Fosinopril
[ Lisinopri

] Quinapril
1 Ramipril

[ Trandolapril

Total daily dose:

|:| Other [specify):

mg
mg
mg
mg
mg
mg
mg
mg
mg

Angiotensin |l antagonist:

Total daily/ d35!0P1C (TYPE3)

[INe [ Yes— IfYes: []Candesartan _ mg
] losartan _ mg
] Valsartan - mg
[_| Other (specify): mg
Digexin: [INeo []Yes —+ If Yes, specify total dose and frequency: _ mg
Oap QoD JOther
Total daily dr:ssleD:IUR1 (TYPE 3)
Diuretic: [[MNe []Yes— IfYes: [ |Bumetanide o mg
{loop] D thu.';rynic acid o mg
] Furosemide o mg
[ Torsemide - mg
[] Other {specify): mg
Total daily dose:
Diuretic: [INe []Yes—+ IfYes: [ ] Amiloride o mg
{potassium sparing) [ Spiranclactone . mg
] Triamterene . mg
] Other (specify): mg
Total daily Saser -5 (TYPES)
Diuretic: [ONe []Yes— IfYes: [ ] Chlorothiazide [diuril) o mg
(thiazide) M Hydrochlorothiazide (HCTZ) o mg
[] Metclazone (zaroxelyn) - mg
[] Other (specify): mg
Calcium channel blocker: Total daily dose:
[TNo []Yes—+ IfYes: [ ]|Amlodipine o mg
(] Cther [specify): mg

24 Janvary 2000
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SAME AS PAGE 7

Patient Number:

patient #

3-Month Follow-Up

Patient Initials:

Current Medications (cont.)

Beta blocker:

I Ne [ Yes —+ If Yes:

[] Atenclal

[ | Bisoprelol
[ Carvedilel
[ Metaprolol
[_] Propranclol

Total dailPB&E /AR (TYPE 3)
mg
mg
mg
mg
mg

|:| Other [specify):

mg

Total daily dose:

Antiarrhythmics: [ No [ Yes — If Yes: [_] Amiodarcne mg

[ Dofetilide mg

[ Sotalol mg

[ Other (specify): mg

Total daily cll\g!.';lsg:YPOT (TYPE3)

Nitrates: [INe [JYes — IFYes: [ lsosorbide dinitrate mg

[ Isosorbide monanitrate mg

O Topical nitroglycerine mg
Hydralazine: [INe []Yes— If Yes, total daily dose: mg
Potassium: [INe []Yes— If Yes, total daily dose: mEg
Statins: [INe [ Yes Antidepressants: Ne [ YMEDS (TYPE 4) PS
Other lipid lowering agents: [INo []Yes Benzodiazepines: [1No []Yes
Magnesium: [INe [ Yes Allopurinol: [INe []Yes
Estrogen replacement therapy: [IMNe [Yes Colchicine: [INe []¥Yes
Testosterone replacement therapy: [ No [ Yes Enoxaparin: CINe [ Yes
Insulin: [IMNe [Yes Warfarin: [INe []¥Yes
Oral diabetic agents: [INe [ Yes Vitamin E: [INe []Yes
Aspirin (daily): [INo []Yes CoEnzyme Q10: [INo [ ]Yes
Other antiplatelet agents: [INe [ Yes Other antioxidants: [INe []Yes
NSAIDs: [TNo [ ] Yes Multi-vitamin: [TNe []Yes
Thyroid replacement therapy: [INo []VYes

SAME AS PAGE 36

Current infusion rate: Check box if intermittent! NFUSIN (TYPE 4) PS
Amrinone: [TNe []Yes — If Yes: meg/kg/min [ Intermittent —+ # days/month
Dobutamine: [TNe []Yes— If Yes: meg/kg/min [ Intermittent — # days/month
Dopamine: [MNe []Yes — IfYes: meg/kg/min [ Intermittent —+ # days/month
Milrinone: [TNe [ Yes — IF Yes: meg/kg/min [ Intermittent —+ # days/month
Nitroglycerin: [ |No [ ] Yes — If Yes: meg/min
Nitroprusside:  [INo []Yes — If Yes: meg/min
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E

SAME AS PAGE 11

Patient Number:

patient #

3-Month Follow-Up

Patient Initials:

LAB (TYPE 4) PS

Date of collection: Y S _
day maonth year
Value Value
Hemaoglobin (Hgb) =i AST/SGOT Usporly ormlly
1 rr||||f_~|/L
H g":.dL
Platelets (1107 on "?*'M._.ma Total protein | 53.-":[“
O/ e/,
Hematocrit (Het) Oy Albumin O -‘3-"':[“
0% o9/,
WBC 0010% or 10¥ Total bilirubin Cmg/y,
I __.-"”1.__3 ] !.lm:J|/L
Sodium mmol s, g mEq Direct bilirubin amasy
| !.lrrl:]|/L
) . ENZYMES (TYPE 3)
Potassium ""”""_.-"L or ™9/, CK [ULN=____ |} /) ok '-'/L or ML Jl
[0 Mot Done
BUN q.—':.d. CK-MB |rU.|.N e .: O HICEVI_ OR !-l'q-":ll. OR r.H-’;m.
O rIL OR Ll.__.-'L OR rr||lJ/___ L
—I i)
1 Mot Done
Creatinine 9740 Troponin 11 [0 T ng/.L OrR [ Positive
[ Megative
(ULN = |
[ Mot Done
ALTfSGPT |U___.-'L orYy or |11|LJ/”IL
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s E SAME AS PAGE 9 3-Month Follow-Up

Patient Number: - Patient Initials:

site # patient # -

Visual Ancllog Scale Scores (Complete the Visual Analog Scale Worksheet insert pages)

Examination date: Y S I S VISUAL (TYPE 3)
day month year,
Worst symptom: ____ —+ Corresponding to [check only one): [] Abdominal discomfort
[ Breathing
] Body swelling
[] Fatigue
Breathing: ___ ___ OR [ Mot applicable if breathing was selected as worst symptom
Global:

Time Trade-Off Scores

TIMETRAD (TYPE 3)
Examination date: / I

ay maonth year

Score: months [(Jor 1 day

6-Minute Walk Exercise Test

Did the patient attempt the &-minute walk test? WALK (TYPE 3)
[ INe — If No, specify primary reason:

The patient was too critically ill to be taken out of bed and exercised.
__ Patient cannot walk for technical reasons (e.g., a patient who is an amputee).

__ Not done due to oversight.

[[]Yes — If Yes, complete below.

Examination date: /_ Y S

oy " “month year

Start time of walk: i
00:00-23:59

End time of walk: i
00:00-23:59

Total distance walked: o [JFeet [ Meters

Did the patient experience any of the following symptoms [check all that apply/:
[_] Angina
O light headedness

[] Syncape

Borg Dyspnea score:

[Transcribe score from worksheet.)
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s E SAME AS PAGE 10 3-Month Follow-Up

Patient Number: - Patient Initials:

site # patient #

Echocardiogram Data

ECHO (TYPE 3)

Examination date and time: ___ ___/ - -
day month year 00:00-23:59

Blood pressure (dlusest to start of ECHO): [/
systolic diastolic

® Send ECHO tape to Brigham Core Lab

Cardiopulmonary Exercise (CPX)

Did the patient attempt cardiopulmonary exercise testing? CPX (TYPES3)

[ Ne — If No, specify primary reason:
[] The patient was too critically ill to be taken out of bed and exercised.
[] The patient was unable to walk > 50 meters on the 6 minute walk.
[] Patient cannet walk for technical reasens (e.g., a patient who is an amputee).

[] Not done due to oversight.

[[] Yes — If Yes, complete below.

Examinationdate: ___ /__ _ __ / _ _ _
day manth yeor.
Type of exercise [patient should perform same fype of exercise throughout study): ] Bicycle
[ ] Treadmill
Peak cardiovascular responses:
VO2 (ml/kg/min): -
VCO4q (ml/kg/min): -
VE max (L/min): -
VE/VCO4 (25 watts or end of first -
workload on treadmill)
V05 @R =1.0: o
Heart rate [bpm): -
Systolic BP [max): -
Diastolic BP {max): -
Duration of exercise |min): -
Respiratory exchange ratio: -
Reason for termination of testing (check primary reason]:
[ Patient completed testing
(] symptom limited [e.g., dyspnea, fatigue)
] Angina
[ serious arrhythmia
[ Blood pressure changes
[] No longer able to walk [e.g., leg eramps)
[] Other
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s E 3-Month Follow-Up

Patient Number: _ - Patient Initials:

site # patient # - T
Follow-Up Instructions for Sodium and Fluid Restriction: SAME AS PAGE 38 FOLLOW (TYPE 3)
Sodium restriction: ____ mg/day
Fluid restriction: L/day

Was the patient given a diuretic plan for weight gain? [ No [ Yes — If Yes, for every 2 |b weight gain patient:

[eheck all that apply)

[ Increases loop diuretics

[] Adds thiazide/metolazone,

Nurse/Study Coordinator Estimate of Likelihood of Death over next 6 months

Check only cne: []10-25%
[]126-50%
[151-75% THIS NOT ENTERED
[ 76-100%

Nurse/Study Coordinator Estimate of Readmission over next 6 months

Check only one: [10-25%
[126-50% THIS NOT ENTERED
[[151-75%
[ 76-100%
_ SAME AS PAGE 3
The dafa recorded on Cl

_ o , , ~ SIGNATUR (TYPE 4)
CRF poges 53-61 have been reviewed by me or my delegafe and are occurate and complefe to the best of my knowledge.

Investigator’s signature:

Date: [/ /___

day month year

26 Januvary 2000 VerSiOﬂ 3.0 Page &1
05/28/2004



STUDYBOOK=ESCAPE

FORM=6-MONTH FOLLOW-UP
s E 6-Month Follow-Up

SAME AS PAGE 1

Patient Number: - Patient Initials:

Minnesota Living with Heart Failure

Instructions: These questions concern how your heart failure (heart condition) has prevented you from living as you wanted
during the last month. The items listed below describe different ways some people are affected. If you are sure an item does
not apply to you or is not related to your heart failure then circle 0 (meaning “No”) and go onto the next item. If an item does
apply to you, then circle the number rating of how much it prevented you from living as you wanted. Remember to think about
ONLY THE LAST MONTH. LWHFQUES (TYPE 3)
Did your heart failure prevent you from living as you wanted during the LAST MONTH by:
No Very Very
lie ™™ Much

1. causing swelling in your ankles, legs, etc? 0 1 2 3 4 5
2. making your werking around the house or yard difficult? 0 1 2 3 4 5
3. making your relating to or deing things with your friends difficult? 0 1 2 3 4 5
4. making you sit or lie down te rest during the day? 0 1 2 3 4 5
5. making you tired, fatigued, or low on energy? 0 1 2 3 4 5
6. making your working to earn a living difficult? 0 1 2 3 4 5
7. making your walking or climbing stairs difficult? 0 1 2 3 4 5
8. making you shert of breath? 1] 1 2 3 4 5
9. making your sleeping well at night difficult? (4] 1 2 3 4 5

10. making you eat less of the foods you like? (4] 1 2 3 4 5

11. making your going places away from home difficult? 4] 1 2 3 4 5

12. making your sexual activities difficult? 4] 1 2 3 4 5

13. making your recreational pastimes, sports, or hobbies difficult? 0 1 2 3 4 5

14. making it difficult for you to concentrate or remember things? 0 1 2 3 4 5

15. giving you side effects from medications? 1] 1 2 3 4 5

16. making you worry? 4] 1 2 3 4 5

17. making you feel depressed? 0 1 2 3 4 5

18. costing you money for medical care? (4] 1 2 3 4 5

19. making you feel a loss of self-control in your life? 1] 1 2 3 4 5

20. making you stay in a hospital? 1] 1 2 3 4 5

21. making you feel you are a burden to your family or friends? 0 1 2 3 4 5
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s E 6-Month Follow-Up

Patient Number: - Patient Initials:
site # patient #
Contact Status
Date of contact: S ;e _SA_ME_AS PAGE 33 CONTACT (TYPE 3)
day month year
Meode of contact [check anly anelt D Clinic visit

[] Telephane call
[[] Rehospitalization
[] Continuous hospitalization since randomization

S

ay mant year

[ Lost to follow-up— Date of last contact: —

[ | Other [specify):
=

Resuscitation Orders

Resuscitation orders (check only onej: [] Attemgt cardiopulmonary resuscitatian

[ ] Attempt cardiopulmenary resuscitation but de not intubate

[[] Do not attempt cardiopulmenary resuscitation

EndPOinf Su MMAFY  (SKIP this box for patients with o continuous hospitalization since randomization.)
E AS PAGE 32 ENDPTSUM (TYPE 3)

Since the last visit was the patient admitted to the hospiféf/_}:'\r/lemergency epartment for more than 24 hours?
[ Ne

[7] Yes — If Yes, number of fimes:

+ If Yes, complete the Rehospitalization Form (insert page) for each hospital admission

Since the last visit has the patient undergone a cardiovascular operation or procedure (e.g., CABG, PAC, mechanical ventilation)?
[INo

[[]Yes — If Yes, complete the CV Procedures/Mechanical Ventilation Form [insert page)

Since the last visit has the patient died?
D No — If No, tra nsplunf status [check only one):

1 neligible
: Active evaluation
: Listed

| Received transplant —+ Date: S

doy manth year

| Accepted, but waiting to detemine need after discharge
| Mot evaluated

[ ] Yes — If Yes, complete page 70, Event Notification Form and the Death Form (insert page)
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s E save aspace2  6-Month Physician Assessment

Patient Number: _ - Patient Initials: ___ __ __
site # patient #
Heart Failure Clinical Assessment - Symptoms
Does the patient have any of the following? SYMPTOMS (TYPE3)
No Yes No Yes

Fatigue: Dyspnea:

At rest O [l At rest L] O

Any activity O O Walking in room ] O

Routine daily activity ] | Walking < 1 block L] U]

Or'rhcpnea [check only anel: Needs 0r1|y 1 pi low

Occasional orthopnea with 1 pillow
Needs 2 pillows most of the fime

— Needs 3 pillows most of the time

. Needs 4 pillows most of the time [sitting up)
Gastrointestinal distress {check only one): [ Nene [ Oceasional [ Constant

NYHA classification (check onfyone): L1 1 LI Ll [ v

Heart Failure Clinical Assessment — Physical Exam

_PHYSEXAM (TYPE 3)

Heart rate (supine): __ bpm Heart rate (standing after 3 minutes):

Blood pressure manual cuff (swpine: ____ _ _/_ mmHg
systolic diastalic
Blood pressure manual cuff (stonding ofter 3minutesl: ___ _ /__ _ mmHg
systolic diastolic
Weight: _ ___ _ . _ O O kg
Respiratory rate: ___ __ breaths/minute
Temperature: ___ . _ Oc [OF

Jugular venous pulsation [cm above the right atrium): |:| <8 D 8-12 |:| 12-16 D =14 :l Cannot measure
Rales: [ 1None [1<1/3 []1/3-2/3 [1>2/3

Auscultation: 53 [ [No [ ] Yes
Estimated P2PAS: [ <40 [ 140-50 [151-60 [ ]=60

Hepatomegaly [check only one): || Absent || 2-4 finger breadths  [_| > 4 finger breadths

Hepatojugular reflux: [ |No [ ] Yes

Ascites {check only anej: |:| Mone |:| lrace D Maoderate |:| Massive

Peripheral edema (check onfyone): [ O [ 11+ []2+ []3+ [ 4+

Extremities [check only one): || Cool [ | Lukewarm | ] Warm

Valsalva maneuver (check only one: ﬂ MNormal ﬂ Absent overshoot —| Square-wave ﬂ Uncertain OR |_| Mot applicable
Clinical profile (check only onel: [ Dry/warm [ Wet/warm [_] Dry/cold [ ] Wet/cold

Signature (Physician who performed assessment)

SAME AS PAGE 3 SIGNATUR (TYPE 4)
Investigator’s signature: Date performed: _ /[ _
day month year
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s E SAME AS PAGE 6 6-Month Follow-Up

Patient Number: - Patient Initials:
site # patient #
Current Medications
ACE inhibitor: [ No — If Nao, s:JeciFy reason (check all that apply): ACElL (TYPE 3)

[] Angicedema, anaphylaxis, neutropenia
[] Cough

[_] Hyperkalemia

[1Renal artery stenosis

[] Renal dysfunction

[] Symptomatic hypotension

|:| Other adverse events such as taste disturbance, ':Jsh, and gcstrciniestind Lg:s t
CEZ (

1=}
Total daily dose: TYPES

[ Yes — If Yes: [ Benazepril o mg
[] Captopril o mg
[] Enalapril - mg
[] Fesinopril - mg
[ Lisinapri - mg
[ Quinapril - mg
[] Ramipril - mg
[ Trandolapril _ mg
[] Other (specify): mg
Angiotensin |l antagonist: Total dailﬁc‘\é?el:ODlG (TYPE 3)
[INe [ Yes—+ IFYes: [ ] Candesartan o mg
[ Losartan - mg
[ Valsartan _ mg
[] Other (specify): mg
Digoxin: [INo []Yes —+ If Yes, specify total dose and frequency: mg

[]ap [1QOD [ Other

Total daily dosel?IURl (TYPES3)

Diuretic: [[INe []Yes—+ IfYes: [ ] Bumetanide o mg
{loop) [ Ethacrynic acid - mg
[ Furosemide 2 mg
[ Torsemide _ mg
[ Other {specify): mg
Total daily dose:
Diuretic: [INe [JYes—+ IfYes: [ Amiloride _ mg
(potassium sparing) [[] Spironclactone . mg
[] Triamterene o my
[] Other (specify): mg
Total daily olsg:RCCB (TYPE3)
Diuretic: [INe []Yes—+ IfYes: [ ] Chlorothiazide |diuril] o mg
(thiazide) [ Hydrochlorothiazide [HCTZ) o mg
[] Metolazone [zarexalyn) - _ mg
[[] Other (specify): mg
Calcium channel blocker: Total daily dose:
[INo []Yes— IfYes: [ Amlodipine - mg
[ Other {specify): mg
2é January 2000 Version 3.0 Page &5
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SAME AS PAGE 7

Patient Number:

patient #

6-Month Follow-Up

Patient Initials: ___

Current Medications (cont.)

Beta blocker:

[(INe [ Yes— If Yes:

Total dail B4l T1AR (TYPE 3)

[1 Atenolal mg
[ | Bisoprolol mg
[ Carvedilal mg
L1 Metopralol mg
[] Propranclol mg
[ Other {specify): mg

Total daily dose:

Antiarrhythmics:  [JNo [ Yes — IfYes: [ ] Amiodarone mg

[ Dofetilide mg

[ Sotalel mg

|:| Other [specify): mg

Total daily dYUtYPOT (TYPE 3)

Nitrates: [ONe []Yes — IfYes: [ ]lsosorbide dinitrate mg

[ Isosorbide menenitrate mg

[ Topical nitroglycerin mg
Hydralazine: [INo []Yes— If Yes, total daily dose: mg
Potassium: [INo []Yes— If Yes, total daily dose: mEq
Statins: [INe []Yes Antidepressants: [Ne [ YMEDS (TYPE 4) PS
Other lipid lowering agents: [INe []Yes Benzodiazepines: [TNe []Yes
Magnesium: [INe [ Yes Allopurinol: [INe [Yes
Estrogen replacement therapy: [INe []Yes Colchicine: [INe []Yes
Testosterone replacement therapy:  [] No [ Yes Enoxaparin: CINe [ Yes
Insulin: [TNe []Yes Warfarin: [TNe []Yes
Oral diabetic agents: [INe []Yes Vitamin E: [INe [Yes
Aspirin (daily): [INe [ ]Yes CoEnzyme Q10: [INo []Yes
Other antiplatelet agents: [INe []Yes Other antioxidants: [INe []Yes
NSAIDs: [INe []Yes Multi-vitamin: [TNe []Yes
Thyroid replacement therapy: [INe []Yes

SAMEAS glﬁ'rcélrzﬂ infusion rate: Check box ifi miermlﬂenthFUSlN (TYPE 4) PS
Amrinone: [TNe []Yes— If Yes: meg/ka/min [ Intermittent — # days/month
Dobutamine: [(TNe []Yes— If Yes: meg/kg/min [ Intermittent — # days/month
Dopamine: [IMNe []Yes—+ If Yes: meg,/kg,/min [ ] Intermittent —+ # doys/month
Milrinone: [TNo [ ]Yes—+ If Yes: meg,/kg,/min [ ] Intermittent —+ # doys/month
Nitroglycerin: [ No [ ] Yes — If Yes: mcg,/min
Nitroprusside: [[1No [ Yes = If Yes: meg/min
26 January 2000 Version 3.0 Page 64

05/28/2004



s E SAME AS PAGE 11 6-Month Follow-Up

Patient Number: - Patient Initials:

site # patient #

LAB (TYPE 4) PS
Date of collection: F S S J—
oy month yoar
Value Value
Hemoglobin {Hgb) 09/, AST/SGOT Uy or Yy or Yy
O rr||||r_1|fl
] g'-:.dL
Platelets I i AL """3”...”,3 Total protein el y
O /"'IIIJ O -q-":|_
Hematocrit (Hct) Oy Albumin /gy
1% O g..-"'L
WEC O "‘I*'wl OR "‘-*M._.”Ia Total bilirubin O mg/y,
| -""'”1...3 0 !.lrr|u|fl
Sodium "'|||:J|___..-L OoR |11':q/L Direct bilirubin | ”Ig"':dl.
0 !.llll'.Jl/L
Potassium mmoly - op mEq CK (UN=__ | Uy DRE&\‘AZEME@;EIYPE 3)
[ Not Done
BUN Mgy CK-MB (UN=____ ) CImeg,| or Ha/) or M/,
| |l OR U-"':L oR rr||lJ/__ L
-
1 Net Done
Creatinine "3/ Tropenin 11 LI T "/ or L[ Positive
[0 Negative
[ULN = J
[1 Mot Done
ALT[SGPT |U___.-'L orUys| or |11|L]/“|L
26 Janvary 2000 Version 3.0 Page &7
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s E SAME AS PAGE 9 6-Month Follow-Up

Patient Number: - Patient Initials: ___

site # patient #

Visual AI'ICIIOg Scale Scores (Complete the Visual Analog Scale Worksheet insert pages)

Examination date: Y S Y VISUAL (TYPE 3)
day month yeor,
Worst symptom: _____ — Corresponding to [check only ane): [] Abdominal discomfart
[ Breathing
[ ] Bady swelling
[ Fatigue
Breathing: ___ ___ OR Mot applicable if breathing was selected as worst symptom
Global:

Time Trade-Off Scores

TIMETRAD (TYPE 3)
Examination date: / ___/_

day month year

Score: - maonths [Jor1 day

6-Minute Walk Exercise Test

Did the patient attempt the &-minute walk test? WALK (TYPE 3)

[ INe — If No, specify primary reason:

The patient was too critically ill to be taken out of bed and exercised.
_ Patient cannot walk for technical reasons (e.g., a patient who is an amputee).

__ Not done due to oversight.

[1Yes — If Yes, complete below.

Examination date: / f

oy T “momth year

Start time of walk:

00:00-335%

End time of walk: i
00:00-23:59

Total distance walked: _ [ Feet [] Meters

Did the patient experience any of the following symptoms [check oll that apply):
L] Angina
O Light headedness

[] Syncope

Bcrg Dyspnea score: [Transcribe score from worksheet.)

24 Janvary 2000 Version 3.0 Page &8
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s E 6-Month Follow-Up

Patient Number: - Patient Initials: ___
site # patient #

Follow-Up Summary
Follow-Up Instructions for Sedium and Fluid Restriction: SAME AS PAGE 38 FOLLOW (TYPE 3)
Sodium restriction: __ mg/day

Fluid restriction: L/day

Was the patient given a diuretic plan for weight gain? []Ne [] Yes — If Yes, for every 2 |b weight gain patient:

[check all that oppily]

[ Increases loop diuretics

] Adds thiazide/metolazone,

Nurse/Study Coordinator Estimate of Likelihood of Death over next 6 months

Check only one: []0-25%
[]26-50% THIS NOT ENTERED
[]51-75%
(] 76-100%

Nurse/Study Coordinator Estimate of Readmission over next 6 months

Check only one: []0-25%
] 26-50% THIS NOT ENTERED
[]51-75%
] 76-100%
) SAME AS PAGE 3
The data recorded on CRF

Ny , , ~ SIGNATUR (TYPE 4)
pages 62-70 have been reviewed by me or my delegote ond are accurate and complete to the best of my knowledge.

Investigator’s signature:

Date: Y S

dey incath

year

Complete and submit the Early Withdrawl/Study Completion page 70.

26 January 2000 Version 3.0 Poge &%
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STUDYBOOK=ESCAPE

s E FORM=EARLY WIE*é’ﬁf;VWirhdrawal/Study Completion

Patient Number: - Patient Initials:

site # patient #

Early Withdrawal/Study Completion

STYCOMDT <DATE> STDYCOMP (TYPE 1)
Date patient ended the study: / /

ay month year

Did the patient complete the study?
COMPSTDY <ZYESNO>
Yes

[0l No —* If No, choose primary reason:
NOCOMPRE <ESCORE>
[1] Cardiac transplantation
@ CD”SE[” W-lhdruwn
[2] Lost to follow-up
[4] Protocal violation
[5] Physician decision

[6] Early study termination

| hove reviewed ond found all data pertaining to this subject to be t:e?nﬁm E"ﬁétfé‘gj E3 SIGNATUR (TYPE 4)
Responsible investigator's signature: Date: S S Y
oy mont year
Study coordinator’s signature: Date: ____ /_ Y
day month year
24 January 2000 Version 3.0 Page 70
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Patient Number:

STUDYBOOK=ESCAPE
FORM=REHOSPITALIZATION

Rehospitalization Form

Patient Initials: ___

Rehospil‘alizal‘ion Form {Patient readmitted to hospital OR in emergency department > 24 hours.)

Date of admission: / HSPADMDJT <DATE>

doy e yaor,
HSPDISDT <DATE>
Date of discharge: Y SN
day month year

REHOSP1 (TYPE 3)

REHOSP2 (TYPE 3)
Primary reason for rehospitalization (check only onel:

HOSPRE <ESHSRE>
Heart failure exacerbation =+ Complete CHF Form

|_2].i\cure coronary syndrome [check ont J:
ACUTESYN <ESSYRS
[T] Myocardial infarction —+ Complete MI Form
Unstable angina

Chest pain unspecified

Other cardiovascular {check anly anej:
THCAR <ESOTHC>

Prccedurr;preluled — Complete CV Procedures/
Mechanical Ventilation Form

[2] Stroke

[3] Transient ischemic attack

Pulmonary embolism

Other

Arrhythmia [check only one):
Sudc@ nRtﬁIt_:ifIfEil A}gsﬂ_c'i?ulion
[2] Supraventricular arrhythmia
Ventricular arrhythmia
ICD firing
AV block

[6] Syncape
[5] Cancer
[6] Non-cardiovascular

Unable to determine

CARPROC <ZYESNO>
[1] Yes — If Yes, Complete page D of the CRF

[0] No

CV Procedures/Mechanical Ventilation

Did the patient underge any cardiovascular procedures during the rehospitalization?

Secondary reason for rehospitalization (check all that apply:

HRTFAIL <ZYES>
Heart failure exacerbation

ACCORSYN <ZYES>
Acute coronary syndrome (check anly onelt

ACUTETYP <ESSYN>
| Myocc:rdci:uLlJin arction
Unstable angina

[3] Chest pain unspecified

[1] Cther c(g;lc—ﬂuﬁucs:éﬁrﬁzﬁeﬂz §nJ>:.r onel:
OTHCARS <ESOTHC>
Procedure related & Complete CV Procedures/

Mechanical Ventilation Form
Stroke
[3] Transient ischemic attack

[4] pulmonary embolism
Other
Arrhyina ok S el ARRYH <ESARRH>

[T sudden death with resuscitation

[2] Supraventricular arrhythmia

Ventricular arthythmia

[411CD firing

[5 AV block

[6] Syncope

CANCER <ZYES>
Cancer

Non-t':\cl:%u\(r:n@cl?JI;rZYES>

UNDETR <ZYES>
[1] Uneble to determine

REHOSP3 (TYPE 3)

24 Janvary 2000
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STUDYBOOK=ESCAPE
s FORM=CHF FORM CHF Form

Patient Number: - Patient Initials:

CHF Form (To be completed if worsening CHF was the reason for hospitalization.).
_ _ChfoTsDATE; CHF (TYPE 3)

Date of CHF exacerbation:

¥ month year

What evidence was there of worsening CHF {check all that apply:
Wi \ /S <ZYES> fat
arsening/increasing fatigue
DR VS S
Dyspnea

mOr §J%E<ZYES>

GIDISST <ZYES>
Gastraintestinal distress

ELVATIVP <ZYES>
[1] Elevated JVP

RulgﬁLE <ZYES>

E’FhDEM/—\ <ZYES>
[1] Per:&: eral edema
SHEPRFL <ZYES>
[1] Ascites/hepatemegaly/hepatojugular reflux

[ Rengﬁ%‘r}%%gr?éy;?@orsening renal function
TXIVDIU <ZYESNO>
Was the patient treated with intravenous diuretics? [0] No [T Yes

TXIVINO <ZYESNO>
Was the patient treated with intravenous inotropic agents? [0l No  [1] Yes

TXIVVAS <ZYESNO>
Was the patient treated with an intravenous vasodilator? [0] Ne Yes

24 Janvary 2000 Version 3.0 Page ®
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STUDYBOOK=ESCAPE
Patient Number: - Patient Initials: -
site # patient #
Date and time of myocardial infarction: MIDT<DATE> , _MITM <DATETIME>  MIL (TYPE 3
privy wonth yoar D000 to 2359
MICLIN <ZYESNO>
Was the clinical presentation consistent with an MI? 0] Ne Yes
ECGCHNG <ZYESNO>

Were there ECG changes? [0l No [1] Yes — If Yes, check all that apply:  [1] New Q-wave NQWAVE <ZYES>

[1] New left bundle branch black NLBBB <ZYES>
STT (> 1.0 mm) = 2 leads STINC <ZYES>
5T (> 1.0 mm) = 2 leads STDEC <ZYES>

[1] T wave inversion TWAVE <ZYES>
— If Yes, send a copy of the ECG with the most significant changes.

pokcx | __PSROTDATE KO DATETIVE:
day P yoor B0:00 10 2350
PKCKULN
Upper limit of normal = <F:9:3>
PKCKVAL
Valve: =793 Oy orYy ormily

PKCMBDT <DATE>
Peak CK-MB: P S _ PKCMBTM <DATETIME> MI2 (TYPE 3)
Bay month - -0 to 23559
PKCMBULN
Upper limit of normal = _F:9:3>
PKCMBVAL PKCMBUNT <ESLUNT>
Value: <F:9:3>  [1megy op Moy ornay,
D |Uer OR U/L OR I’I’I|U/’ml
O%
Peak Troponin : __PK,/TﬁF’E iA/TE;_ - __ PKTROPTM <DATETIME>
ay manth year 00:00 o 23:59
PKTROTYP <ESTRO>
1 OrR [T
PKTROULN
Upper limit of normal = __<f:9:3>
PKTROVAL PKTROPN <ZPOSNE>
Value: <E£:9:3> ™/ or [ Positive
2 Negative
26 Janvary 2000 Version 3.0 Page C
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E

STUDYBOOK=ESCAPE

Patient Number:

site # patient #

FORM=CV PROCEDURES ForRM CV Procedures/M echanical

Patient Initials:

CV Procedures/Mechanical Ventilation Form

SAME AS PAGE 19

Were any of the following procedures performed? Answer ALL questions; Yes or No.

PROC (TYPE 4) PS

No Yes — IfYes, date:

Pulmonary artery catheterization O O — A SR -

day manth yuo.
Left heart catheterization |:| D _ Y S I

day month year
PTCI [l | Y S N

day month year
CABG L] L] L

day month year
ICD implantation [l ] —_ Ay S J—

day month year
Permanent pacemaker O ] - Y S N

day month year
Temporary pacemaker O ] VR —

day month year
Left ventricular assist device ﬂ |_| I F R N

day month year
Intra-ortic balloon pump O | _ VO S -

day manth yuor
Cardiopulmonary resuscitation O O -/ —

day month year
Cardioversion O | VR -

day month year
Other cardiovascular procedure/operation O O — A — S -

oy monk| year
MECHVENT <ZYESNO>
Mechanical ventilation @ No INTUBDT <DATE> PROCMV (TYPE 4)
Yes — If Yes, date of intubation: S
day month yuar
< >
+ If Yes, date of extubation: ___ E%EEQ-E_DA-I—_E _ _
dey manth yuor
26 January 2000 Poge D
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STUDYBOOK=ESCAPE
s E FORM=DEATH FORM

Patient Number: - Patient Initials: ___
site # patient #
Death Form
, DTHDT <DAT;
Date of death: —i— Flls mnn;_ e P DEATH (TYPE 3)

Primary cause of death [check only ane):

[1] Pump fai UT"L—|C'A %é%?QgEﬁF Form if death occurred after index hospitalization

Fatal myacardial infarction —+ Complete MI Form
SUDNDTH <ESSUDN>

dentified arrhythmia

d
Z Witnessed cardiac arrest
3

Unexpected “sudden death” (check anly ane):

nwitnessed cardiac arrest

4] Sudden death associated with unexpected worsening of heart failure

m Other cardiovascular (check only one):

<
DFGCE:_%TEI%F?:DEU = g‘n(%sleie CV Procedures/Mechanical Ventilation Form

if death occurred after index hospitalization
Stroke
Pulmonary embelism

58 Other
Cancer
|6 | Non-cardiovascular death

Unable to determine

Send a copy of the Discharge Summary and/or Autopsy Report

26 lanuary 2000 Version 3.0 Pose ®
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THIS PAGE IS NOT ENTERED
s E Event Notification Form

Patient Number: - Patient Initials: ___

Complete this form for ALL:
¢ Deaths;
¢ PAC-associated pulmonary infarction/hemorrhage; and

* PAC-associated complications requiring cardiopulmonary resuscitation.

Event Notification Form

Date completed: /S / _ — [Date Exomple: 12/0CT/1930)

Sex: [ | Female [ | Male

Date of birth:  ___ /

doy T ik Joor

Did the patient die? [ | No [ Yes— If Yes, date of death: _ _ /

day month year

+ If Yes, complete the Death Ferm (page E) of the Case Report Form [CRF).
(Note: DO NOT FAX the Death Form page in with this Event Notification Form.)

Did the patient experience a PAC-associated pulmonary infarction/hemorrhage?

[IMNo [|Yes—+If Yes, date of event: / Y S

day manth year

Did the patient experience a PAC-associated complication requiring cardiopulmonary resuscitation?

[ No []Yes— If Yes, date of event: Y S

day manth year

+ If Yes, complete the Complications of PAC section on page 15 or 15.___ of the CRF.
(Note: DO NOT FAX the Complications of PAC section in with this Event Notification Form.)

MName of persen submitting form [print):

Phone number: ( )

FAX this page to the DCRI Safety Desk at (919) 668-7138 within 24 hours.
CALL the DCRI Safety Desk at (919) 668-8624 with any questions.

26 Janvary 2000 Version 3.0 o
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s E STUDYBOOK=ESCAPE Physician Estimate of

FORM=CROSSOVER FOjM .
Hemodynamic Status—Crossover Form

Patient Number: - Patient Initials: __
site # patient #
Estimate of Hemodynamic Status
SAME AS PAGE 3 HEMSTAT (TYPE 3)
Date patient crossed over to PAC placement: ___ f_ i S
ay maon year

Right atrial pressure (mmHg) jcheckontyone): [ <8 [ 8-12 []13-16 []=16

Certainty of assessment (check anly onej: R (12 [13 [14 (15

ol pery sure very sure

Pulmonary capillary wedge pressure (mmHg) (check onlyone): | <12 [ ]12-22 [ ]23.30 [ ]>30

Certainty of assessment [check only oneli || | []2 []3 []4 []5

ol pery sure very sure

Cardiac index [L/min & m2] {check onlyone)s | |< 1.8 [ ]1.8-22 []23-25 [1>25

Certainty of assessment [check anly onej: 1 [z [13 []4 L[5

ol very sure PR e

26 Janvary 2000 Version 3.0 rose
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s E THISPAGEISNOTENTERED  Daandomization Worksheet

Patient Number: - Patient Initials:

The physician must complete the Physician Assessment pages
of the CRF prior to randomization.

Demog ruphics (The following 5 questions will be asked during the randomization phone call.)

Date of birth: __ —— Y —_  Sex: [ |Female [ ] Male

o day yoor

Race (check onef: [ | Caucasian [ Black [] Asian [ Hispanic [ ] Native American  [_] Other (specify): _
The Physician’s Assessment (estimate) regarding cardiac index [check onel: []£2.2 []>22

Has the written informed consent been obtained? [ | MNo [ Yes

Inclusion Criteria (must answer “Yes” to questions 1-11 to be eligible)

No Yes
1 Is the patient 2 16 years of Gge? ... oo seeomeesesseeeeeseeeseeeeseneesems oo ]
2 s the patient currently hospitalized under the care of the heart failure service of the invesfigating site? ... [1 [
3 Does the patient have NYHA Class IV heart failure symptoms? ... ]
4 Has the patient had one previous hospitalization for exacerbation of heart failure within 6 months prior
10 PANAOMIZARONT oo eeeeeaee e ] ]
5 Does the patient have documented LVEF < 30% within 12 months prior te randomization? ..., [
6 Does the patient have a documented history of heart failure for = 3 months? ........oooooooooveoeeveieeee. [
7 Has the patient had attempted therapy with angiotensin converting enzyme inhibitors and diuretics for
> 3 months prior to randomiZation? ... ]
8 Does the patient have a systolic blood pressure of < 125 mmHG? ..o L) ]
9 Does the patient have elevated filling pressures present, indicated by one of the following symptoms?
@ dyspnea (of rest, or in supine posiion, or immediately upen routine adtivity within ane roam);
o abdominal discomfort;
# severe anorexia; or
# nausea without apparent cause other than hepatosplanchnic congestion.............................. O O
10 Does the patient have one of the following signs?
@ jugular venous pulsation elevation > 10 cm above the right atrium;
# square-wave valsalva response;
# hepatomegaly, ascites, or edema in absence of other obvious causes; or
o rales greater than 1/3 lung fields .. . 0 O
11 s the patient able to undergo placement of a pulmonary artery catheter within the next 12 hour$? ........... [ [

Do Not Send This Form With CRF
File this Worksheet with the patient’s study files.
To randomize a patient call: 1-800-388-9564

24 Januwary 2000

Version 3.0
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THIS PAGE IS NOT ENTERED . .
s E Randomization Worksheet

Patient Number: _ - Patient Initials:

Exclusion Criteria (must answer “No” to questions 12-33 to be eligible)

12 Does the patient have acute decompensation felt by the responsible heart failure physician to require or
or be likely to require PAC during the next 24 hours for adequate management [patient to be entered in

o
Ll

PAC rPglslry,'°

13 Does the patient have an active listing for cardiac transplant? ... e

14 Is mechanical ventilation present or anticipated at the time of randomization? ...

15 Is a mechanical circulatory assist device, including intra-aortic balloon pump and left ventricular assist
device present or anfidpated at the time of randomization?....

16 Has the patient received IV milrinone within 48 hours prior to rundumlzahon"

17 Is the patient currently receiving IV dopamine or dobutamine at > 3 mcgfkg/mm OR hus fhe patient

received |V dopamine or dobutamine for > 24 hours prior toe randomization? ...,
18 Has the patient had an acute myocardial infarction or cardiac surgery within the last &6 weeks before

FRNAOMUZEHONT ..ottt eeve e ee st ess et eme b eeese s eese e soms s see s e seee b as s eees s tmessene s s ere s saa st eees e eseen e rensnsssens s menans

oo O oo O
L1

19 Is the patient currently hospitalized for acute corenary syndrome, including acute Ml or unstable angina?

20 Does the patient have documented moderate to severe mitral stenosis or aortic stenosis? ...

21Is there a revascularization procedure planned during this hospitalization? ... ...

22 |Is there a surgical procedure planned during this hospitalization? ...
23 Does the patient have documented primary pulmonary hypertension? ...

24 Has the patient had a pulmonary infarct within one month before randomization? ...

25 Does the patient currently have pneumothorax? ... .o
26 Does the patient currently have a serum creatinine > 3.5 mg/dL? ... e
27 Does the patient have a temperature > 37.8 degrees Celsius? ... ... .
28 Does the patient have a WBC count > 13,000 mim3% oo

29 Does the patient have an exacerbation of heart failure due to a primary factor requiring specific therapy

OOooOooooo
1O

O
|

such as severe anemiq, clinical hypothyroidism, or active systemic infection? ...
30 Does the patient have any non-cardiac disease, such as cancer, that is likely to shorten life expectancy

LT = TSSO L]
31 Is the patient unable to return to the heart failure program at the investigating site for all follow-up visits? [

32 Is the pufienr a female who is pregnant or |ucfufing (Nate: All females of childbearing potential should have a negative

pregnancy tesf prior to I'[J"EJEJ"'IZE:I"F""") RS A BSR4 A S 8 BB SRR BB S BB P B S B R B R . S —— D

33 Is the patient a female of child bearing patenﬂal who is not using an ac:epted method af blrrh canrrnl'-’ .o O

If the patient is eligible for ESCAPE, please call 1-800-388-9564 AND access code 856.

Assigned patient number:

Assigned treatment allocation [check one): || Pulmonary artery catheter | Clinical assessment
Randomization date and time: S/ S S
day month year 00:00-73:5%

Signature:

Complete the Visual Analog Scales, Minnesota Living with Heart Failure, Time Trade-
off, echocardiogram, cardiopulmonary exercise test, and the 6-minute walk prior to
PAC placement OR clinical therapy.

24 January 2000

Version 3.0
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s E Patient Number: - Patient Initials:
site # patient #

THIS PAGE IS NOT ENTERED

Patient Contact Information (Please Print)

Patient ldentification

Hospital name:

Patient name:

last First Middle
Social security number/
Resident identification number: Medical record number:
Primary home address:
Primary home phone number: Best time to call: Clam CTIem
Business phone number: Best time to caill: Clam  CIpm
Spouse or significant other:

last First Middle

Secondary Residence (vacation home, etc.)

Mailing address:

Phone number: Best time to call: [ ]AM | PM

Alternative Contact (relative, friend or neighbor not living with patient)

Name:
last First Middle
Relationship to patient:
Mailing address:
Phone number: Best time to call: CIam T IPM

Local/Referring Physician or Primary Care Physician/General Practitioner

Name:

last First Middle

Mailing address:

Physician’s office phone number:

Contains Confidential Patient Information
Do not FAX or send this page to Coordinating Center

26 January 2000

Version 3.0
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THIS PAGE IS NOT ENTERED

s E Visual Analog Scale Worksheet—Worst Symptom

Patient Number: - Patient Initials: ___

site # patient #

Date of Evaluation: ___ _ /__ _ /
Ty monih oo

Check One: [|Baseline [Discharge [] 2Week Followup ] 1-Month Follow-up
[ 2-Month Follow-up [ 3-Month Fallowup [ &-Month Fallow-up

Directions: 100 —7—  Best imaginable:
Which of the following bothers you the most? T Patient feels comfortable
[check anly anel: T and normal throughout the day.
[] Abdominal discomfort 1
[] Breathing 90
[] Body swelling =+
[] Fatigue T
80 ——p—
70 ——t—
60 —1—
50 ——

AQ  ——

30 —t—

20 ——p—

Worst imaginable:
Symptom is the most severe the
patient can imagine.

26 January 2000 PVAS-WS

Version 3.0
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ESCAPE

THIS PAGE IS NOT ENTERED

Visual Analog Scale Worksheet—Breathing

Patient number: Patient Initials: _

site # patient #

Date of evaluation: — / S

oy month year

Check one: JBaseline [ Discharge [J2 Week Follow-Up [ 1 Month Follow-Up
[ 2 Month Follow-Up  [] 3 MenthFallow-Up 1 & Month Fellow-Up

Patient Visual Analog Scale - Breathing

Complete ONLY if breathing is 100 == Best imaginable:
NOT the worst symptom. T Breathing feels comfortable and
T normal throughout the day.
90
80 ———
70 —1—
60 —1—
50 ——t—
40 ——t—
30 — 1
20 ——
10 ———
0 T Worst imaginable:
| feel constant shortness of breath
throughout the day.
26 Jamuary 2000 File this Worksh\l;.-eerglgglfh the patient’s study files. PVAS.B

05/28/2004



E

THIS PAGE IS NOT ENTERED

Visual Analog Scale Worksheet—Global

Patient Number: - Patient Initials:

site # patient #

Date of Evaluation: ___ /__ _ /

daoy month year

Check one: [ Baseline [ Discharge [0 2 Week Follow-Up [ 1 Menth Follow-Up
[] 2 Month Follow-Up ] 3 MenthFellow-Up [ & Month Follow-Up

Patient Visual Analog Scale—Global

100 — 7 Best imaginable health state

90 ——t—

80

70 =——t—

60 —1—

50 —1—

A) ——

30—t

20 —1—

0 =——I—  Worstimaginable health state

26 Janvary 2000
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Refer to the back of this form to obtain the reason(s) the patient was not enrolled
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into the study and record the corresponding number(s).

Screening Log

Site number:

05/28/2004

Date of Screening Pt. Initials/ Race Registry Reason not Enrolled/
Sex Comment

Y S S - 1 ¥Yes

manth diy your
MR # Om [IF [INe
- . 1 Yes

manth diy your
MR # Om [IF [INo
I S S - - [ Yes

month day year
MR # m [F [Ne
m—/—a;—/——mr— —_— [ Yes
MR # M [IF [INo
_ A S . [ Yes

manth diy your
MR # Om  [IF [INe
Y S S . [ Yes

month day year
MR # M [IF [[INo
Y S S - [ Yes

manth day year
MR # M [IF [1MNo
— e — gy /— Foar —_— [ Yes
MR # M [JF [INo
m—f—su;—/——mr— —_— [ Yes
MR # Om  OF LINe
_ S/ I [ Yes

month day year
MR # Om  [F [INe
_ J A - [ Yes

manth day year
MR # Om  [JF [INo
Y S S . [1¥es

month day year
MR # Om  [IF [INe
= T /— Foar —_— [ Yes
MR # Om  [JF [INe

Version 3.0
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