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

PROTOCOL = HFACTIONCPX FORM = CPX_WKSHT CONTEXT
STUDYBOOK = CPX

@ l LE]-ULJ":'/I:E REPEATING PAGE Cpx worksheet
af

NODATA<I|:3><ZYES> Fotent Mumber: __S_LiB_Jl\I-O_ Patient's nitials: ”\ﬂl—lél:s__

e W - Eﬂ;nl_l'_6px(TYPE4) Al maddl ot
CPXVIS<I:3><ACCPX> V¥isit: |1 Proctice (if applicable) 2 | Baseline |3 | 3-Month 4 | 12Month 5 | 24-Month

CPX Tests submitted will have an exercise prescription returned. Disregard the prescription provided for Usual Care palients.

ECTOPY<I:3><ZYESNO>
Did frequent ventricular ectopy occur feg., = 7 FYC/min,

1 Dateoftesk ¢ CPXDT s
day manth e

biftrigeming, MSYT [= 3 beats]) ¥ o Mo 1 Yas
2 Ejﬂm EQUIPTYP<I:3><ACEQUT> If Yes: When did it ocour? (check ol ihat apeh)
MOUTHM 1) Gike or 2 Treadmil [Use some equipment ype of cach dest.] "] Duking exercise During recover

SK<l:3>< 1] Mouhpiece or [2] Mask o8 [3INAL 5o 3scrvESN ECTDUREX<ZYES>  ECTDUREC<ZYES>

%0 Was metabolic data measured? ¥
ACMTHS> {5 the equipment calibrated prior to use? | | Mo , Yes Record exercise fime in mim’;/ﬁdesatgnjf><ZYES'\ o>
I 1 ?
What is the barometric FESUEARBﬁﬁES_<EE:gE allowing patient at least 2 minutes equilibration on the
LASTMEAL<I:3><ZYESNO>

gas exchange machine prior to exercise start.

3 Was the pohient’s last | eaten > 3 h ior to thi . .
m:; © P: e . realedien T S odrs prierfo e Exercise starphitmel!N<13 SIRfeGEs¥:
P 1 188 Exercise end hﬁNDMIL\IfI_si_E_N'R%%ELg{fnds
LASTMED<|:3><ZYNNA>
4 Was the patient’s last dose of beta blockers taken Example:

B - Exercise shorf fime: 2: 10 minufesseconds
between 3-10 hours ago: {exercise sarfs 10 seconds after the 2minvde equilibration)

2 | MA Ola Mo — Consider rESl:l'IHCh.I"I‘I‘Ig test. 1k Yes Exercise end fme: 7 10 mindesseconds
{pofient exarcised for 5 méindes)

5 RestECG: ECGRHYTH<I:3><ACRECG>

Rhythm (check aaly onel: 11 Fax completed form, breath-by-breath and 15-second
L |, $1008 o2z Aol fbrillation [ 9§, Other avmraged anclysis lo 9106810274,
ECGCOND<I:3>ALVEON> . : -
Ventricular conduction (check oaly onel: 12 Specify where the prescribed training HR should be faxed:
1 y o . Q!Rl-glE‘NE.Tﬁh ii RBBB ) 4‘ WCD 5'5‘ Paced EAXNQ VI?I?I # youcibiod by win
QRS inborval: " : 13 Signature of person administering exercise test:
6 HRE Data: SIGN<ZYES>
. PEAKHR<I;3>
HR of peck exarcise: ______ bpm For CPX Lab Use Only
Resting HR
{afier 5 . —_— RESTHR <l:3> Peck VO ml/kg/min  PKVO<F:9:3>
ofier 5 ménutes s#ling rest, without moulbypéecels ___opm i
Absolute P : L ABSVO<F:9:3>
HR reserve (peak Hi - rex HRj: _HRRES<I:3> solute Pesy N Riners—exEHSca 5t
_ ' HRB0R<F-9:3> Exercise time: i minufesseconds
60% HR resarve [HE resarve x 0.6 + rest HRjp _TTROVRS I RER: R_E_R_<EZ_9:_3>
PKBORG<I:3> { - RERMIN<I:3 BRSEGTHS>
7 Borg RPE score of peak exercise: ______ _s.am Tama ko RER = 1.0 ___.__.__?'nﬁ ABonti?
VeVCO; slope: VEVO<F:9:3>
8 Reason|s) for termination of testing |check ol that apply: HR at end of WL 2: V\il;H_r‘l<_|§:Erpm
STCPX2 :|:3><ZY§w,§ﬁprom limited {dysprea, fafigue) STCPX1<I:3><ZYES> 1 Con the “m“mw hreshold be mm{?
Im . g . , \ ENTTH<I:3><ZYESN@>
|| Anginafischemia HR when frue cardioe angina sccurred: Mo = Set upper THR at 65% HRR
) | HRANGh<|:3> NAHﬁANG<I:3><ZY FS>— ¢ \ VENTVO<F:9:3>
feompletacll B pm O A , fes = Ventilotory threshold VO mL/kg,/min

that qﬁp':.-. . "
HR when schemic ECG I:hl:l'lgu! occurred: EFEg "E!E‘ E HR< ﬁ'ﬁ
HRISCECG<I:3> } HRRVT<I:3>< N >V I

STCPX3k:3><zYESs e bpm o8 NAPI-qiéISC<I:3><ZYES> Is the HR at 70% HRR < 4 beats below HR ot VT?
L Serious orrhythmias (VT o sl'g-l'I'CPX4<I:3><ZYES> p Mo = Setupper raining HR 4 beats below HR at VT.
L Changes in blood pressure STCPX5<l:3><ZYES> ; Yes =+ Settraining HR ronge at 60-70% HRER.
Orthopedic/extremity complaints {poirs/cromps) 2 Was the test terminated due to angina/ischemia?
STCPX6<I:3><2WeRispecifyl: __ STCPXSP<V:100 oMo TESTTERM<I:3><ZYESNO>

Yis =+ St upper training HR ot 18 beets per min bess than the HR whae
1 PP ] P

anging or schemic ECG chonges ecourred, whichever is lower.
PRETHRI\/IN<R|:;3> PRETHR%QI b>

inthni dmning HE max irmaieg HE

or PRERPEMN<3> PRERPEMX<I§>

8b Based on the results of the test, is exercise training

considered unsafe fic. pn:c.':.ld'cs enroliment or couses

3 Prescribed training range:

||'.1‘\crrl.lpli:hn.-"l-c~rm|n:lllnn of exercise Irnlr.\:ng.l? 0 Mo 1 Yas
UNSAFE<I:3><ZYESNO>
All EPX testing resulis will be analyzed by the CPX Core Lab. Once the prescribed training heart rate has been calculated and recorded above,
the core lab will fax the warksheet back fo the number specified (item #12). Exercise training heart rates shauld be adjusted accordingly.

HEACTION_CRX V14 05ALG2003 2003 DCRI— Confidentia) .o on3 14 Aug 2685 poge 130




THIS PAGE NOT ENTERED

Patient Mumber:

CPX Worksheet

Patient’s Initials: _

sita B okt ¥ 1t misde
Visit: Proctice (if applicable} Baszeline A-Manth 1 2-Manth 24-Manih
Exercise Recordings
Time Heart Rate Borg RPE Score Time Heart Rate Borg RPE Score
min:sec) {bpm| Blood Pressure (6= 20) [min:sec) (bpm) Blood Pressure f&-200
Rest* 10:00
yrinke chotolic ke diwish
10:30
START EXERCISE:
11:00
0:30
11:30
1:00
12:00
1:30 yatalic et
12:30
200
il / o s 13:00
230
13:30
3:00
14:00
3:30 ke EEE
14:30
4:00
ke llll‘ s 15:00
4:30
15:30
5:00
16:00
5:30 yatalic et
16:30
&:00
il / o s 17:00
6:30
17:30
700
18:00
7130 ke EEE
18:30
8:00
ke llll‘ s 19:00
B:30
19:30
@00
20:00
@:30 yatalic et
Peak Exercise Data
Time: Heart rate: bpm Blood pressure: RPE:
nn p wyatale dantalic
Recovery
Time Heart Rate Time Heart Rate
{min:sec) (bpm) Blood Pressure [min:sec) {bpm] Blood Pressure
1:00 6:00
witalic dicabakc
2:00 7:00
3:00 8:00 - o
yitalic dicabakc
4:00 9:00
5:00 10:00 - o
yitalic dicabakc

*Resting HR measured after 5 minutes sitting rest, without mouthpiece.
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PROTOCOL = HFACTION FORM = BASELINE CONTEXT

STUDYI? K = DA i% NODATA<I:3><ZYES>

I:ﬁ & B SUBJINO Baseline

f‘. __L INITIALS
Infermed Consent

Patient Mumber: - Potient's Initiols:

sila # patiant # [

Date informed consent form signec: —— — INFCN(TYPE 1)

¥ moith @i

Treatment Preference Scale 1o be asked by study skaff, immediately affer obiaining consent.

“Some participonts in this study would prefer to be assigned to one treatment over the other, while some participants den't hove
o preference. Althowgh your freatment group will be determined entirely by chonce, we are interested in your preference
regording these treafments. Weould you prefer fo be in the usual care group or the exercise fraining grouwp?”
1 | Usucl care 2| 4 Exercise fraining 3| |3 Mo preference 4 |y Mot applicokle  TRPREF<I:3> TPREF(TYPE 1)
<ACTPSA>

Patient Status

Check the appropricte box for the patient status: PTSTAT<I:3><ACPTST> STATUS(TYPE 1
1l | Registry patient = Complete and submit the following:
= Informed Consent and Demeographics, page 1 » Current Medicotions, pages 13 and 14
» Potient Survey, page 2 » Medical History, poge 13
» KCCQ, poges 4, 3, ond & » Supplemental Registry Form(s), if applicable

= BDI, pages 7 and &

2 |y Randomized patient =  Complete and submit all baseline CRF pages, 1-17.

Demographics
1 Doteotbith /. /[ DOBDT DEMOG(TYPE 1)

2 Sox l1 Male 2 |I Femnale GENDER<I:3><ZSEX>

3  Insuronce (check anly anel (1 |, Medicare patient jpart A cnlr) _2.1 Medicore patient jpart 48} |3y Mon-Medicare patient
INSUR<I:3><ACINSU>

Randemization

__ RANDDT Not enterable if before RANDVlT(TYPE 1

1 Date of randomization: 07APR2003

_—

day morth o

2 Treatment group assignment: |1 || Usual care group 2 |; Exercise fraining group TASSIGN<I:3><ACTASS>

After randomization, please ask the patient the following question:
TRSAT<I|:3><ACTSAT>
3 “You hove been assigned to the [usual care/exercise training group]. How satisfied are yow with this tre atment assignment®”

[1], Very satisfied P |, Somewhat satisfied 3 |; Naither satisfied nor dissatisfied 4 |, Somewhat dissatisfied |5 | Very dissatisfied

<|:3> <|:3>
1 Blood pressure (siing): _

2 Heaort rate: HRATE<I:3>hpm
HT<F:9:3>

3  Height: 1 lin [2kem HGTU<zHGTU>

4 Weight: WT=F93> | [ b [,.ks  woTu<zWGTU>

CRF Annotation Version 6.0_11May2004 — Duke Clinical Research Institute « PINK — retain of site
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Patiznt Mumber: - Fotient's Initials:

c”‘r:.-": ’a Lo Baseline

"l

sitg # pationt & ek widdie [auf

Patient Survey

The following informaotion is very important for the HF-ACTIOM Hrial. Please carefully read and answer the questions below.

1 Flease check only one of the following options fo indicote your ethnicity: SURVEY(TYPE 1)

1 | 1 Hispanic or Latine (o person of Cuban, Mexican, Puerio Rican, Sovth o Cenfral American, or ofher Sponish culure o origin, regardless of race |

2 | ly Mot Hispanic or Latine ETHNIC<|:3><ACETH>

2 Check as many of the cotegories below as you need to indicate your race:
| | American Indian or Alaska Mative {2 parsan harving ovigins in any of the arigingl peoples of Morth, Cenfral, or South Americe, and who mainigins iribal
affligtions or communidy afochment] A MERIND<|:3><ZYES>
| | Asian jo person having owigins in any of the origing! peaples of the For Eost Southeost Asio, or the Indion subcontinent induding for exomplz, Combodia,
Ching, India, Jopon Korea Maloysa, Pakison the Philippine Istands Thadand, and Viglmam) ASIAN<|:3><ZYES>
[ | Black or African American jo parsan hoving criging in any of the black rocial groups of Akrica) BLACK<I:3><ZYES>
| | Wative Hawaiian er other Pacific lslander fa parson having origing in any of the ariging! peoples of Howaii, Guam, Somoa, or ather Pocidic lslands]
[ | White (2 persan hawing origins in any of the oniginal paoples of Evrops, the Middls Eost or North Adraa NATHWN<I:3><ZYES>
EDUCAT<I:3><ACEDU> WHITESI:3><ZYES>
3 Please check only one of the following to indicate your highest level of education:
1| || Less than high schocl 4| |, Completed associate degres/diploma program
2| 7 High schacl graduate or equivalent f2.g. GED) 5| ; College groduate j=.q., B.A, BS)
3 | 3 Cn:irnplarad s0MeE ED"HQH, but ne degree 6| g Cn:implarad graduate schoal fe.g. M.5, M0, PRO

4 Check one of the following to indicate your current marital stotus: MARITST<I:3><ACMAR>

1] ly Married 5] lg Single—never marmried
2| 2 Widowad 6| g Living with o partner
3 [ |3 Divarced 9 [ lg Decline 1o answer

4l 4 Seporated

5 Check one of the fellowing to indicate your most recent annual household income before taxes: EARN<I:3><ACEARN>
1 ], less thon $15000 5| |; $50,000-$74,999
2], $15000-$24,99% 6 |, §75,000-$97,999
3| |5 $25,000-33499% 7| L $100,000 or more
4| |y $35,000- 347,957 9| g Decline 1o answer

WUO01 LY40d3i¥-411713S 1LN13ILVd

6 Check one of the following to indicake your current employment status:  EMPLOYST<I:3><ACEMP>

1 [ h Employed/salfemployed full-ime [+ 30 hours weak) 5| ls Walunteer

2 | |y Employed partime fspeciy houwrs per wesk): 6| s Disabled

3 [ Student PARTT2<F:9:3> 7| |, Unemployed
4 | |4 Homemaker 8] |; Retired

¥  How many days have you lost from werk and/er your usual activities in the past 30 days due to problems with your health?®

days LOSTWK2<F:9:3>

CRF Annotation Version 6.0_11May2004
WHITE and YELLOW — Duke Clinical Research Inskitute = PINK — retain af site
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Patient Mumber: - Patient’'s Inifials:

%’ ’alﬁﬂ Baseline

site # patiant & frd mods [of

EureQol Questionnaire

By plocing @ checkmark in one box in each group below, please indicate EURO(TYPE 3)
which statement best describes your own health stote foday,

1 Maobility: EURO1<I:3><ACER10>
1] ly I have na problems in walking abaout
2 | 2 | have some pn:hblams in wu|king obout,
3 [ |y 1 am confined 1o bed.

2 Sselfcare: EURO2<I:3><ACER20>
1| ly I have na problems with selfcare.
2 | 2 | have some pn:hblams washing or dressing rrr:.-'&B”.

3 [ |y 1 am unable 1o wash or dress myselF.

3 Usual adivities j2.g work, shedy, housswark, famdy or leiswre adiitizs.  EURO3<1:3><ACER30>
1| ly I have na problems with perfoarming my usual activities.
2 | 2 | have some pn:hblams with parﬁ:irrning my usual activities.

3 | |3 | am unable fo perform my usual activities.

&  Poin/discomfort: EURO4<1:3><ACER40>
1] ly I have no pain or discomfbort.
2 | 2 | have moderate poin or discomfart.

3 [ |3 | have exireme pain or discomfort.

5 Anxiety/depressionn.  EURO5<I:3><ACER50>
1] ly I 'am net arxicus or depressed.
2 | 2 | om rm:idarara}:,' anxious or depressed.

3

3 | am extremely arwicus or depressed.

v
>
-l
m
=
-]
"
m
F
-
|

-~
m
L
o
~
-l
-
o
~
=

@ = Please let your study coordinator know that yov are ready for the EvroQol Thermometer worksheet.

Pain Assessment

1 How much bodily poin have you hod during the post 4 weeks jchedt caly one]?  PAIN1<|:3><ACP1N>
1| ly Mane 2 | | Very mild 3 | |, Mild 4| |, Moderate 5| |, Severe 6| |, Very severs

PAIN2<]:3><ACP2N>
2 During the past 4 weeks, how much did pain interfere with your nermal werk fincbding bothwaork outsidds the home and housework)®

1| [y Mt at all 2 2.-"-‘-.|i|1|£- kit 3_ 3Mn:hdarc|rah' 4 o Suite o bit 5 SExrmrnahf'

EuroQol Thermometer Response

Response to the EuroGol thermomerer: ___ _ _ THERM<I:3>

{0-100)

CRF Annotation Version 6.0_11May2004
WHITE and YELLOW — Duke Clinical Research Institute = PINK — retain at site
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Patient Mumber: - Patient's Initials:

r,yl!:’.ﬂ'lﬂ B Baseline
__F

sita # patiant # frw midds [or

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The following questions refer to your heart failure and how it moy affect your life. Please read and complete the following
guestions. There are no right or wrong answers. Please mark the answers thot best apply te you.

1 Heart failure offecs different people in different woys, Some feel shortness of breath while others feel fatigue,
Please indicate how much you are limited by heart failure jshorness of braath or fatigue) in your ability to do the following

activifies over the post 2 weeks.

{Chack only one box on each kne )

KCCQL(TYPE 3)

Quite o <ACKCCA> Limited for Other

Extremely Bi Moderately  Slightly Mot at All Reasons or Did -

Activity 1 limited o Limited 3 Limiked 4 Limited 5 Limited g Mot Do the Activity ,
KCCQ1A4:3> Dressing yourself: 1 2 31 0 4 4 5 6 | I -4
|
KCCQ1B:3> showering/bathing: . 2 3 4 . A m
KccQicd:3> Walking 1 block on level ground: 1 2 3 4 5 A -y
Doing yord work, housework W
KCCQLDH:3> ar carrying groceries: 1 2 3 4 5 é m
Climbing o flight of -

KCCQIEY:3> stairs without stopping: 1 2 3 4 5 A .

Hurrying or jogging

KCCQIFq:3> v g ariogang m
s if fo coteh o busj: 1 2 3 4 5 " -
o
2 cCompored with 2 weeks ggo, have your symptoms of heart failure (shortness of braath fatigus, or ankls swalling) changed? -]
My symptoms of heart foilure hove become...  KCCQ2<I:3><ACHFSY> =]
Much Slighthy Mt Slighily Much I've had no symptams -
Worse Worse changed better better cwver the lost 2 weeks °
1 2k 3 [, 4l 5[ I 6l =

3 Over the pgst 2 weeks how many times did you have swelling in your feet,
ankles or legs when you woke up in the moring? KCCQ3<l:3><ACSWFT>

Every 3 or more fimes o week, 1-2 times Less than Mever over the
marning but not every moming aweek once a week past 2 weeks
10h 2L h 3.1 4l 5L s

KCCQ4<|:3><ACSWNM>
4  Over the pgsf 2 weeks how much has swelling in your feethmkles or legs bothered you? It has been...

Extremely Meoderately Somewhat Slightly Mat at all I've had
bothersome betherscme bothersome bothersome bethersome no swelling
1 1 2 L |1 3 3 4 |.1 S L5 6 2

CRF Annotation Version 6.0_11May2004
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Patient Mumber: - Potient’s Imhals:

F__I’ ’alﬂ'ﬂ Baseline
5.
“ul

sitn # poationt & frf mdde Tad

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continved)

5  Over the past 2 weeks on overage, how many times has fatigue limited your ability to do what you ®
KCCQ5q1:3><ACAYSH> Ig%bZ(TYPEB)
=]

Sevaral At 3 or more 1-2 Less than Mever
the times least once times per weak times once over the
time per dery o day but nat every doy a weak a week past 2 weeks

1504 2 Lk 3 I 4 4 5L 1g 6 L1l 7 7

6  Over the post 2 weeks how much has your fatigue bothered you? It has been... KCCQG6<I:3><ACMUFT>

Extremely Quite a bit Moderately slightly Not at all I've had
batharsome botharsome botharsome botharsome bothersome no fatigue
1L 2 |1 3 4 |4 > 5 6 &

KCCQ7<I:3><ACAVSH>
7 Over the pgst 2 weeks on overage, how many times has shortness of breath limited your ability to do what you wanted?

All of Several At 3 ar more 1-2 Less than Mevar
the times least once times per week times once aver the
time per dey a day but not every day a week a week past 2 weeks

104 2 1 b 3 3 4 4 51 I 6 | ls 7 7

KCCQ8<I:3><ACMUSH>
8 Over the pgst 2 weeks how much has your shortness of breath bothered you? It has been...

Extremely Quite a bit Moderately slightly Not at all I've had ne
bothersome bethersome bathersame bothersome bothersome  shortness of breath
! 1 2 h 3 3 4 i ° 5 6 &

9 Owver the post 2 weeks on overage, how many times hove you been forced to sleep sitting up in a chair or with

ot least 3 pillows to prop you up becouse of sheriness of breath? KCCQ9<I:3><ACAVFS>
3 or more fimes 1-2 Lass than Mewar
Evary a week, but time s ance aver the
night nod every night aweek a week past 2 weeks
1lh 2 Lk 33 4l ly 50k

WYO0d 140d3¥-413S 1LN3ILVd

10 Heart failvre symproms con worsen for @ number of reosons. How sure are you that you know what to do or

who to coll, if your heart failure gets worse? KCCQ10<I:3><ACHFHF>
Neot at all Notvery somewhat Mostly Completely
sUre sure sure sure sure
1 h 2 h 3 —3 4 l 5 lls

11 How well do you understand what things you are cble to do to keep your heart failure symptoms from getting

worse [for sxomple, weighing yoursel] eating o low-solf dist eic |7 KCCQ11<I:3><ACHFUN>
Do not understand Do not understand Somewhat Moty Completaly
at all very well understand understond understand
1Lk 2 L) 34 4l 505

CRF Annotation Version 6.0_11May2004
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Baseline

Patient Mumber: - Pafient's Initiols:

sitn # pationt # Tk midde Tant

app

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Over the pgst 2 weeks how much has your heart failvre limited your enjoyment of life?

KCCQ3(TYPE3)
I hos extremely |t has limited my It has mederately It has slightty It has net limited
limited my anjoyment of life limited rmy lirnited rmy my enjoyment of
enjoyment of lifs quite a bit enjoyment of life  enjoymant of life life ot oll KCCQ12<I:3><ACHFLM>
1Lk 2l h 3L ally 5L
13 If you had to spend the rest of your life with your heart failure the woy it is fght now, how would you feel about this? :
Not at all Mostly Somewhat Mostly Completely KCCQ13<I:3><ACHFLF> -
safisfied dissotisfied salisfied satisfied satisfied —
m
11Lh 2 [k 3 4l ly Sl
=
14 Over the pgst 2 weeks how often have you felt discouroged or down in the dumps because of your heart failure =
: W
| felt that way I falt that wery | eccasionally | rarely feli | never falt KCCQ14<I:3><ACHFDC> m
all of the time meost of the fime  felt that way that way that way -
1 L4 2 Lk 3L 4 |4 5L b |
]
15 How much does your heart failure affect your lifestyle? Please indicate how your he art failure may have ~
limiteel your participation in the following activities over the post 2 weeke m
[Chack only onz box on sach dne.) g
=
Limited <ACHFLS> Dicl Mot Does Mot Apply
Severely Cluite Moderately Slightly Limit e or Did Mot Do for
Activity Limihed o Bir Limited Limited All Cther Reasons -
-
KCCQI5A Hobbies, recreational
<1:3> - -~
activifies: 1L 2 3L 4 5L 1 6l %
KCCQ15B Intimate relationships
<I:3> with loved ones: 1[4 2l ], 31 4l |, S 6 |
KICSCQLE’ 2 Visiting family or friends
<I:3>
’ out of your home: 1L 2L L 3L, 4, 51 6L
KCCQ15b  Warking or doing
<I:3> household chores: 11 211, 3L 4l |, S 6

CRF Annotation Version 6.0_11May2004
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sita # patiant # fr ndds (o

FN a e Baseline
f%,/-" Patient Mumber: - Fatient’s Inifials:

Beck Depression Inventory (BDI)

This questiennaire consists of 21 groups of statements. Please  several statements within o group seem fe apply equally well,
read each group of statements carefully, and then pick out the  check the highest numbered box for thot group. Be sure that
ene statement in each group that best describes the way you  you do not cheose more than ene stotement for any group,
heve been feeling during the past ene week, including including item 16, Chonges in Sleeping Pattern and item 18,

taday. Check the box beside the statement you have picked. If  Changes in Appetite. BD|1(TYPE 3
BDI1<|:3><ACB1D> T SEl.”'-DlillkE\: BDI7<I:3><ACB7D>
1 Ssodness: o | feel the same about myself as ever.
0| ol do not feel sad. ly | have lost confidence in myself.
1] b ! feel sad much of the time. .1 | am disappeinted in myself
2 [ 11 am sad all of the time. |5, | dislike myself.
3| |y I am so sad or unhappy that | can't stond i,
8 self-Criticalness: BDIg<:3><ACESED>
BDI2<I:3><ACB2D>
2 Pessimism lg | der't criticize or blame myself more than usual.
[ lg! am net discouraged about my future. .1 | am more critical of myself thon | used to be.
| 1 | el more discouraged about my future than | used to be. ly | criticize myself for all of my Faults.
[, 1 do not expect things to work out Far me. |y | blame mysalf for everything that happens.
|

5 | feel my fulure is hopeless and will anly get worse.
9 Ssuicidal Thoughts or Wishes: BDI9<I:3><ACB9D>

3 Past Failure: BDI3<I:3><ACB3D> |g | den't have any theughts of killing myselF.
[ o | do nat feel like o failure. ly I hawe thaughts of killing myself, but | would not
[ |, I have failed more than | should hove. carry them out.
[ | As | lack back, | see alot of Failures. o Dwrould like to kill myselF.
| 31 feel | am a total Failure as o person. .-5 [ would kil myself if | had the chonce.

BDI4<I:3><ACB4D> 10 Crying: BDI0<I:3><ACBI0D>

o | den't cry any more than | used fo.

& Loss of Pleasure:

[ | | get 0s much pleasure os | ever did from the things | enjoy.
L . ly I ery mare than | used te.
| 1 | dan't enjoy things as much as | used to. L litle thi
| la | get very lifle pleasure from the things | used to enjoy. 2| oy overevenyd ng-

| 5 1 fael like crying, but | can't.

11 Agitation BDI11<I:3><ACB11D>

3 | com't get any plausum fram the things | used to enjoy.

WUO0d LY¥O0d3iy-41713S§ 1LN13ILVd

5 Guilty Feelings: BDI5<1:3><ACB5D>

lg 1 am no more resiless or wound up than usual.

[ |g1 dan't feal particularky guilty. | | Feel mare restless arwaound up than usual

| b1 feel guilty cver marmy things | have done or should have done. la | am so restless or agitaled that it's hard to stay sfill.
| 2l feal quite gui|r:,' mast of the fime. .-5 | am so resiless ar agitated that | have to kaap

[ |y | feel guilty all of the time. maving or doing something.

] ) BDI6<I:3><ACB6D> 12 Loss of Inferest: BDI12<l:3><ACB12D>
6 Punishment Feelings: h of lost inferest in othe | it
o | dnn'r FBB| | am balng Punishad_ o ave n Q5[ Inrerasl In o r PBDFI & or aCnviInes.

.1 | om less interested in other people or things
than befare.
ly | have lost most of my inferest in other pacple or things.

|

| 1| feal | may be punished.
[ ly | expect bo be punished.
|

5 | feel | om being punished. ) ) i ]
|5 It's hard 1o get interested in amything.

CRF Annotation Version 6.0 _11May2004
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Beck Depression Inventory (BDI)} (continued)

13 Indecisiveness; BDI13<1:3><ACB13D>

0 | g ! moke decisions about as well os ever.

1 | 1| find it more difficult 1o make decisions than usual.

2 [ lp | have much greater difficulty in making decisions
than | used ta.

3 |y I have trouble moking any decisions.

14 Worthle ssness:

[ lg! do net feel | am worthless.

BDI14<I[:3><ACB14D>

on't consider myselr as work ile and usetul as | used o,
[ ] 1 don der myself twhile and useful as | used

Iy | teal more worhless as compored 1o other pecple.
[ 11 el hle pared her pecple
I

3l fael l.lﬂar}:,' warthless.

BDI15<I:3><ACB15D>

o | hove as much energy as ever.

15 Loss of Energy:

|
[ l; I have less @nergy thon | used to have.
| | dan't hove encugh energy fo do very much.
2 3 ray ry
[ |3 | don't have encugh energy fo do anything.
BDI16<I:3><ACB16D>
16 Chonges in Sleeping Pathern jchack anly cnst

0| |y 1 hove not experienced any chonge in my sleaping patiern.

1a 5|aap somewhaol mare than usual,

b | s|aap somewhat less than usual.

o | s|aap a lot more than usual.

2k | s|aap a lot less than usual.

3q | s|aap muast of the dary.

o 0o~ W N P

b | wake up 1-2 hours aurh-' and con'f get hack tao 5|aap.

BDI17<I:3><ACB17D>
17 Irritability:

| |g | om no more iritable than wsoal
[ 1 | am mere iritable than vsual.
[ lp | am much more irritable than usual.

3 | am irritakle all the fime.

Patient Mumber: -

Baseline

Potient's Inikiols:
[

ek waddis Tau

BDI2(TYPE3)

0 lJ | hove not experienced any change in my appatite.
BDI18<I:3><ACB18D>

|, My appetite is somew hat less than usual

18 Changes in Appetite jcheck only onz):

|1|:- iy appetite is somew hat greater thon usval.

|, My appetite is much less than befare.
|1|:- iy appetite is much greater than usual.

|;, | have no appatite at all.
|3|:-| crave food all the ime.

o 0 A WN -

19 Concentration Difficulty: BDI19<:3><ACB19D>

. lJ | can concentrate as well as ever.
|; I can't concentrate as well as usual
["]y I¥s hard to keep my mind an anything for very long.
|3 | find | can't concentrale on ariything.
20 Tiredness or Fatigue: BDI20<I:3><ACB20D>
|y I am na more tired or fafigued than usual.
|, I get more tired or fatigued more easily than usual.
|, | am taa tired or fatigued to do a lot of the things
| usad fo da.
|3 | am too tired or Faringad to do mast of the things |
used to do.
21 Loss of Interest in Sex:  BDI21<I:3><ACB21D>
. l:, | heve not noficed any recent change in my
inferest in sex.
|1 | am less interested in sex than | used 1o be.
|1 | am much less inferested in sex now.

|; | hewve last interest in sex complately.
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Al ﬂ e Baseline
al)

. Patient Mumber: ____ _ - Fatient's Inifins —
e # Pﬂ'iﬂl‘l’i‘ frd midde [od.
Perceived Social Support Scale (P555)
We are inferested in how you feel about the following stafements. Read each statement carefully. PSSS (TYPE 4)PS
Please check the box that most closely corresponds fo how you feel about each stetement, from very strongly disagree to very strangly agree.
Very PSSSA<I:3><ACDSSR> Very
Strengly  Strongly Mildly Mildly Strongly  Strongly
PSSSQ<I:3><ACDSSQ> Disagree  Disogree  Disogree  Meufral Agree Agree Agres
1=
1 There is a special persen who is arcund when | om in need: 1 L4 2 Lk 3Ly ally 5 1 6 Lk yan"
2=
2 There is o special person with whom | can shore joys and sorrows: 1 2 3 i 5 4 7
3=
3 My fomily really fries to help me: N L Iy Ly ls L 7
4= . .
4 | get the emotional help and suppert | need from my family: ! 2 3 4 5 4 7
5 lhowe special person whe is o real source of comfort to me: L Lh Iy Ly s L b
o=
6 My friends really fry to help me: 1 1 3 ! 5 6 7
7=
T 1 con count on my friends when things go wrong: l L by L, ls A 7
8=
8 | con folk obout my problems with my family: 1 2 3 4 5 f 7
o=
9 1 heve friends with whom | can share my joys ond sorrows: L Lh Iy Ly ls L b
10= ) . i ] ,
10 There is a special persen in my life who cares about my feelings: 1 2 3 4 5 5 7
Jli:My farnily is willing to help me make decisions: l L Iy Ly ls L 7
12=
12 | con talk about my problems with my friends: 1 2 3 4 5 6 7

CRF Annotation Version 6.0_11May2004
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STAGE1
<|:3>
STAGE2
<|:3>

STAGE3
<|:3>

STAGE4
<|:3>

FN B L4 :
‘_:___ﬁg’ ’-ﬂ Baseline

Fatient Mumber: - Patient’s Imitials:

sita # patiant # frr madde [of

Stages of Change

Physical activity or exercise includes adivities such as walking briskly, jogging, bicycling, swimming, or any other acivity in

STAGE(TYPE 3)

For adivity to be regular, it must add vp to o total of 30 minutes or more per day and be done at least 5 days per week. For
example, you could take one 30-minute walk or fake three 10-minute walks for o daily total of 30 minutes.

which the exertion is of least as intense as these activities,

For each of the fellowing questions, please check “Yes™ or “Ma.” <ZYESNO>

1 | am currently physically achive, 0] o Mo 1 | Yes
2 |intend fo become more physically active in the next 6 menths0 | g Mo 1 Yes
3 | ewrrently engage in regular physical activity. Ol GNol | Yes
4 | hove been regularly physically active for the past & months. o | g Mo 1 Yes

Exercise Self-Efficacy
Physical activity or exercise includes adivities such as walking briskly, jogging, bicycling, swimming, or any other acivity in

EXSELF(TYPE 3)

Check the box that indicates how confident you are that you could be physically active in each of the following situations:

EXSELF1<I:3><ACEXSA>

which the exertion is of least as intense as these activities,

1 When | aom tired:
ll h Mat at all confident 2 3 S|ighﬂy confident 3 1 Maode ra‘rahf' confident 4 4 Vary confident 5 5 Exrmma}:,' confident

2 When | omin o bad mood: EXSELF2<II3><ACEXSA>
1Lk Mot at all confident 5 |, Slightly canfident 5| |; Moderately confident 4|, Very confident 5 | Extremely confident

WYO0d LY40d3¥-473S LN3ILlVd

3 When | feel | don't have time:  EXSELF3<l:3><ACEXSA>
1 |, Not ot all confident 2., Slightly confident 3 |_|; Moderately confident 4|, Very confident 5| Extremely confident

4 When | om on vocation: EXSELF4<|:3><ACEXSA>
1] [y Mot at all confident 2 2 Slightly confident 3 5 Mode ralely canfidert 4 4 Very confident 5 5 Extremely confident

5 When itis roining or snowing: EXSELFS5<:3><ACEXSA>
1 ||, Not at all confident 5 |, Slightly confident 3|y Moderately confident 4|, Very confident 5 | Extremely confident

CRF Annotation Version 6.0_11May2004
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Baseline

Patient Mumber: - _ Patient’s Imitials:

sita # patiant # i wdde fof

Please rate how impertant each of these statements is in your decision of whether

to be physically active. In each case, think about jow you feel fight pow ., not how

= g
5 or 3
s £ A&
you have felt in the past or would like to feel, £ g £
DECBAL(TYPE 3) £ £ 3
NN
5 FE ,g;-

g .=
<ACDEB> = 5 5 &£
DECIS1k1:3>
1 | 'would hove more energy for my fomily and friends if | exercised regularly. 12 3 4 S

DECISZFIg> Regular exercise would help me relieve tension.

DECIS3kl.3>
clss :f | think | would be too fired to do my daily werk offer exercising.

DECIS4kl1:3>
4 | would feel more confident if | exercsed regularly.
DECIS5k!1:3>

5 1would sleep more soundly if | exercised regularly.

DECIS6k1:,3>
clse ﬁ3 | weuld feel good about myself if | kept my commitment to exercise regularly.

DECIS7§1:3>
7 1would find it difficult to find on exerdse octivity that | enjoy that is not

affected by boaed weather.

DECISSFIZ> | would like my body better if | exercised regularly.
DECIS9k!; 3> , . , . ,
9 It would be easier for me to perform routine physical tasks if | exercised regularly.
DECIS19<I:3>
10 | would feel less stressed if | exercised regularly.
DECIS1)<I:3>

11 | feel uncomfortable when | exercise becavse | get out of breath and my
heart beats very fast.
DECIS1¢<I:3>
12 | would feel more comfortable with my body if | exercised regularly.

DECIS1B<I:3>
13 Regular exercise would take too much of my time.

DECIS1 l<"-:1€’>Fina-gl..lI-::lr exercise would help me hove o mere positive outlook on life.

DECIS1p</3> _ _ _ _ _
15 | would have less time for my family and friends if | exercised regularly.

DECIS1g<I:3>
16 At the end of the day, | om too exhausted fe exercdise.

.-
>
-
m
-
-
L]
m
F
b |
|

~
m
g -
o
~
-
b |
o
~
=

Barrier Scale BARRIER(TYPE 3)

Please indicate the extent to which you anticipate that the fellowing might inferfere with your participation in this study:

<ACBR>
Mot at All - Somewhat A Lot Mot at All - Somewhat A Lot
BARL 3? Finances: 1 2 | 3 6 EBoredom: BARG<I:3> 1 | 2l | 3L
BARZ2<IB3  child care: | 7 Fatigue: BAR7<I:3> | |
BAR3<IP%  weather: | 8 Tronsportation: g ARg<| 3> | |
BARAS 3-; Wacation: | 9 Work: BAR9<I:3> | |
BARS<| 3>5 Pain: | 10 Household responsibilities: | |

. . BAR10<I:3>
CRF Annotation Version 6.0_11May2004 # _ puke Clinical Research wemwme - codl — retain af site
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PAQ(TYPE 3)

Baseline

Patient Mumber: Patient’'s Initials:

fr ndde o

sita #

patiant #

‘_E-E}: ‘ﬂlﬂ"

Physical Activity Questionnaire (PAQ)

We are interested in finding out about the kinds of physical  you do net consider yourself re be an active person. Please
activities thot people do as port of their everyday lives. The
guestions will ask you about the time you spent being phy sical-

by ective in the Jast 7 days Please answer each question even if

think about the activities you do atwork, as part of your howse
and yard work, to get from ploce to place, and in your spore
time for recreation, exercise or sport.

Think about the time you spent wallking in the Jgsi 7 davs, This
includes af work and et home, walking to travel frem place te
place, and any other walking that you might do saolely for

Think about oll the vigorous physical activities thot you did
in the last 7 davs. Vigorows physical activities refer be activities
that toke hord physical effert and make you breathe much
harder than normal. Think only about these physical acdivities recreation, sport, exercise, or leisure.
that you did for ot least 10 minutes at o fime.
5 During the Jgst 7 davs on how many days did you walk

1 Curing the last 7 days, on how many deys did you do far at least 10 minutes ot a time?
vigorous physical activities like heavy lifring. digging,
aerobics, or fost bicycling?

VIGDAY<I:§;

days = Continue fo question 6. WALKD<I:3>

ok || Mo walking =+ Skip to question 7.

ys — Conhinue fo question 2.
NOWALK<ZYES>

ok | How much time did you vsually spend walking en one

NOVIG<ZYES>
2 How much fime did you vsually spend doing vigerous
physical activities on one of those days?

Mo vigorous physical activiies = Skip to guestion 3. G
of those days?

_ minvesperday  WALKMIN<I:3>

of || Don't know/not sume

UNKWALK<ZYES>

___ minutes per day VIGMIN<I:3>

ok || Don't know,/not sure UNKVIG<ZYES>

The last question is about the time you spent sitting on week-
days during the last 7 davs. Include time spent at work, at

Think ohout all the moderate physical activities that you
diel in the |ast 7 davs. Moderate activities refer te activities that
take moderate physical effort and moke you breathe some-
what harder than normal. Think only about those physical
activities that you did for at least 10 minutes ar a time,

3 During the [ast 7 days on how many days did you do
moderate physical activities like carrying light loads,

bicycling of a regular pace, or doubles tennis? Do not

include walking.

MODDAXE#% Conftinue fo question 4.
ok |
NOMOD<ZYES>

4 How much time did you usually spend doing moderate
physical activities on one of those days?

Mo moderate physicu| achivilies —+ ‘Skip to guaestion 3.

___ ___ minutes per day MODMIN<I:3>

or || Don't know/not sure

UNKMOD<ZYES>

home, while doing course work and during leisure time. This
may include time spent sitting ot o desk, visiting friends, reacd-
ing, or siting or lying down to watch television.

T During the Jast 7 davs, how much time did you spend
sitting on a weekday?

SITHR<I:3>

___ hours par day

or || Don't know/mot sure

UNKSIT<ZYES>

WYO0d L40d3Y¥-413S LN3ILlVd
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a e Baseline

Potient Mumber: __ - _____ __ Patent'sInitiolss

tow patiant # fo e o

Check “Mo” or “Yes” for each medication and provide the total daily dose, if applicable. CM ED(TYPE 3)
1 ACE inhibitor: ACE<|:3><ZYESNO> NOACE<I:3><ACNOAC>

o g Mo = Reason for net using jcheck ontr anel |1 Contraindicated 2|1 Intzlerance 3 3 MD preference [4 4 Patient preference
L], Yes = If Yes: Check only one and provide the TQTAL DAILY DOSE:  ACEVAL<I:5>

YESACE<|:3> 1 1 Benazepril: mg 6 5 Suinapril: mg

<ACYESA> 2, Coptapril: mg [7 L Ramipril: mg
3 3 Enalapril: mg s g Trandslapril: mg
4, Fosinopil: mg g Cither fspeciy) _ ACEOTH<V:50> mg
5 5 isinopril: mg

2 Angiotensin receptor blocker; ANGIO<ZYESNO> LOSAR<I:3><ZYES>

IRBE<|:3><ZYES>
ED Mo VALSARK<I:3><ZYES> 3 SCAND<|:3><ZYES>
Il 1 Yes —+ If Yes: Check all that {:pp|)f: Walsaran osartan | | Irbesartan Candesarton
ARBOT<I:35_| Cther fspecky: _ ANGOTH<V:50>
<ZYES>

3 Beto blocker: BETA<I:3><ZYESNO> NOBETA<I:3><ACNOAC>
[ 0y No = Reason for not using [check oy onzl |1, Contraindicaled 2l Intolerance | 3; MD preference |4/, Pafient preference
o 9 1 1 1 P A P
[ 1); Yes =+ If Yes: Check only one and provide the IOTAL DAILY DOSE:

YESBET<I:3> I y Aenalal: BETVAL<I:§1>Q |4 4 Metopraolel immediate release: mg
<ACBET> 2 ; Bisoprelal: mg 5 5 Metopraolal X1: mg
3.3 Carvedilal: mg glog Other fspeci): _ BETOTH<V:50> mg
4 Aspirim ASPIRIN<|:3><ZYESNO> NOASPIR<I:3><ACNOAC>
D |4 No =+ Reason for not using [check onty onzl: | 1 Contraindicared | 2], Intolerance 3, MD preference |4/, Patient preference
] g 1 2 3 P 4 P
h_ 1 Yas =+ If Yes: Dose: mg ASPVAL<I5>
5 Loop divretic. | oopp<|:3><ZYESNO>
P ] Mo
L 1, Yes = If Yes: Check only one and provide the JOTAL DAILY DOSE:
YESLOOP<I:3> 1, Furcsemidel OOPVAL f55> B |, Torsemide: mg
<ACLOOP> 25 Bumetanide: mg dgloy Cther jzpeciy); LOOPOTH<V:50> mg
] An.Ti:lrrIT:,.rThmic: ARRHYT<I:3><ZYESNO>
g Me AMIOD<I:3><ZYES> DOFET<I:3><ZYES>

ARROTSP<V:50>

h. 1 Yes —+ If Yes: Check all that Clpphf: Amicdorane | Sctalal Dafetilide |C'1har|' cifr ]
SOTA<I:35<ZYES> ARROTHA 3527 vESS
T Lipidlowering agent:  LLWA<I:3><ZYESNO>
F_u Mo HMGCOA<ZYES> ATOR<I:3><ZYES> PRAV<I:3><ZYES>
h | Yes =+ If Yes: Check only one: | |, HM G-Cod reductase inhibitar = Check oll that opply: | | Atorvastatin || Provastatin
OTHLLAGT<ZYES>_|1 Other lipicHewering agent [ ] Simwastatin -~ [ | Other

SIMV<I:3><ZYES> OTLIP<I|:3><ZfYES>
8 Selective serotonin reuptoke inhibitor: ggR|<|:3><7YESNO>

b o Ma SERT<I:3><ZYES> PARO<I:3><ZYES> SSRIOT<I:3><ZYES>
Il 1 Yes = Check all thar apply: Sertraling Citalemrom Parceetine Flucxetine Other

. . ITAL<I:3><ZYES> FLUOX<I:3><ZYES>
CRF Annotation Version 6.0_11May2004 YW — Dul c 3 S UOX<I:3 S
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Patient Mumber: - Patient's Initials:

F_.: ’a Lo Baseline
=

silp # pationt # Tex ridde Taw

CURMEDS<I:3><ACCMQ>

Check “Mo® ar “Yes” for each medication.
MEDSANS<I|:3><ZYESNO> CMEDS(TYPE 4)PS
9 Tricyclic antidepressant: ... [0y Mo [1]] Yes

10 Cther antidepressant jacckding S3RIs ond TCAs! ... [[JgNe [} Yes
11 Antipsychotics . | g Mo | ‘fes
12 clopidogrel. ... |y Mo | Yes
13 Coumading . | g Ma [ Yes
T8 DRGOKINT oo | g M | Yes
U5 PFOED oo mmnesenne | M | Yes
16 Calcium channel blocker:. ..o | g Mo | fes
17 spironolactone: ... ... | g Mo | Yes
18 Eplerenane: ... | g Mo | Yes
19 Mon-leop diuretic jexduding aldostercne anfogonistil.......... [ g Me | Tes
20 POMOSSIUM. .o | g M | Yes
2 Insuling o | g M | ‘fes
22 GROZONe: .o | g Mo | Yes
23 Other eral dishetic agent: ... [ lgMa [ ] Yes
24 Thyroid replacement: ... | g Mo | es
25 MSAID oo e ssmrnssee s | M2 | Yes
26 COX-2 inhibitor oo | g MO | Yas

27 sildenafil: . | g Mo | Yes CMEDS2 (TYPE 4) PS

CRMDOTH Resemvedfar potential new drugs. Do not complete unless instrucied by the Duke Clinical Research Institute (DCRI).
' CMOTHA<I:3><ZYESNO>
CURMDSP<V:50>

28 Other: olgNa  [1); Yes

29 Cther: lgNa [ Yes

CRF Annotation Version 6.0_11May2004 N — Duke Clinical Research Institute « PFINK — retain af site
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CARDPRI]
CARDPRA4
CARDPR3
CARDPR4
CARDPRY
CARDPR{
CARDPR7

1 L

1 Congestive heart failure:

CONGHF<I:3><ACCHF>
Type: [ ylschemic |2l Nondschemic

MEDHX1
(TYPE 1)

_____ % BASEF<F:9:3>
Screening (f Re gishy patient]; £
CNYHA<I:3><ACYHA> SCRENEF<F:9:33
Current NYHA heart foilure class jcheck only onz):
|2 TR Put in conversion procedure
So that 1 can not be entered

For baseline
Angina: ANGIN<ZYESNO>

[0p Ne ANGICL<|:3><ACCLAS>
[1], Yes = If Yes: Current Canadian Cardiovascular Society

Ejection fraction: Baseline:

{CCs) Anging Class {chack only ona:

[0 Dol [gim (4] W

[0 Mo angina
Myocardial infarction (g MI<II3><ZYESNO>
|0 g Mo

[1 1 Yes =+ If Yes: Date of most recent ML
RMIDT

All are <ZYESNO>
Cordioc procedures (check “No™ ar “Yas” for each):
CABG:

Walve surgery:

PCl:

Pacemaker:

AlCD:

Bi-ventricular pacemaker:

0.,:, Mo
lgMe
oMo

g Me

g Mo

g Me

Other precedure: agMo
w Specify: _ CARDOTH<V:50>

1} Yes
| Yes
1 fes
p Tes
RCE
p Tes
1 fes

Arrhythmios: ARR<|:3><ZYESNO>
|0 o M=

ATR
BRA

VTACH<I[:3><ZYES>

OTA

|1 1 Yes =+ If Yes: Check all thot apply:

Atrial fibrillation fatriol Auber

Sy mptomatic brodycardio
Sustained ventriculor tachycardia/

venfricular fibrillation

Oither fspacif: _ ARRSP<V:50>

IAL<|:3><ZYES>
DY<I:3><ZYES>

RR<I:3><ZYES>

& Hypertension:
|0 o Mo

HYPTN<I:3><ZYESNO>
1, fes

Patient Mumber:

Baseline

Patient's Initicls:

site #

patiant #

ek madde [au

7 Hyperlipidemia: HLIPID<I:3><ZYESNO> MEDHX?2

(TYPE 1)
8 Peripheral vascular disease (WDl pyD<|:3><ZYESNO>

0 |gNe CLAUD<I:3><ZYES>|
q |y es =+ If Yes: Check all that apply: |

0 DND 1 '|~|'IBS-

Claudization

Revascul orization

REVASC<I:3><ZYES

9 Stroke: STRK<I:3><ZYESNO>
0 lgMe  [L]; Yes

10 Digbetes DIABET<I:3><ZYESNO>
0 lgMe |1 1 Yes

COPD<I:3><ZYESNO>
11 Chronic obstructive pulmenary disease:
0 [gMa [ | fes
CANCER<I:3><ZYESNO>
12 Cancer in last 5 years jescluding miner skin cancer !
0 |gMe |1 | Yes
13 Depression. ~ DEPRES<I:3><ZYESNO>
o .,:,Nn [ | Yes
14 Cigarette smoking jcheck caly onz) SMOKE<|:3><ACSMOK>|
0 |gMever
1y Curent smoker
5 l; Guit = IF Quit:  Previde month and year quit:
SMOKM<V:3>:£I«“GM®N>—_JW—— SMOKY <V:4
SEE BELOW
15 Alcohol use: ALCOHOL<|:3><ZYESNO>
0 lgMe
1 .-| Yas — If Yes: SFIE‘-{if'_nf: AVDRIN<I:3
Average # of drinks per week: OR

Pafient nz longer drinks (post histary of
alechel vs= 2aly] NODRINK<I:3><ZYES>

16 How mony fimes has the potient been hospitalized in
the past & menths® hospitalizationsHOSPNM<I:3

Of these hespitalizations, how many were related to
heart failure?

Medical History

V

v

v
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10=

11=

12=

13=

5

CHEMISTRY:
ABTEST<I:3><ACLBT>

‘r|1hﬂlll

Patient Mumber:

LABND<I:3><ZYES>

sits #

LABVAL<F:9:3>

Potient’s Initials:

LABUNIT<I:3><ACUNIT>

Baseline

fed widd [auf

1 Sodivm: | Mot done ok Value: Units: 1 mmol/ ok mEg/L
LABS (TYPE 2)PS
2 Potassivm: 1Mot done cR Value: Units: mg,/dL
B | umal/l
3 Bleod urea nitrogen: 1 Mot derne oR Value: Unitss ¥ | mmal/L
L | mg/dL
&  Creafinine: 1Mot dorne oR Vaolue: Units: | | mg/dl
[ | umeldl
5 Glucose: 1 Mot derne oR Value: Unitss | | mmal/L
L | mg/dL
LIPID:
6 Toral cholesterol: 1 Mot done R Value: Units: | | mmeal/L
[ | mgsdl
T Low-density lipoprotein: (Mot dome  oR Value: Units: || mmalsL
[ | mg/dL
8 High-density lipoprotein: Mot done oR Value: Units: | | mmal/L
[ | mg/dL
HEMATOLOGY:
9 Hemoglobin (Hgb): 1Mot done cR Value: Units: P | g/dL or grams %
6 g/l
[ | mmalsL
10 Hematocrit (Ha): 1 Mot done R Value: Units: [/ | %
Bl
DIABETIC ASSESSMENT:
11 Hemoglobin Al 1 Mot dere oR Value: Units: %
NATURETIC PEPTIDE:
12 ENP: 1 Mot derne oR Value: Units: 9 pg/ml
13 Pro-BNP: (Mot dene  oR Value: Units:  pg/ml
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Patient Mumber: - Patient’s Imitials:

Py T Baseli
c‘%ﬁ”ﬂ aseline

sita # patiant # fre mdde fog

Quality of Life—Reason for Missing Data complete only for randomized patients.

Are all guality-ofdife forms complete? | Qg Mo —# If Mat |1 |, Patient died QOLR
2 |, Patient refused
QOLL<I:3><ZYESNO> o (TYPE 3)
3 Pafient withdrew consent
g 4 Patient missed visit QOLREA<I:3><ACQOLR>
Patient sick
5
lgen Othar
1, Yes
6-Minute Walk Test
1 Did the patient attempt the &-minute walk at this visit?  SIXMIN<I:3><ZYESNO> WALKT
lo g Mo =+ If Ma: Specify primary reasen:  NOSIX<|:3><ACNSIX> (TYPE 3)
' Patient refused
1| Patient was teo critically ill.
2| Patient cannot walk for fechnical reasons f2.q. o potent whe-s-gn omputes .
Mot done due to oversight. S Patient died
WALKDT E Patient withdrew consent
[1], Yes = If Yes: Date of b-minube walke /4 /
- e i Patient missed visit
WALKTM
Start walk time: ____ . __
00.00 fo 2357
DISTM<F:9:3> 5
Totol distance walked: | Fee 3 Meter[s|  DISTMU<I:3><ACDSMU>

Did the potient experience any of the following sy mphems? (chack oll that apply)

SNONK<I:3><ZYES> Mane Angina Light-he ade dness Syncope  SSYN<|:3><ZYES>
SANG<I:3><ZYES> SLGTH<I:3><ZYES>
Borg Rating of Perceived Exertion [RPE) Scale: BRPE<|:3>
{620

QOLTM<I:3><ACQTM>
2 Were the QOL instruments completed before or affer the &-minute walk? Check only one: [1];Before
2 by = 30 mins after
3y 30- 40 mins after

pa” &0 mins after

Patient Expectations Evaluation Adminisiered after the patient's exercise CPX lost.

Response to the evaluation of patient expe ctation question: {sngle digif) CPXEV<I:3> PATINS (TYPE l)

Investigater’s Signature

SIG (TYPE 3)
BSIGDT

Investigotor's signature: BSIG<I:3><ZYES> Date: ___ / _ _ /
doy marh yaar

I hove reviewed ond found oll baseline doto pertoining to this potient to be complete ond accurate,

CRF Annotation Version 6.0_11May2004 w _ Duke Clinical Research Institure « PINK — retain ot site
HFE-ACTION FIKAL 1.0 294PR2002 2003 DLRI — Contidental CRFE, poge 17



PROTOCOL= HFACTION CONTEXT

STUDYBOOK= DATA_FORMS  NODATA<ZYES>
%@@D@m FORM= 3MONTH 3-Month

VISITDT Patient Humber: SUBJNO Patient’s Initials: INITIALS

afa ¥ P“"""'ﬂ Rl madl lot

Date of visit:

day morsh yaar

EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate

which statement best describes your own health stote foday. See annotation on p.3 of Baseline
1  Mobility:

; | hove na problems in walking obout

o | hove some problems in walking about

2 | am confined to bed.

2 Selkcare:
; | hove na problems with self-care.
5 | hove some problems waoshing or dressing myself.

2 | am unoble to wash or dress mysslf.

3 Usual activities [e.g. work, study, housework, fomély or leisure acfivities):
; | howe na problems with performing my useal activities.
o | hove some problems with perfarming my usvol activifies.

1 | am unoble to perfarm my vsual ocfivifies.

4 Pain/discomfort:
y | hove no pain or discomtart
o | hove moderate pain or discomfart.

1 | hove exireme pain or discomtaort.

5 Anxiety/depression:
y | 'am not anxious or depressed
; | am moderotely anxious or depreszed.

1 | am extreme ¥ anxous ar ..E'FII'E'S.S.E\.'.I

WiOod LU40d3¥-473S LN3ILlVd

o — Please let your study coordinator know that you are ready for the EuroQol Thermometer worksheet.

Pain Assessment
1 How much bodily pain have you had during the past 4 weeks [check ondy ane)?

, Mane 5 Wery mild 5 Mild 4 Moderote ¢ Severe  Very severs

2 During the past 4 weeks, how much did pain interfere with your normal work fincluding both work cutside the hame and howsewark|?

; Mat ata 5 & little bit 1 Maderately 4 Ghvite a bit 5 Extremely

EuroQol Thermometer Response

Response to the EuroQol thermometer:

jir- 100)

WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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: (e 3-Month
See annotation p.4 of Baselipﬂgﬂ' Numbee:  Pofient's Inftialss

e ¥ - -,m_F.vM ¥ Al middle o

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The following questions refer to your heart failure and how it may affect your life. Please read and complete the following

questions. There are no right or wrong answers. Please mark the answers that best apply to you.

1 Heart failure offects different people in different ways. Some feel shoriness of breath while others feel fatigue.
Please indicate how much you are limited by heart failure (:iorines: of breath or fxtigue) in your ability to do the following
activities over the past 2 weeks.

{Cheack cnly one box an each kne.)

Quite a Limited for Other

Extremely Bit Moderately  Slighly Mot at All Reasons or Did -
Activity Limited Limited Limited Limited Limited Mot Do the Adivity B
Dressing yourself: L], [, 3 a 5 s -_'
Showering,/bathing: 1 2 3 a g s m
=
Walking 1 block on level ground: 1 2 3 a 5 s -]
Daing yard work, housewark v
or carying groceries: [, [, 3 R 5 s m
F
Climbing a flight of -

shairs without stopping: L. Ly 3 a 5 s i
~
Hurrying or jogging m
{os i fo calch o bus) 1 N 5 " " " ‘
o
2 ':CHTIJCI'Ed with 2 weeks ago, have your symptoms of heart failure {shoriness of breoth, fofigue, or ankle swelfing) chunged? =~
My symptoms of heart failure have become... =1
Much Slighthy at Slighity Much I've had no symptoms -
wWorss worse changed betier beatter over the lost 2 weeks [ =]
1 2 3 F g Lls ~

3 Over the post 2 weeks, how many times did you have swelling in your feet,
ankles or legs when you woke up in the morning?

Every 3 or more times a week,  1-2 fimes Less than Mever aver the
morning but not every morning o week once a week post 2 weeks
1 2 3 4 5

4 Over the past 2 weeks, how much has swelling in your feet, ankles or legs bothered you? It has been...

Extremely Moderately Somewhat Slightly Not at all I've hod
bothersame bathersome bathersome bothersome bothersome no swelling
1 2 3 4 5 &

WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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%@@Eﬂ@m See annotation p.5 of Baseline 3-M°n|’|‘|
Potient Mumber: - Patient’s Initials:
d pokant ¥ heni mididle ot

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

5 Over the past 2 weeks, on average, how many fimes has fatigue limited your ability to do what you wanted?

All of Several At 3 or mare 1-2 Less than MNever
the fimes least ance fimes per week times once aver the
fime per day a day but not every doy o week a wesk past 2 weeks
1 2 3 4 5 & 7

6 Over the past 2 weeks, how much has your fatigue bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've hod
bothersame baothersome bathersome bothersome bothersome no fatigue
1 2 3 4 s s

7 Over the past 2 weeks, on average, how many times has shoriness of breath limited your ability to do what you wanted?

All of Several At 3 or mare 1-2 Less than Mever
the times least once fimes per week times once aver the
fime per day a day but not every doy o week a week past 2 weeks
1 2 3 4 5 & 7

8 Over the past 2 weeks, how much has your shoriness of breath bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had ne
bothersome bathersome bathersome bothersome bothersome  shortness of breath
1 1 3 4 5 &

9 Over the past 2 weeks, on average, how many times have you been forced to sleep sitfing up in a chair or with
at least 3 pillows to prop you up because of shoriness of breath?

3 ar mare fimes 1-2 Less than Mever
Every a week, but times ance owver the
night not every night o week o week past 2 weeks
], 2 3 " [s

WHUOd4d L40d3d-473S 1N3IlVd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you know what to do or
who to call, if your heart failure gets worse?

Mot at all Mot very Somewhat Mostly Completely
sure sre sure sure sure
1 2 3 4 5

11 How well do you understand what things you are able to do to keep your heart failure symptoms from getting

worse (for example, weighing yoursed, ealing o low sa¥ diet eic.|?

Do not understand Do not understand Somewhat Mosthy Completety
af all very well understand understand understand
1 2 3 N s

WHITE and YELLOW — Duke Clinical Research Institute *+ PINK — retain at site
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) @fﬂ]@m See annotation on p. 6 of Baseline 3-MOI'Ii|‘l
Paohent Mumber: - _ Patient's Infials:

ifa ¥ - _,M_F-;M_!‘_ Al midle ot

Kansas City Cardiomyopathy Questionnaire (KCCQ) (confinued)

12 Over the paost 2 weeks, how much has your heart failure limited your enjoyment of life?

It hos extremely |t has limited my It hos moderately |t hos slightly |t haz net limited

limited rmy enjoyment of life limited my limited my mry enjoyment of
enjoyment of life quite a bit enjoyment of life  enjoyment of life life at all
1 2 3 2 5

13 If you had to spend the rest of your life with your heart failure the way it is right now, how would you feel about this?

Mot at all Mostly Somewhat Mostly Completely
sofisfied dissatisfied satisfied safisfied satisfied
1 2 3 " Ll

14 Over the post 2 weeks, how often have you felt discouraged or down in the dumps because of your heart failure?

| felt that way | felt that way | occasionally | rarely felt | never felt
all of the time most of the ime el that way fhot way that way
1 2 3 4 5

15 How much does your heart failure offect your lifestyle? Please indicate how your heart failure may have
limited your participation in the following activities over the past 2 weeks.

{Check only one box on each kne.)

WUOod L40d3¥-473S 1N3ILVd

Limited Did Not Does Not Apply

Severely Qluite Moderately Slightly Limit at or Did Not Do for
Activity Limited a Bit Limited Limited All Other Reasons
Hobbies, recreational
achivities: 1 b a 4 - s
Intimate relationships
with loved ones: 1 b 2 1 5 s
Visiting family or friends
out of your home: ] b :; 4 5 s
Working or doing
household chores: 1 b a 1 5 s

WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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Paotient Mumber:

@@Eﬂ@l L] See annotation p.7 of Baseline

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best describes the
way you have been feeling during the past one week,
including today. Check the box beside the statement you

S — Patient’s Initials:
patiant ¥ dei

ifa ¥

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choose more than one state-
ment for any group, including item 16, Changes in Sleeping
Pattern and item 18, Changes in Appetite.

1 Sodness:
o | do not feel sad.
||, Ifeel sad much of the fime.
[ :, I am sad all of the time.
5 | am 2o sad or unhoppy that | can’t stand it.

2 Pessimism:
o | am nat discournged about my future.
, | feel mare discouraged about my future thon | used to be.
5 | da not expect things to work out for me.

|| | feel my future is hopeless and will only get werse.

3 Past Failure:
[ .,:, | der not Feel like o failure.
y | hove failed more than | shauld have.
2 A | lock bock, | see a lot of failures.

5 | feel | am a total filure as o person,

& Loss of Pleasure:
|_lg | get as much pleasure as | ever did fram the things | enjoy.
[ :, | don't enjoy things as much os | used fo.
2 | get very litle pleasure from the things | used to enjoy.

5 | can’t get any pleasure from the things | used to enjoy.

5 Guilty Feelings:
o | don't feel particularly guilty.

. | el guilty cver many things | have done or should hove done.

Lgl feel guite quilty most of the time.
[, I feel guilty all of the time,

6 Punishment Feelings:
o | don't feel | am being punished.
, | el | may be punished.
. | expect to be punished.

|5 Ifeel | am being punished.

7 Self-Dislike:
o | feel the same about mysslf as ever.
, | have lost confidence in myself.
;| om disappointed in mysslf.

5 | dislike mysalf.

B Self-Criticalness:
o | don't crificize or blame myself more than wsual.
, | om mare critical of myself than | used o be.
o | crificize myself for all of my faults.

» | blame myself for everything that hoppens.

9 Suicidal Thoughts or Wishes:
o | don't hove any thoughts of killing mysel.
; | have thoughts of killing myself, but | would not
carry them out.
2 | would like to kill mysslf.

3 | would kill mysalf if | had the chance.

10 Crying:
o | don't cry any more than | used ta.
; | cry more than | used fo.
o | cry over every little thing.

5 | teel like crying, but | can't.

11 Agitation:
o | Om no more restless or wound up than uswal.
; | feel mare restless or wound up than usval.
o | om so restless or agitated that it's hard to stay still.
, | om so resfless or agitated that | have to keep

moving or doing something.

12 Loss of Interest:
o | hove not lost interest in other people or octivifies.

; | om less interested in other people aor things
then before.

o | have lost mast of my interest in cther people or things.

5 I's hard to get interested in anything

3-Month

malde oo

WiYdO0Od L40d3¥~-473S 1N3IlVd
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1 i

Beck Depression Inventory (BDI) (confinued)

13 Indecisiveness:
o | make decisions about as well as ever.
, | find it more difficult to make decisions than usual.
|3 | hove much greater difFic-.uIr:.-' in making decisions
than | used ta.

1 | hove trouble making any decisions.

14 ‘Worthlessness:
o | do not feel | am worthless.
, | don't consider myself as worthwhile and useful as | used to.
; | feel mare worthless a: compared to other people.

| fesl utterly worfhless.

15 Loss of Energy:
» | hove os much energy as ever.
, | hove less energy thon | used to have.
;| don't have encugh energy to do very much.

1 | don't have encugh energy to do anything.
16 Changes in Sleeping Pattern (check caly anej:
lg | hove nat experienced any change in my sleeping potrern.

1o | slEEp somewhat mare than wsual.

1 | sleep somewhat less than usual.

20 | sleep a lat more than usual.

o | sleep alat less thon usval.

1 | sleep most af the day.

2 | woke up 1-2 hours eorly and can'’t get back to sleep.

17 Irritability:
lg | am no more irritable than vsual.
:l | am mare irritable than wseal.
o | am much mare irritable than usual.

1 | am irritable all the fime.

Productivity Assessment

See annotation p.8 of Baseline

Paotient Mumber:

3-Month

— Patient’s Initials:
pakant ¥ Aol micidle ot

e ¥

18 Chcnges in APPBI‘H‘E {check only oneft

o | hove not experienced any change in my oppefite.

1a My oppetite iz somewhat less than vsual.

1. My oppetite is somewhat greater than usual.

2o My oppetite is much less than before.

o My oppetite is much greater than usual.

10 | hove no appefite ot all.

3 | crove food all the fime.

19 Concentration Difficulty:
o | can concentrate as well as ever.
; | can'’t concentrote os well os vsual.
5 It's hard to keep my mind on anything for very long.

5 | find | con't concentrate an anything.

20 Tiredness or Fatigue:
o | am no mare fired or fatigued than usual.
1 | get mare tired or fatigued mare easily than usual.
, | am too tired or fatigued to do a lot of the things
| usad to do.
5 | am oo tired or fatigued to do most of the things |

uzed fo do.

21 Loss of Interest in Sex:
o | hove nat noticed amy recent change in my
inferest in sex.
1 | am less interested in sex than | used to be.

2 | am much less interested in sex now.

L)
>
=i
m
=
=i
"
m
F
. |
|
~
m
L)
=
-~
-]
|
=
=~
=

3 | hove last interest in sex completely.

OUTPUT (TYPE 3)

1 How many days hove you lost from werk and/or your vsual adivifies in the past 30 days due to problems with your health?
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% @@W@E@ 3-Month

aife i

Medical History

1 Current NYHA heart failure class rE[H{IEIﬂYﬁI;!é;}:Z3><IACYHﬁ> ] I MEDHX3 (TYPE 3)
~ ANGICL<I:3><ACCLAS> _ _

2 Current Canadian Cardiovascular Society (CCS) angina class [check only onalt || Mo angina [ L | I

Current Medications

Check “Na" or “Yes"; if “Yes", provide the total daily dose. CMEDLOOP(TYPE 3)

1 Loop divretic: | ;Mo LOOPD<I:3><ZYESNO>
; fes = If Yes: Check only one and provide the tetal daily dese:

i PVAL<I: vicle:
YESLOOP<I:3><ACLOOP> L1 Furosemld@ OPVAL<I:! g 3, Torsemide: ______ __mg

2, Bumetonide: ____ mg gg s Oither, fspecifgh OOPOTH<V:50> mg
Chﬁ‘tk MNDN or nr-resnf I‘,Dr Bl:ll:l'i mandicuﬁnn. NOWMEDS<|3><ACMEDS> CMEDSB(TYPE 4)PE
2 Spironolactone: ... Mo Yas 16 Calcium channel blocker: ... p Mo ) s
MEDRESP<I:3><ZYESNO>
3 Eplerenone: ... g Mo , es V7 Insuling oo | p Mo ; fes
4 Monloop divretic: ..o | Mo , Ves 18 Glitazone: ..o o Mo , es

{eacluding aldosterone anfoganist]

19 Other oral dicbetic agent: .............. p Mo , es

5 Pobassium: ..o g Mo , Ves

20 Thyroid replacement: ................... p Mo ; fes
6 ACE inhibitor: ..o g Mo , Yes

21 Selective serctonin
7 Angiotensin receptor blocker: ... | | Mo , es reuptake inhibitor:. ... | [;No ) fes
8 Betablocker: ... | Mo y Ve 22 Tricyclic antidepressant:................... p Mo A
O ASPINNG e e o Mo y Yes 23 Other onfidepressant: .........co..o.... o Mo ; Yes

fexcluding 55815 and TCAs)

10 Antiarrhythmic:.. o Mo , Ves

24 Antipsychobic: ... | g Na ) Yes
11 Lipiddowering agent: ... g Mo , Yes

25 NSAID: o o Mo , Yes
12 Clopidogrel: ..o |y MO , Ves

26 COX-2 inhibitor: ..o, o Mo ; Yes
13 Coumadin:......ooccci | MO , Ves

27 Sildenafil:......... Ly Mo , fes
14 DIgoxinG ..o g MO , Ves
15 Mitrabe: .. g MO , Yes CMEDS2(TYPE4)P§

See anngotation o} 14

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute [DCRI).
28 Other: o Mo , fes

29 Other: o Mo ) Yes
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: (el 3-Month
See annotation p.17 of Basgling gxgept PATINS, SIG Patient's Initials:

i lu.,l_.-.l\l At madh dos

Quality of Life—Reason for Missing Data

Are all quality-ofife forms complete? | |, Mo —+ If Ne: ; Patient died
; Fatient retused
5 Patient withdrew consent
4 Pafient missed visit
5 Pafient sick
ag Ither

6-Minute Walk Test

1 Did the patient attempt the &-minute walk at this visit?

o Mo =+ If Mo:  Specify primary reason:
Fatient wos too crifically ill
Fatient cannct walk for technical reosons {eg., o patient whe is or omputes)
Mot dane due to oversight
Fatient refused
Fatient died
Fatient withdrew consent

Fatient missed visit
, ez =+ If Yes: Duate of é-minute walk: !

Start walk time: :
00:01 ra 2357

Total distance walked: , Fest 5 Meters]

Did the patient experience any of the following symptoms? {check ol that apply)

Mone Angino light-heodedness Syncope

Borg Rating of Perceived Exertion (RPE) Scale:
f&-20)

2 Were the QOL instruments completed before or after the é-minute walk? Check only one: | | Before
;= 30 mins ofter
3 J0-60 mins after

o = 60 mins ofter

WHITE and YELLOW — Duke Clinical Research Institute = PINK — retain at site
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3-Month

@l N This is a repeating page
- First page should have page rep 0
Potient Mumber: ___ - Patient's Intkials:
v patent ¥ At micidle ot

TH

Telephone Log

1 Date of call: I FDT
LENUM<I:3>  “ar "'-ZEELEDTM

Since the last call, how many times has the patient’s provider been contacted due te changes in the pafient’s
health/symploms [including condocks inifidled by patient, pafient’s fomslyfriend, shudy personnel, and/or exercize trainer|?

______ contocts —+ If = 1: How many of the contacts resulted in:
PROVCONT<I:3> Changes to medications other than divretics: OTHMEDCH<I:3>

Diuretic dose increases: DURINCR<|:3>
Diuretic dose decreases: DI URDECR<|'3>

Exercise Training Group: |s patient performing the training as prescribed?

TRAINING<ZYESNOzMa = If Na: Indicate primary reason bidd RNCOD<I:3>

; Ves

UPHYSACT<ZYESNO>
Usual Care Growp: |s patient performing physical activity [formal or nonfermall? | Mo || Yes

TELELOG (TYPE 4)R

2 Date ofcall: .

day [ T

Since the last call, how many times has the patient's provider been contacted due te changes in the pafient's

health/symphems (including condock inificled by pafient, pofient’s foméy/friend, siudy parsonnel, and/or axercizs rminer]?

contocts —+ IF = 1: How many of the contacts resulted in:
Changes to medications other than divreties:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If Mo Indicate primary reason code™:

, ez

Usual Care Group: |s patient performing physical activity formal or non fomal]? ',:, No | | Yes

3 Date of call:

day woch poar

e

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s

health/symptoms (including contacts initicted by patient, pofient’s fomely,friend, study personnel, and/or exercise trainer]

contocts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code™:

, Tes

Usval Care Group: Is patient performing physical activity (formal or nonfermal® | [, Na [ ) Yes

*See choices on opposite page.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
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PROTOCOL= HFACTION CONTEXT
STUDYBOOK= DATA_FORMS

%ﬁ@ﬁﬂ@m FORM = 6MONTH nopata<zves>  G-Month

VISITDT Patient Humber: SUBJNO .|.N|T|AI|I_S

ita # patient ¥

Patient’s Initials:

Date of visit:

day mardh yaar
EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate See annotation p.3 of Baseline
which statement best describes your own health state :Ln_du_y:

1 Mobility:
; | hove no problems in wolking obout
o | hove some problems in wa king about

. | am confined to bed.

2 Selfcare:
; | hove na problems with selfcare.
o | hove some problems waoshing or dressing myself.

1 | am unoble to wash or dress mysslf.

3 Usual activities fe.g- work, study, housewark, fomily or leisure acfiviies):
y | hove no problems with perfarming my vsval activities,
5 | hove some problems with performing my usuol activities.

1 | am unoble to perfarm my vsual activities.

4 Pain/discomfort:
y | hove no pain or discomfart,
o | hove moderate pain or discomfort.

1 | hove exireme pain or discomfart.

5 Anxiety/depression:
; | am not anxdous or depressed
; | am moderotely anxious or depressed.

1 | am extreme ¥ QnxIOUs or ..E'FII'E'S.S.E\.'.I

WUd04d L40d3d-473S 1IN3ILlVd

o — Please let your study coordinator know thatl you are ready for the EvroQol Thermometer worksheet.

Pain Assessment

1 How much bodily pain have you had during the past 4 weeks [check only ane]?

, Mane 3 Wery mild 5 Mild 4 Maderote ¢ Severe » Very severs

ih work cats I:IJ-? the lll:\'li\." anad 'i'."l.‘i:'\\-“.":'!.::?

2 During the past 4 weeks, how much did pain interfere with your normal work fincludin

y Mot ot a 5 & liftle bit 1 Maoderately 4 Ghuite a bit 5 Extremely

EuroQol Thermometer Response

Response to the EuroGol thermometer:

- 100

WHITE and YELLOW — Duke Clinical Research Institute * PINK — retain at site
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. @]@m See annotation p.4 of Baseline &Mﬂn'h
Patient Mumbser: Patient's |nitials: ———

ifa ¥ polient ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The following questions refer to your heart failure and how it may affect your life. Please read and complete the following

queshons. There are no righ‘r or wrong answers. Please mark the answers that best apply to you.

1 Heart failure affects different people in different ways. Some feel shortness of breath while others feel fatigue.
Please indicate how much you are limited by heart failure (:horinoss of breath or figue) in your ability to do the following
activities over the past 2 weeks.

{Check onfy one bax on each kne. ]

Quite o Limited for Other

Extremely Bit Moderately  Slightly Mot at All Reasons or Did .
Activity Limited Limited Limited Limited  Limited Mot Do the Activity >
Dressi If: =1
ressing yourse . 2 3 A . s -
Showering,/bathing: ! 2 s s 5 s m
=
Walking 1 black on level ground: . 2 5 A 5 . -4
Daing yard work, housework wn
Or Carying groceries: ! 2 s e . . m
F
Climbing a flight of -

stairs without stopping: . 2 s R 5 . .
~
Hurrying or jogging m
{os if o colch o bus) 1 2 3 4 5 ] b
O
2 Compared with 2 weeks ago, have your symptoms of hearl fallure [shoriacs of breath, afigue, or ankle sweling) changed? ~
My symptoms of heart failure have become... =
Much Slightly Mt Slightly Much "we had no symptoms b |
WOrse WOrse chonged better better over the lost 2 weeks [ =]
1 z 3 " 5 & =

3 Over the past 2 weeks, how many times did you have swelling in your feet,

ankles or legs when you woke up in the morning?

Every 3 or more fimes o wesk,  1-2 times Less than Mever aver the
marning but not every maorning o week ance a week past 2 weeks
1 2 3 " 5

4 Overthe post 2 weeks how much has S\i‘e'“ﬂg in your feet, ankles or legs bothered you? It hos been...

Extremely Moderately Somewhat Slightly Mot at all ‘ve hod
bothersome bathersome bathersome bothersome bothersome no swalling
1 2 3 n 5 &

WHITE and YELLOW — Duke Clinical Research Institute + PINK = retain at site
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@I:Pﬂ See annotation p.5 of Baseline
%’ Lﬁ@fﬂ 6-Month
Potient Mumber: ___ - Patient’s Initials:
pokant ¥ heal midde ot

e

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

5 Ower the past 2 weeks, on average, how many times has fatigue limited your ability to do what you wanted?

All ot Several At 3 ar mare 1-2 Less than Mever
thie fimes least ance fimas per week tirnes once cver the
fime per day o day but not every doy o week a week past 2 weeks
1 T 3 4 5 & 7

& Over the past 2 weeks, how much has your fatigue bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've hod
bothersome bathersome bathersome bothersome bothersome no fatigue
1 2 3 '] Lls s

7 Over ﬂ'lapuﬂ_z_w;ﬂ_eh_ on average, how marny times has shoriness of breath limited your ubi|i|':,r to do what you wanted?

All of Several At 3 or mare 1-2 Less than Mever
the fimes least ance fimes per week times once aver the
fime per day o day but not every doy o week a week past 2 weeks
1 2 3 4 5 & 7

8 Over the past 2 weeks, how much has your shoriness of breath bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had ne
bothersome bathersome bathersome bothersome bothersome  shertness of breath
1 2 3 " 5 &

9 Over the past 2 weeks, on average, how many times have you been forced to sleep sitting up in a chair ar with
at least 3 pillows to prop you up becouse of shoriness of breath?

3 or mare times 1-2 Less than Mever
Every a week, but fimes ance over the
night nof every night o week o week past 2 weelks
Ch 2 3 '] Lls

WUO0d 1L40d3¥-473S 1N3ILlVd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you kenow what to do or
who to call, if your heart failure gets worse?

Mot at all Mot very Somewhat Mostly Completely
sure surg sure sung sure
1 2 3 4 5

11 How well do you understand what things you are able to do to keep your hearl failure symptoms from getting

worse (for nunmplq. mighlnﬁ :fuu'm':r_. eoling o low sarl! i nﬂc.]?

Lo not understand Do not understand Somewhat Mosthy Completely
at all wvery well understand understand understand
1 2 3 '] g

WHITE and YELLOW — Duke Clinical Research Institute *+ PINK — retain at site
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- @frﬂ@m See annotation p.6 of Baseline 6.M°n'|'h
Patient Mumber: Patient’s Initials: — —

afa ¥ patant ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Over the past 2 weeks, how much has your heart failure limited your enjoyment of life?

t hos extremely  |f has limited my It hos moderately |t hos slightly 1 haz not limited
mited my enjoyment of life limifed my imited my my enjoyment of
enjoyment of lite quite a bit enjoyment of e  enjoyment of life ife at al
1 z 3 4 5

13 If you had to spend the rest of your life with your heart failure the way it is right now, how would you feel about this?

Mot at all Mostly Somewhat Mostly Completely
safisfied dissotisfied satisfied satishied satistied
1 2 3 4 5

14 Over the past 2 weeks, how often have you felt discouraged or down in the dumps because of your heart failure?

felt that way telt that way occasionally rarely =it never falt
all of the time most of the time telt that way that woy that way
1 2 3 4 5

15 How much does your heart failure offect your lifestyle? Please indicate how your heart failure may have
limited your participation in the following activities over the past 2 weeks.

{Check cnly one bax on each kne.)

WU0Od 1L40d3¥-473S 1N3IlVd

Limited Did Mot Does Not Apply

Severely GQluite Moderately Slightly Limit at or Did Not Do for
Activity Limited a Bit Limited Limited All Other Reasons
Hobbies, recreational
activities: 1 b 2 4 c 5
Intimate relationships
with loved ones: 1 b . A c .
Visiting family or friends
out of your home: 1 3 3 4 5 s
Working or doing
household chores: . b ] 4 s A

WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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See annotation p.7 of Baseline

6-Month

— Patient’s Initials:

Patient Mumber: - e
potiant ¥ dei

midde ot

1

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best describes the
way you have been feeling during the past one week,
including teday. Check the box beside the statement you

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choose more than one state-
ment for any group, including item 16, Changes in Sleeping
Pattern and item 18, Changes in Appetite.

1 Sodness:
o | do not feel sad.
L1, I feel sad much of the fime.
[ :! | am sad all of the time.
5 | am =0 zad ar unhoppy that | can't stand it.

2 Pessimism:
o | am not discouraged about my future.
, | feel more discouraged about my future than | used to be.
2 | do not expect things fo work out for me.

Ls! feel my future iz hopeless and will only get worse.

3 Past Failure:
[ .,:, | do not feel like o failure.
, | have foiled more than | should have.
2 As | ook back, | see a lot of failures.

3 | feel | am a tatal failure os a person.

4  Loss of Pleasure:
| g | get as much pleasure as | ever did from the things | enjay.
[ :, | don't enjoy things os much os | used fo.
; | get very litle pleasure from the things | vsed to enjay.

5 | can’t get any pleasure from the things | used fo enjoy.

5 Guilty Feelings:
o | don't feel particularly guilty.

, Heel guitty cver many things | have done ar should have dane.

|y | feel quite guilty mast of the fime.
[, | feel guilty all of the time.

&  Punishment Feelings:
o | don't feel | am being punished.
, [ feel | may be punished.
o | expect to be punished,

|3 | feel | am being punished.

7 Self-Dislike:
| g | feel the same about myself os ever.
L1, I have last canfidence in mysslf.
. | am disoppointed in mysel.

5 | dislike myzalf.

8 Self-Criticalness:
o | don’t criticize or blame myself mare thon useal.
, | am mare crifical of myself than | used to be.
Ly | crificize myself for all of my faults.
' '; | blome myselt for everything thot hoppens.

9 Suicidal Thoughts or Wishes:
o | dan't have any thoughts of killing myself.
, | hove thoughts of killing myself, but | would not
carry them aut.
Ly lwould like to kill myself.

[ :3 | would kill myself if | had the chance.

10 Crying:
|_lg | dan't cry any mare than | vsed to.
L_l; l'ery mare than | used to.
o | cry over every little thing.

al feel like crying, but | can't.

11 Agitation:
[ ',:, | am no more restless or wound up than usual,
, | feel more restless or wound up than usual,
. | am o restless or agitoted that it's hard to stay sfill
3 | am zo resfless or agitoted that | hove to keep

maving or doing something.

12 Loss of Interest:
o | hove nat lost interest in ofher people or adlivities.
:, | am less interested in other people or things
than before.
5 | hove last most of my interest in other peaple or things.

2 It's hard to get interested in anything.

WiUd04d L40d3¥-473S 1N3ILVd
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Beck Depression Inventory (BDI) (continued)

13 Indecisiveness:
» | make decisions obout as well as ever
y | find it more ditficult to moke decisions than usual.
o | hove much greater difficulty in making decisions
than | used to

1 | hove trouble making any decisions

14 Worthlessness:
o | do not feel | am warthlass
, | don't consider myzelf os worthwhile ond usetul oz | used to.
; | teel mare worthless as compared fo other people.

1 | feel utterly worthless.

15 Loss of Energy:
o | hove s much energy as ever.
, | howe less energy than | used to hove
5 | don’t have encugh energy to do very much

1 | don't have encugh energy to do amything.
16 Changes in Sleeping Pattern jcheck anly cne):
o | hove nat experienced any change in my sleeping pattern.

1o | Hleep somewhat more than vsual.

i | sleep somewhat less than usual,

20 | sleep o lof more than usual.

o | sleep a lot less than usuol

10 | Hleep most of the da

a, | wioke up 1-Z hours early and can’t get bock to sleep.

17 Irritability:
o | am no more irritable than usual.
y | am mare irritable than useal
2 | am much more irritable than vsual.

1 | am irritable all the time.

Productivity Assessment

See annotation p.8 of Baseline

Patient Mumbser:

6-Month

Patient’s Initials:

wfa ¥ padant ¥

18 Changes in Appetite [check only anal:

o | hove not experienced any change in my oppetite

. My oppefite is somewhat less than usual.

1 My oppefite is somewhat greater than usval.

3a My oppetite is much lazs than betore,

o My oppetite is much greater than usual.

| have no oppetite at all.
3a

U | crave food all the fime.

19 Concentration Difficulty:
o | con concentrote as well s ever.
, | can't concentrate as well as wsual
5 It's hard to keep my mind on anything for very long.

3 | find | can’t concentrofe on amything,

20 Tiredness or Fatigue:
o | om no more fired or tatigued than wsual
; | get more fired or fatigued more easily than vsual.
o | om too tired or fotigued fo do o lot of the things
| used to da.
5 | om too tired or fotigued to do most of the things |

ysed to do.

21 Loss of Interest in Sex:
o | hove not noticed ony recent change in my
interest in sex

, | om less interested in sex than | uzed to be.

v
>
-
m
=
-
L'
m
F
“
[ ]
~
m
-
O
~
-
“
O
-~
=

o | am much less interested in sex now.

3 | hove lost inferest in ssx complately.

See annotation p. 23 of 3-Month

1 How many days have you lost from work and/or your wsual adivities in the past 30 days due to problems with your health?

days

WHITE and YELLOW — Duke Clinical Research Institute «
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See annotation p.12 of Baseline

6-Month

Patient’s Inifials:

Al made lowf

Patient Mumber:

e ¥

T

L

Physical Activity Questionnaire (PAQ)

We are interested in finding out about the kinds of physical
activities that people do os part of their everyday lives. The
questions will ask you about the time you spent being physi-
cally active in the last 7 days. Please answer each question

even if you do not consider yourself to be an active person.
Please think about the activities you do ot work, as part of
your house and yard work, to get from place to place, and in

your spare time for recreation, exercise or sport.

Think about all the vigorous physical activities that you did
in the last 7 days. Vigorous physical activities refer to activities
that take hard physical effort and make you breathe much
harder than normal. Think only about those physical activities
that you did for ot least 10 minutes at a fime.

1 During the last 7 days, on how many days did you do
vigorous physical activities like heavy lifting, digging,
aercbics, or fast bicycling?

daoys =+ Continue to question 2.

Think about the fime you spent walking in the last 7
days. This includes at work and at home, walking to trav-
el from plc:ce to plm:e, and any other wulking that you

might do solely for recreation, sport, exercise, or leisure.

5 During the last 7 days, on how many days did you
walk for at least 10 minutes ot a time?
day: = Continue to question &.

" | Mo walking = Skip to question 7.

ok | | Mo vigorous physical ocfiviies = Skip to question 3. 6 How much time did you usually spend walking on
one of those days?
2 How much time did you usually spend doing vigorous o winutes perdoy
physical activities on one of those days? .
ok || Don't know/not sure

minutes per day

oR Don't know /not sure

The last question is about the time you spent sitling on

Think cbout all the moderate physical activities that you
did in the last 7 days. Moderate activities refer to activities that
take moderate physical effort and make you breathe some-
what harder than normal. Think only about those physical
activities that you did for af least 10 minutes at a time.

weekdays during the last 7 days. Include time spent ot
work, at home, while doing course work and during
leisure time. This may include time spent sitting ot a desk,
visiting friends, reading, or sifting or lying down to waich

television.

7  During the last 7 days, how much time did you

3 During the last 7 days, on how many days did you do spend sitling on a weekday?
I:D:FHIIO physical nﬂltml;::k;curryin? light loads, | hours per day
cycling at a regular pace, or doubles tennis? Do not o Don't know/nof sure

include walking.

daoys — Continue to question 4.

ok | | No moderate physical activities = Skip to question 5.

4 How much time did you usually spend doing moderate
physical activities on one of those days?

minutes per day

ok || Don't know/not sure
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6-Month

%i( Potient Number: __ - Patient’s Initials:
g pakant ¥ Aui middle ot

Medical History

1 Current NYHA heart failure class [check andy anefz | | | Ii I IV See annotation p.24

2 Current Canadian Cardiovascular Society (CCS) angina class {check anly onel: [INa angina I

Current Medications

1 ACE inhibitor:

Check “No” or “Yes" for each medication and provide the total daily dose, if applicable. See annotation p.13 of Baseline

of 3-Month
ol | v

4 Fatfient preference

mg

[ :,:, Mo =+ Reaseon for not using [check only orsj: 1 Contraindicated , Intolerance 5 MO preference
, Yoz = If Yes: Check only one and provide the TOTAL DAILY DOSE:
; Benozepril: ___ mg s Guinapril: __mg
; Coptoprl: ___ mg ; Romiprl: __mg
s Enolapril: mg g Irandalapril: __ __mg
g Fosinepril: ___ mg o ‘Dther [specifyl:
g lisinopril:  ___ mg

2 Angiotensin receplor blocker:

o Mo
, Yoz = If Yes: Check all that apply: Valsartan Losartan Irbesartan Candesartan
|| Other {zpacify):
3 Beta blocker:
o Mo = Reason for not using [check orly oreft | |, Contraindicated ; Intclerance  MD preference 4 Paotient preference
, Yez =+ If Yes: Check only one and provide the TOTAL DAILY DOSE:
e mg |4 Metoprolol immediate release: mg
; Bisoprolol: e mg s Metoprolol X mg
5 Carvedilal: e mg op Other (speciyl: mg
4  Aspirin:
o Mo = Reason for not using (check orly oret ||, Contraindicated ; Infolerance 5 MD preference 4 Bafient preference
' l| ¥es— If Yes: Dose: mg
5 Loop diuretic:
' ',:, Ma
, ¥es = If Yes: Check only one and provide the TOTAL DAILY DOSE:
; Furozemide: ______ mg g Torsemide: mg
o Bumefanide: ____ mg oz CONEr [specify): mg
6 Antiarrhythmic:
[ ',:, Ma
, ez = If Yes: Check all that apply: Amicdarone Satalal Dofetilide Other jspecifyl
7 lipidlowering agent:
o Mo
, Yoz — If Yes: Check only one: | || HMG-CoA reduciose inhibitor = Check all that apply: Atorvastatin Fravaostatin
; Other lipidlowering agent [ Simvostatin Cither
8 Selective serotonin reuptake inhibitor:
[ :,:, Ma
, fez =+ Check all that apply: | | Sertraline Citalopram Paroxetine Flucxetine Other
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@m See annotation p.14 of Baseline
: (1 6-Month
Paotient Mumber: - Patient’s Initials:

fa ¥ - _,m_!.wnl ¥ Al madl oot

Current Medications

Check “Mo” or “Yes” for each medication.

9 Tricyclic antidepressant: ... ... | g Mo , Yes
10 Other antidepressant [excluding 5581 and TCAs). oo | g Mo , Yes
11 Antipsychotic: ... | | No [ Yes
12 Clopidogrel: ... | g N  Yes
13 Coumadin: ..o | g N  Yes
148 Digoxing. ..o | g Mo [ Yes
15 Mitrabe: s g D  Yes
16 Calcium channel blocker: ... | Nz  Yes
17 Spironolactone: ... | g NE :, Yes
18 Eplerenone: ... | g N , Yes
12 Non-loop diuretic (excluding aldasterone anfagonistfi....... | g No , Yes
20 Pobassitm:... ..o g N2 |, Yes
2N Insuling o | g D , Yes
22 GMAZONE: | g D  Yes
23 Other oral dicheticagent: ... | Nz ; Yes
24 Thyroid replacement: ... | g No  Yes
D5 MSAID: s | g D | Yes
26 COX-2 inhibitar: .o | g NE L Yes

A7 Sildenafil: ..o | g T ; Yes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute [DCRI).

28 Other: :,:, Ma | Yes

29 Other: o Ma ; Yes
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@ﬁ]@m See annotation p.17 of Baseline for QOLR 6'M°r“h
Patient Number: Patient’s Initials:

sita ¥ patiant ¥ Ao mde o

Quality of Life—Reason for Missing Data

Are all quality-ofife forms complete? o Na =+ If Ne: ; Fatient died
, Fatient refusad
, Fofient withdrew consent
4 Fafient missed visit
5 Patient sick
g8 Dither

Yax
1 BR
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This is a repeating page
First page should have page rep 0

. @E‘]@m See annotation p.29 of 3-Month 6-M°n|'h
Patient Mumbser: - Patient’s Initials:

e B - _,MTMM L Aot mide o

Telephone Log

1 Date ofcall: __

day (o oo

Y S

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s
health/symptoms (incuding contocts infisted by patient, pafient's family/friend, study persoanel, and//or exercise froiner]?

contocts =+ If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo =+ If No: Indicate primary reason code *:

, fes

Usuval Care Group: |s patient perfnnrling physicd achivity {formal or nonformal]? o Mo :l Yes

2 Date ofcall:

day mant ywar

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s

heoalth/symphoms (incuding cordocts inticted by patient, pafient’s fomily/friend, study persoanel, and)/or exercise froiner]?

confocts —* If = 1: How many of the contacts resulted in:
Changes to medications other than diurefics:
Divretic dose increases: __
Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code®:

, fes

Usval Care Group: |s patient performing physical activity (formal or nonformalj? || No ' .| Yas

3 Dateofcall:

dap ot yoor

Since the last call, how many times has the patient’s provider been contacted due to changes in the patient’s

health/symphoms (including comdocts inticted by patient, patient’s family/friend, study perssanel, and)/or exercise froiner]?

contocts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than divretics:

Diuretic dose increases:

Divretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code*:

, fes

Usual Care Group: Is patient performing physical activity (formal or nonfermal)? | |, No [ ]| Yes

*See choices on opposite poge.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
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CONTEXT
PROTOCOL = HFACTION ~ NOPATA<ZYES>

‘% ﬁ@fﬂ@m STUDYBOOK = DATA_FORMS 9-Month

FORM = 9MONTH SUBJNO Patisnt’s Iniriuls.:INITIALS

VISITDT Potient Mumbser:
wta ¥ pobant ¥ At mads oot

Date of visit:

day maondh yaar

EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate

which statement best describes your own health state today. See annotation p.3 of Baseline

1  Mobility:
; | hove no problems in waolking obout
7 | hove some problems in wao king aboat

2 | am confined to bed.

2 Self-care:
, | hove no problems with self-care.
o | hove some problems washing or dressing myself.

1 | am unable to wash ar dress myzslf.

3 USIJIJ' m:livilies |'-:~.::; wark, shudy, I:m.'h.'m:"n'_ fom ':.- or lersure u-:.'.'\r..'m.J:
y | hove no problems with performing my usval activities.
5 | hove some problems with performing my usvol activifies.

2 | am unable to perform my vsual activities,

4 Pain/discomfort:
, | hove no pain or discomtart,
o | hove moderate pain ar discomtort.

1 | hove extrema pain or discombart.

5 Anxiety/depression:
, | 'am naot onxious or depressed
5 | am moderotely anxious or depressed.

1 | am extremely anxicus or ..Epressed

WH0d L40d3d-473S 1N3ILVd

O — Please let your study coordinator know that you are ready for the EvroQol Thermometer worksheet.

Pain Assessment
1 How much bedily pain have you had during the past 4 weeks [check orly ane]?

, Maone 3 Wery mild 5 Mild 4 Maoderofe 5 SEvers  Very severs

2 During the past 4 weeks, how much did pain interfere with your normal work (including both work cutside the home and howsewark|?

, Mot ot a 5 & liftle bit 1 Maoderately 4 Guite a bit 5 Extremely

EuroQol Thermometer Response

Response to the EuroGol thermometer:

jir- 100
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See annotation p.4 of Baseline

,‘%l @@fﬂ@m 9-Month

wta ¥ putant ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The following questions refer to your heart failure and how it may affect your life. Please read and complete the following

questions. There are no right or wrong answers. Please mark the answers that best apply to you.

1 Heart failure affects different people in different ways. Some feel shortness of breath while others feel fatigue.
Please indicate how much you are limited by heart fallure (<o of breath or ftique) in your ability to do the following
activities over the past 2 weeks.

{Check anly one box on each kne.)

Quite a Limited for Other

Extramely Bit Moderately  Slighly Mot at All Reasons or Did -
Activity Limited Limited Limited Limited  Limited  Not Do the Activity [
Dressi If: -1
ressing yourse ] 2 3 a . s -
Showering/bathing: ] 2 s s 5 . m
-
Walking 1 block on level ground: : 2 3 e . . -l
Doing yard work, housework wn
Or Camrying grocenes: 1 2 3 a . " m
F
Climbing a flight of -

stairs without stopping: 1 2 3 e 5 " u
~
Hurrying or jogging m
(s if fo colch o bus)z 1 N 5 " N s ‘
O
2 Compared with 2 weeks ago, have your symptoms of heart failure [shorness of breaih, fafigue, or ankle swelling) changed? ~
My symptoms of heart failure have become... =4
Much Slightly Mot Slighthy Much “ve had no symptams o |
WOrse WOrse chonged better better over the lost 2 waeks [ e}
1 1 3 4 5 & ~

3 Overthe past 2 weeks, how many times did you have swelling in your feet,

ankles or legs when you woke up in the mormning?

Every 3 or more times o week,  1-2 fimes Less than Mever aver the
marning but not every morning o week ance a week past 2 weeks
1 2 3 '] E

& Over the post 2 weeks, how much has swelling in your feet, ankles or legs bothered you? It has been...

Extremely Moderately Somewhat Slightly Mot at all 've hod
bothersome bathersome bathersome bothersome bothersome no swelling
1 2 3 '] E §
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%@@]@m See annotation p.5 of Baseline 9-Monl’h
Potient Number: ___ - Patient’s Inifials:
potiant ¥ Aot midle ot

fa ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continved)

5 Ower the past 2 weeks, on average, how many times has fatigue limited your ability to do what you wanted?

All ot Several At 3 or mare 1-2 Less than Mever
the fimes least ance fimes per week times once aver the
fime per day a day but not every doy o week a week past 2 weeks
1 z 3 4 5 & 7

6 Over the past 2 weeks, how much has your fatigue bothered you? It has been...

Extreamely Quite a bit Moderately Slightly Not at all I've hod
bothersome bothersome bothersome bothersome bothersome no fatigue
1 2 3 4 s e

7  Over the post 2 weeks, on average, how many times has shoriness of breath limited your ability to do what you wanted?

All of Several At 3 or mare 1-2 Less than Mever
the fimes least ance fimes per week times once aver the
fime per day a day but nof every doy o week a week past 2 weeks
1 2 3 4 5 & 7

8 Over the past 2 weeks, how much has your shoriness of breath bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had no
bothersome pothersome bothersome bothersome bothersome  shortness of breath
1 2 3 4 5 &

9  Over the past 2 weeks, on average, how many times have you been forced to sleep sitfing up in a chair or with
at least 3 pillows to prop you up because of shoriness of breath?

3 or more tfimes 1-2 Less than Mever
Every a week, but fimes once owver the
night not every night o week o weelk past 2 weeks
1 2 3 4 5

WUO0d L40d3d-473S LN3IlVd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you know what to do or
wha to call, if your heart failure gets worse?

Mot at all Mot very Somewhat Mostly Completely
sure syre sure sure sure
1 F] <] 4 5

11 How well do you understand what things you are able to do to keep your heart failure symptoms from getting

worse (for exomple, weighing yoursell. eating o lowsal dist efc.|?

Do not understand Do not understand Somewhat Muosthy Complefely
af all wvery well understond understand understand
1 2 3 N Llg
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- @E‘] See annotation p.6 of Baseline 9‘Mﬂn'h
Patient Mumbser: Patient’s Initials: — —-

sita # patient ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Over the past 2 weeks, how much has your heart failure limited your enjoyment of life?

t hos extremely | has limited my It hos moderately It hos slightly 1 hos net limited
mited my enjoyment of life limited my imited my mry enjoyment of
enjoyment of life quite a bit enjoyment of lite  enjoyment of life ife ot al
1 z 3 " E

13 If you had to spend the rest of your life with your heart fallure the way it is right now, how would you feel about this?

Mot at all Mostly Somewhat Mostly Completely
sofisfied dissatfisfied satisfied satisfied safisfied
1 2 3 n 5

14 Over the past 2 weeks, how often have you felt discouraged or down in the dumps because of your heart failure?

felt that way telt that way occasionally rarely el never talt
all of the time most of the time telt that wioy thot woy that way
1 z 3 " 5

15 How much does your heart failure affect your lifestyle? Please indicate how your heart failure may have
limited your participation in the following activities over the past 2 weeks.

{Check cnly one box on each kne. ]

WHU04d L40d3d-473S 1N3IlVd

Limited Did Mot Does Mot Apply

Severely Gluite Moderately Slightly Limit at or Did Mot Do for
Activity Limited a Bit Limited Limited All Other Reasons
Hobbies, recreational
achivities: 1 b . 4 5 s
Intimate relufinnships
with loved ones: 1 b . 1 c "
Visiting Fumily or friends
out of your home: . A ; 4 5 .
Working or doing
household chores: ] b ) 4 . .
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See annotation p.7 of Baseline

9-Month

Patient’s Initialss
dul malde ket

Patient Mumbser:

o

T polent®

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best describes the
way you have been feeling during the past one week,
including today. Check the box beside the statement you

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choase mare than one state-
ment for any group, including item 16, Changes in Sleeping
Pattern and item 18, Changes in Appetite.

1 Sodness:
o | da not feel sad.
Lyl feel sad much of the fime.
[, I'am sad all of the fime.
4 | am 0 zad or unhoppy that | can't stand it.

2 Pessimism:
o | am not discouraged about my futurs,
, | feel more discournged about my future than | used fo be.
5 | do not expect things to wark out for me.

|| I feel my future is hopeless and will only get worse.

3 Past Failure:
. .0 | do not feel like o failure,
, | hove failed mare than | shauld have,
2 As | lock bock, | see a lot of failures,

1 | feel | am a total failure as a persen,

4 Loss of Pleasure:
||y | get as much pleasure oz | ever did from the things | enjoy.
|y | dan't enjay things as much os | used fo.
1 | get very litle pleasure from the things | used fo enjoy.

4 | can’t get any pleasure from the things | used fo enjoy.

5 Guilty Feelings:
o | don't feel particularly guilty.

, | feel guilty cver many things | have done or should hove dane.

Ll feel quite guilty most of the fime.
[, I feel guilty dll of the fime.

6 Punishment Feelings:
o | don't feel | am being punished.
, | el | may be punished.
o | expect ta be punished.
Ll feel | am being punished.

7 Self-Dislike:
o | feel the some about myself as ever.
1 | have last confidence in mysel.
» | am disappainted in myselt.
o | dislike myself.

8 Self-Criticalness:
o | don't criticize or blame myself more than usual,
1 | am more crifical of myself than | vsed to be.
o | criticize myself for all of my Foults.
5 | blame myself for everything thot happens.

9 Svicidal Thoughts or Wishes:
g | dan't have any thaughts of killing myself.
1 | have thoughts of killing myself, but | would not
carry them aut.
o | would like to kill myself.

2 | would kill myself if | had the chance.

10 Crying:
o | dan’t ery any mare than | used fo.
1 | ery mare thon | used fo.
o | cry aver every litile thing.

3l feel like arying, but | con't,

11 Agitakion:
[ o | am no mare restiess or wound up than usual,
, | feel mare resfless or wound up than vsual,
» | am so restless or ogitoted that it's hard to stoy still.
5 | am so restless or opitoted that | have to keep

maving or doing something.

12 Loss of Interest:
o | have nat lost inferest in ofther people or activilies.
; | am less inferested in ofher people or things
than befare.
o | have last most of my interest in other peaple or things.

o It's hard to get interested in anything.
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i

Beck Depression Inventory (BDI) [continued)

13 Indecisiveness:
o | make decisions obout as well as ever
, | find it more ditticult to make decisions than usual.
o | hove much greater difficulty in making decisions
than | used to

1 | hove trouble making any decisions

14 Worthlessness:
o | do not feel | am warthlass
, | don't consider myzelf os worthwhile ond usetul oz | used to.
o | teel mare worthless as compared fo other people.

1 | feel utterly warthless.

15 Loss of Energy:
o | hove as much energy as ever.
y | hove less energy thon | used to have
o | don't

1 | don't have enough energy fo do anything.

have enocugh energy to do very much

16 Changes in Sleeping Pattern jcheck caly cne):

nave not expanenced any Chaonge in iy S.IEE'FIi"E F-CI'E'F".

1o | slEep somewhat more than vsual.

| sleep somewhat less than usual,
1k

2 | sleep a lat more than usual,

o | sleep o lot less thon wsuol

10 | Hleep most of the da

a, | wioke up 1-Z hours early and can’t get bock to slesp.

17 Irritability:
o | am no more irritable than usual.
y | 'am mare iritable than wsuol
o | am much more irritable than usual.

. | am irritakle all the fime.

Productivity Assessment

days

See annotation p.8 of Baseline

Patient Mumbser:

Patient’s Initials:
ifa ¥ patent ¥

18 Changes in Appetite [check anly ane):

g | have not experienced any change in my appetite.

1« My appetite is somewhat less fhan usval.

1» My appetite is somewhat greater than vsual.

20 My appetite is much less thon before,

= My appetite is much greater than usual

34 | hove no oppefite at all.

s | crave foad all the fime.

19 Concentration Difficulty:
o | can concentrate az well az ever.
; | con’t concentrate az well as usual.
; It's hord to keep my mind on anything for very long

5 | find | can't concentrate on anything.

20 Tiredness or Fatigue:
o | om no more fired or fatigeed than usual.
; | get more fired or tofigued mare easily than usual.
» | om tao tired or fafigued to do a lot of the things
uzed o do.
5 | om toa tired or fatigued to do most of the things

used to do.

21 Loss of Interest in Sex:
g | have nat noficed any recent change in my
imterest in sewx.
; | om less inferested in zex thon | used to be.
; | om much less inferested in sex now.
5 | have lost interest in sex completely.

See annotation p.23 of 3-Month

1 How many days have you lost from work and/or your vsual adivities in the past 30 days due to problems with your health?
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Patient Mumber: Patient’s Inifials:
ifa ¥ f‘“"l"""ﬂ Rt mdde bt

o ﬁ@ﬁ]@m See annotation p.24 of 3-Month 9'M°n'h

Medical History

1 Current NYHA heart failure class [check only anaj: I I W
2 Current Canadion Cardiovascular Society (CCS) angina dlass {check aniy onaf: No angina Il I I
Current Medications
Check “No” or “Yes"; if “Yes", provide the fotal daily dose.
1 Loop divretic: | || Mo
, fes =+ If Yes: Check only one and provide the tetal daily deose:
y Furosemige: mg ; Tarsemide: mg
, Bumatonide: mg g5 Other, (specify: mg
Check “Mo” or “Yes” for each medication.
2 Spironoclactone: ... o Mo | Wes 16 Calcium channel blocker: ... o No  Yes
3 Eplerenone: .. ... .o g Mo , Tes 17 Insulin: .. o No , Yes
4 MNonloop divretic: .o g Mo , Yes 18 Glitazone: ..o a No | Yes
{excliuding aldosterone anfogonist]

19 Other oral diabetic agent: ... o No | Yes
3 Pobassiom: ... g Mo , Tes

20 Thyroid replacement: ... | |pNo | Yes
6 ACE inhibitor: oo g Mo , Yes

21 Selective serctonin
7 Angiotensin receptor blocker: .. g Mo , Yes revptake inhibitor:. ... p No | Yes
8 Betablocker: ... ... o Mo | Yes 22 Tricyclic antidepressant:............ o No , Yes
9 Aspirini...oo g Mo , Yes 23 Other antidepressant: ... o No | Yes

(excloding S5R1s and TCAs)

10 Antiarrhythmic:. ... g Mo , Yes

24 Anfipsychofic: ... ... o No , Yes
11 Lipidlowering agent: ... o Mo | Yes

25 NSAID: o o No , Yes
12 Clopidegrel: ... o Mo , Tes

26 COX-2 inhibitor: ... s No | Ves
123 Coumadin:.. e g Mo , Yes

27 Sildenafil: ... .. o No  Yes
18 Digoxin: ... g Mo , Yes
15 Mitrabe: ... o Mo , Tes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute (DCRI).
28 Other: s Mo , Yes

29 Other: o Mo ; Yes
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@ See annotation p.17 of Baseline for QOLR 9 M
i H Lo -Month
% Patient Mumbser: Patient’s Initials:

wfa ¥ F“"""I" Rt mad ot

Quality of Life—Reason for Missing Data

Are all quality-ofife forms complete? Mo ~# If Mo: Fatient died
9 P o 1
; Fatient retused
5 Fatient withdrew consent
4 Fatient missed visit
5 Palient sick
g Dther

Yax
1 Tes

WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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This is a repeating page

@E‘]@' N First page should have page rep 0 9 Month
See annotation p.29 of 3-Month
Potient Mumbser: - Patient’s Initials: ___

difa K -_ poant ¥ Al middl ot

Telephone Log

1 pateofeall:

dap ek poar

Since the last call, how many fimes has the patient’s provider been contacted due fe changes in the pofient’s

health/symphloms /including comtacts initited by patient, patient’s fomilyfriend, study persoanel, and/or exercise trainer]?

contocts —* I = 1: How many of the contacts resulted in:
Changes to medicalions other than divretics:

Diuretic dose increases:

Diuretic dose decreases:

Exerdise Training Group: |s patient performing the training as preseribed?
o Mo = If No: Indicate primary reason code®:

, fes

Usual Care Grouwp: |s patient perfnnning pl‘l)rsl'cul achivity {formal or nonformal]? :,:, Mo ; Yes

2 Dateofcall:

day [ T
Since the last call, how many fimes has the patient’s provider been contacted due fe changes in the pofient’s
hﬂ“j’!rl‘l'ﬂﬁ.ﬁ {imcluding comdocts initicted by potient, pofient’s fomilyfriend, shudy personnel, andfor asercise trainar)?
contocts —* = 1: How many of the contacts resulted in:
Changes to medications other than divretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?

o Mo — If Mo: Indicate primary reason code™:

, fes

Usual Care Group: |s patient performing physical activity (farmal or norfermal]? .,:, Mo | ; Yes

3 Dateofcall:

day (e T
Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s
health/symphtoms [including comdoack initialed by palient, pafient’s fomélyfrend, shudy persanel, and/for exercize trainar]?
contocts —* I = 1: How many of the contacts resulted in:
Changes to medications other than divretics:

Diurstic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?

o Mo — If Ma: Indicate primary reason code™:

, fes

Usval Care Group: Is patient performing physical activity [formal or norformal)? | | Mo [ )] Yes

*See choices on opposite page.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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PROTOCOL=HFACTION  NOPATASZYES>  coNTEXT

@fﬂ@[ﬁj STUDYBOOK = DATA_FORMS 12-Month
FORM = 12MONTH

VISITDT Patient Humber: SUBJNO Patient’s Initials: INITIALS

ite ¥ patant ¥ bt made ke

Date of visit:

day maonth year
EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate See annotation p.3 of Baseline
which statement best describes your own health state today.

1 Mobility:
; | hove na problems in walking obout
1 | hove some problems in wa king aboaut

2 | am confined to bed.

2 Self-care:
; | hove na problems with selfcare.
5 | hove some problems waoshing or dressing myself.

2 | am unoble to waosh or dress myself.

3 Usual achivities [e.g. work, study, housework, fomily or leisure acfivities):
; | hove na problems with performing my usual activities.
5 | hove some problems with performing my usual activities.

1 | am unoble to perfarm my vsual activities.

4 Pain/discomfort:
y | hove no pain or discomfort
o | hove moderate pain or discamtart.

1 | hove exireme pain or discombort.

5 Anxiety/depression:
; | am not anxious or depressed
; | am moderotely anxious or depressed.

1 | am extreme ¥ QnxIOUs or ..E'FII'E'S.S.E\.'.I

WHUO0O4d L40d3¥-473S 1LN3I1lVd

o — Please let your study coordinator know thal you are ready for the EuroQol Thermometer worksheel.

Pain Assessment
1 How much bodily pain have you had during the past 4 weeks [check ordy ane)?

, Mane 5 Wery mild 5 Mild 4 Maderote ¢ Severs » Very severs

2 During the past 4 weeks, how much did pain interfere with your normal work jincluding both work cutside the hame and hawsewark|?

; Mat ata 5 & litile bit 1 Maoderately 4 Givite a bit 5 Extremely

EuroQol Thermometer Response

Response to the EuroGol thermometer:

jir- 100)

WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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- @ﬁ]@m See annotation p.4 of Baseline 12.Mon|'h
Pofient Mumbser: -_ Pofient’s Initials:

e # - _,m_i.wnln\‘ Al madle oo

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The folcrwing queshons refer to your heart failure and how it may affect your life. Please read and complata the fo"crwing

questions. There are no right or wrong answers. Please mark the answers that best apply to you.

1 Heart failure offects different people in different woys. Some feel shoriness of breath while others feel fatigue.
Please indicate how much you are limited by heart failure (<o of breath or ftigue) in your ability to do the following
achivities over the past 2 weeks.

{Check onfy one bax on each kne.)

Quite a Limited for Other

Extremely Bit Moderately  Slightly Mot at All Reasons or Did v
Activity Limited Limited Limited Limited Limited Mot Do the Activity >
Dressing yourself: ' . ' 2 3 a 5 A :
Showering/bathing: . 2 3 a 5 s m
=
Walking 1 block on level ground: . 2 3 R " s -4
Doing yard work, housework (7
or carrying groceries: . 2 3 a 5 A m
F
Climbing a flight of -

stairs without stopping: L Ll 3 a 5 A '
~
Hurrying or jogging m
{o= if to calch o bus): . 2 3 4 5 A ‘
=)
2 Compored with 2 weeks ago, have your symptoms of heart failure {shoriness of breoth, fofigue, or ankle swelfing) chc:nged? -
M}f symptoms of heart failure have become... -]
Much Slightly Mt Slightty Much I've had no symptoms -
WOrse WOrse chonged better better over the lost 2 weeks [ =]
1 2 3 2 g Llg ~

3  Over the past 2 weeks, how many times did you have swelling in your feet,
ankles or legs when you woke up in the moming?

Evary 3 or mare times o week, 1-2fimes Less than MNever aver the
marning but not every morming o week ance o week past 2 weeks
1 2 3 4 5

4 Over the past 2 weeks, how much has swelling in your feet, ankles or legs bothered you? It has been...

Extramealy Moderately Somewhat Slightly Not at all I've had
bothersome bathersome bathersome bothersome bothersome no swelling
1 2 3 4 5 &

WHITE and YELLOW — Duke Clinical Research Institute + PINK = retain at site
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) @m]@m See annotation p.5 of Baseline 12-MOI'I|'|‘I
Potent Number: - L Pabient’s lnibials:

e ¥ - _,M_F-wnl L Aot mids ko

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

5 Over the post 2 weeks, on average, how many times has fatigue limited your ability to do what you wanted?

All ot Several At 3 or maore 1-2 Less than MNever
the fimes least ance fimes per week times once aver the
fime per day a day but not every doy o week a week past 2 weeks
1 2 3 4 5 & 7

6 Over the post 2 weeks, how much has your fatigue bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had
bothersome bathersome bathersome bothersome bothersome no fatigue
1 2 3 4 s s

7 Overthe post 2 weeks, on average, how many times has shoriness of breath limited your ability to do what you wanted?

All o Several At 3 or more 1-2 Less than MNever
the times least once fimes per week times once aver the
fime per day a day but not every doy o week a week past 2 weeks
1 2 3 4 5 & 7

8 Over the past 2 weeks, how much has your shoriness of breath bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had ne
bothersome bathersome bathersome haothersome bothersome  shortness of breath
1 1 3 4 5 &

9  Over the post 2 weeks, on average, how many times have you been forced to sleep sitting up in a chair or with
at least 3 pillows to prop you up because of shoriness of breath?

3 ar mare times 1-2 Less than Mever
Every a week, but times ance owver the
night not every night o week o week past 2 weeks
[, 2 3 " [s

WHUOd4d L40d3d-473S 1N3IlVd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you know what to do or
who to call, if your heart failure gets worse?

Mot at all Mot very Somewhat Mostly Completely
sure re sure sure sure
1 2 3 4 5

11 How well do you understand what things you are able to do to keep your heart failure symptoms from getting

worse (for exomple, weighing yoursel], eating o lowsa¥ dist efc.}?

Do not understand Do not understand Somewhat Mosthy Completely
at all wery well understand understand understand
1 2 3 N s

WHITE and YELLOW — Duke Clinical Research Institute *+ PINK — retain at site
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. @W@m See annotation p.6 of Baseline 'Iﬂ.Monfh
Potient Number: - _ Patient’s Initials:

e § ~ palent W At mdds b

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Over the past 2 weeks, how much has your heart failure limited your enjoyment of life?

It hos extremely It has limited my It hos moderately [t hos slightly 1t has not limited

limited my enjayment of life limited my limited my my enjoyment of
enjoyment of life quite a bit enjoyment of ife  enjoyment of life life at all
1 2 ] 4 5

13 If you had to spend the rest of your life with your heart failure the way it is right now, how would you feel about this?

Mot at all Mostly Somewhat Mostly Completely
sofisfied dissafishied safisfied satisfied satisfied
1 2 3 4 5

14 Over the past 2 weeks, how often have you felt discouraged or down in the dumps because of your heart failure?

| falt that way | felt that way | occasionally | rarely f&lt | never felt
all of the time most of the time  felt that way that way that way
1 2 3 4 5

15 How much does your heart failure affect your lifestyle? Please indicate how your heart failure may have
limited your participation in the following activities over the past 2 weeks.

{Check anfy one bax on each kne.)

WHd04d 1L40d3d-473S 1LN3I1lVd

Limited Did Mot Does Not Apply

Severely Quite Maoderately Slightly Limit at or Did Not Do for
Activity Limited a Bit Limited Limited All Other Reasons
Hobbies, recreational
activities: ' b N s A A
Intimate relationships
with loved ones: ! b 2 s . A
Visiting family or friends
out of your home: 1 2 1 1 5 "
Working or doing
household chores: . b 3 s 5 A
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See annotation p.7 of Baseline

Patient Mumber:

12-Month

Patient’s Inifials:

i madde et

ifa ¥

e

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best describes the
way you have been feeling during the past one week,
including today. Check the box beside the statement you

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choose more than one state-
ment for any group, induding item 16, Changes in Sleeping
Pattern and item 18, Changes in Appetite.

1 Saodness:
o | do not feel sad.
||, I'feel sad much of the fime.
[ :2 | am sad all of the fime.

5 | am 0 sad ar unhoppy that | con’t stand it.

Pessimism:
o | am nat discournged about my future.
, | feel mare discouraged about my future then | used to be.
5 | do not expect things to work aut for me.

Ll | feel my future is hopeless and will only get worse.

Past Failure:

[ ',:, | da not feel like o failure.
, | hove foiled mare than | should hove.
2 As | look bock, | see a lat of failures.

5 | feel | am a total failure as a person,

&  Loss of Pleasure:
| | get as much pleasure as | ever did from the things | enjoy.
||y | don't enjoy things as much os | used fo.
;| getvery litle pleasure from the things | used to enjay.
3 | can't get any pleasure from the things | used fo enjoy.
5 Guilty Feelings:
o | don't feel particularly guilty.
, | feel quilty cver mony things | have done or should hove dane.
Ll feel guite quilty mast of the fime.
|1 | feel guilty all of the time,
6 Punishment Feelings:

o | don't feel | om being punished.
, | feel | may be punished.
o | expect to be punished.

||y Ifeel | am being punished.

7  Self-Dislike:
[ 1, I feel the same about myself as ever.
1 | hove lost confidence in myself,
, | am disoppainted in myself.
5 | dislike mysalf. -
8 SelfCriticalness: :
o | don't crificize or blame myself more than usual. ;
, | am mare crifical of myself than | used to be.
;| criticize myself for all of my faults. _z'
5 | blame myself for everything that happens.
L
9  Suicidal Thoughts or Wishes: m
o | don't have any thoughts of killing myself. =
1 | have thoughts of killing myself, but | would not '
carry them out. ~
2 | would like fo kill myself. m
5 | would kill myself if | hod the chance. v
10 Crying: :
o | don’t cry any mare than | used to. -
1 | cry more than | used to.
, | cry aver every litfle thing. ;
;| feel like crying, but | can't. ut
11 Agitation: g
o | am no mare restless or wound up than usual,
1 | feel mare restless or wound up than usual.
, | am sa restless or ogitated that s hard to sty =fill.
5 | am so restless or agitoted that | have fo keep
maving of daoing something.
12 Loss of Interest:
[ o | hove naot lost inferest in cther people or acfivifies.
1 | am less interested in other people or things
than befare.
, | hove lost most of my interest in other peagle or things.
5 I's hord to get inferested in anything.
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_ @ﬁ‘]@m See annotation p.8 of Baseline 12_M°nth
Potent Mumber: - R Patient’s Infials:

i - _,M_F-wnl!‘ At middle oot
Beck Depression Inventory (BDI) (continued)

13 Indecisiveness: 18 Chc:nges in Appeﬁfﬂ {check only one):
o | make decisions obout as well as ever. o | have not experienced any change in my appefite.

y Hind it more difficult to moke decisions than usual. M o bt less th |
- ) . . oppetite is somewhat less thon useal.
3 | hove much greater difficulty in making decisions e
than | used 1 1 My appstite is somewhat greater than vsual.
an | uzed ta.

3 | hove trouble making any decisions. 2o My appetite is much less than betore.

2 My appefite is much greoter than vsual.

14 Worthlessness: 10 | Pave no appefite ot all.
o | do not feel | am waorthless. a | crave food all the time.
, | dan't consider myself as worthwhile and useful as | used to.
5 | feel mare worthless as compared to other people. 19 Concentration Difficulty:
:; | feel utterly wiorthless. o | con concenfrate as well as ever.

; | con’t concentrate as well as vsual.
15 Loss of Energy: , It's hord to keep my mind on anything for very lang.
[ ',:, | hove as much enengy as ever. 5 | find | con't concentrate an anything.
, | hove less energy thon | used to have.

o | don’t have enough energy to do very much. 20 Tiredness or Fatigue:
5 | don't have encugh energy to do anything. o | am na more tired or fofigued than usual.
1 | get more fired or fotigued more easily than usual.
16 Changes in Sleaping Pattern (check caly cncl: , | am toa fired or fatigued to do a lat of the things
|p | hove nat experienced any chonge in my sleeping patiern. | ysed to do.

5 | am toa fired or fatigued to do mast of the things |
1e | HlBep somewhat mare than vsual. dio d
used to dao.
i | sleep somewhat less than usual.

20 | sleep a lot more than usual. 31 Loss of Interest in Sex:

o | slesp a lof less than usual. o | hove not noficed any recent change in my

10 | sleep most of the day. interest in sex.

ak | wioke up 1 -2 hours early and can't get back to sleep. 1 | am less interested in sex than | used to be.
. | am much less interested in sex now.

17 Irritability: 5 | have lost interest in sex completely.

v
>
-d
m
=
-4
v
m
F
|
|
~
m
g
=
~
-d
. |
=
~
=

|g | am no more irrtable than usual.
ly | am mare irritable thon vseal.

o | am much more irritable than usual,

5 | am irritable all the time. OUTPUT 2 ( TYPE 3)

Productivity Assessment

1 How many days have you lost from werk and/or your usual adivities in the past 30 days due to problems with your health?

EMPLOYST<I:3><ACEMP>
2 Check one of the following to indicate your current employment status:

| ]7, Employed,/self-emplayed fullfime (= 30 hours week] 3,3 Student 5 ¢ Volunteer 7? Unemployed

PARTT<F:9:3>

'2 '! Employed parttime (speciy bours per week}: 44 Haomemaker 6 Disabled gg Retired
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- @E‘]@m See annotation p.10 of Baseline 12-Month
Patient Mumber: | Patient’s Initials: — —-

s i potient

Stages of Change

Physical activity or exercise includes activities such as walking briskly, jogging, bicycling, swimming, or any other activity in

which the exertion is ot least as intense as these activities.

For activity to be regular, it must add up to a tohal of 30 minutes or more per r=:||:|1l,r and be done at least 5 du}rs per week. For
example, you could take one 30-minute walk or take three 10-minute walks for a daily total of 30 minutes.

For each of the following questions, please check “Yes” or "No.”

1 | am currently physically active. o Mo ; Yes
2 |lintend to become more physically active in the next & months. o Na | Vs
3 | currently engage in regular physical activity. o Mo , Yes
4 | have been regularly physically active for the past & months. o Na | Yes

Exercise Self-Efficacy

Physical activity or exercise includes activities such as walking briskly, jogging, bicycling, swimming, or any other activity in

which the exertion is ot least as intense as these octivities.

Check the box that indicates how confident you are that you could be physically active in each of the following situations:

1 When | am tired:

, Mat of all confident o alightly confident 1 Maderately confident 4 Very confident 5 Extremely confident
2 When | am in a bad mood:
y Nat of all confident o alightly confident 1 Maderately confident 4 Very confident 5 Extremely confident

WUYO0d 1L40d3¥-473S ILN3IlVd

3 When | feel | don’t have time:

, Mat ot all confident o Slightly confident 1 Maoderately confident 4 Very confident 5 Extremely confident

4 ‘When | om on vacaolion:

Nat ot all contident . Slighthy contident . Moderately contident Very confident 5 Extremely confident
1 T ey 3 by L b, ¥

5 When it is raining or snowing:

, Mat of all confident q lightly confident 1 Maderately confident 4 Very confident 5 Extremely confident
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o

Decisional Balance

a O W

8
9

1
2
3
4
5

I would have mare energy for my family and friends if | exercised regularly.

Please rate how important each of these statements is in your decision of whether

to be physically active. In each case, think about how you feel right now, not how

See annotaion p.11 of Baseline 12 Munl‘h

Fatient Mumber: Fatient’s Initials:
sita ¥ pateant ¥ ot

you have felt in the past or would like to feel.

Regular exercise would help me relieve tension.

I think | would be too tired to do my daily work after exercising.

| would feel more confident if | exercised regularly.

I would sleep more soundly if | exercised regularly.

| would feel good about myself if | kept my commitment to exercise regularly.

| would find it difficult to find an exercise activity that | enjoy that is not

affected by bad weather.

I would like my body better if | exercised regularly.

It would be easier for me to perform routine physical tasks if | exercised regularly.

10 | would feel less stressed if | exercised regularly.

11 | feel uncomfortable when | exercise because | get out of breath and my

heart beats very fast.

Finances:

Child care:

Weather:
Vaocation:

Pain:

12 | would feel more comfertable with my body if | exercised regularly.
13 Regular exercise would take too much of my time.
14 Regular exercise would help me have a more positive outlook on life.

15 1 would have less time for my family and friends if | exercised regularly.

16 At the end of the day, | am too exhausted to exercise.

Barrier Scale

Mot at Al Somewhat A Lot

o
7
8
9

E T
- £
bgs g
g-..U.-Lu-
BN
S £ 7 § A
T 2P £ 7
t“%‘uf\k_"
‘fa:“‘Wx
W o= X

-
>
-4
m
=
-]
v
m
F
“
| ]
=
m
-
o
~
-]
e
o
~
=

Please indicate the extent to which you anficipate that the following might interfere with your continuing parficipation in this study:

Mot at All - Somewhat A Lot
Boredom:
Fatigue:
Transportation:

Work:

10 Household responsibilifies:

HFAL

TROM_ 12
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See annotation of p.12 of Baseline

12-Month

Paotient Mumber: Patient’s Initials:

At madle loo

¥

1 i

Physical Activity Questionnaire (PAQ)

We are interested in finding out about the kinds of physical
activities that people do as part of their everyday lives. The
questions will ask you about the time you spent being physi-
cally active in the last 7 days. Please answer each question

even if you do not consider yourself to be an active person.
Please think about the activities you do at work, as part of
your house and yard work, to get from place to place, and in

your spare time for recreation, exercise or sport.

Think about all the vigorous physical activities that you did
in the last 7 days. Vigorous physical activities refer to activities
that take hard physical effort and maoke you breathe much
harder than normal. Think only about those physical activities
that you did for of least 10 minutes at a time.

1 During the last 7 days, on how many days did you do
vigorous physical activities like heavy lifting, digging,
aercbics, or fast bicycing?

days = Conlinue to question 2.

R Mo vigorous physical activities = Skip to queshion 3.
2 How much time did you usually spend doing vigorous
physical activities on one of those days?

minutes per day

ok Don't know,/not sure

Think about the time you spent walking in the last 7
days. This includes at work and at home, walking to trav-
el from plm:e to plm:e, and any other wulking that you

might do solely for recreation, sport, exercise, or leisure.

5 During the last 7 days, on how many days did you
walk for at least 10 minutes af a time?

days — Continue to question &.

|| No walking = Skip to question 7.

6 How much time did you usually spend walking on
one of those days?

minutes per doy

ok || Don't know/not sure

The last question is about the time you spent sitling on

Think about all the moderate physical activities that you
did in the last 7 doys. Moderate adtivities refer to achivities that
take moderate physical effort and make you breathe some-
what harder than normal. Think only about those physical
activities that you did for at least 10 minutes at a fime.

3 During the last 7 days, on how many days did you do
moderate physical activities like carrying light loads,

bicycling at a regular pace, or doubles tennis? Do not
include walking.

days — Conlinue to question 4.

ok || Mo moderate physical activities = Skip to question 5.

4 How much time did you usually spend doing moderate
physical activities on one of those days?

minutes per day

ok || Don't know/not sure

weekdays during the last 7 days. Include time spent at
work, at home, while doing course work and during
leisure time. This may include time spent sitting at a desk,
visiting friends, reading, or silting or lying down to waich

television.

7 During the last 7 days, how much time did you

spend sitling on a weekday?
hours per day

Don't know/not sure
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12-Month

%l{ Potient Number: __ - Patient’s Inifials:
paiient ¥ Al midde ot

ifa ¥

Medical History

1 Current NYHA heart failure class [check only anej: | Il 11} ¥ See annotation p.24 of 3-Month
2 Current Canadian Cardiovascular Society (CCS) angina class (check only ansj: [ INa angina I i lm i
Current Medications
Check “No” or “Yes" for each medication and provide the total daily dose, if applicable. See annotation p.13 of Bad
1 ACE inhibitor:
[ :,:, Mo =+ Reason for not using {check ordy onel: 1 Contrgindicated , Infolerance 4 MD preference |, Pofient preference
, ez =+ If Yes: Check only one and provide the TOTAL DAILY DOSE:
; Benozepril: ______ mg ¢ Guinapril: mg
; Captopril:  ____ mg ; Romipril: __mg
s Enolapril: mg g Irandalapril: __ __mg
g Fosinopril: mg og (Dther [specify): mg
g Lisinopril - mg
2 Angiotensin receptor blocker:
o Mo
, fes = IF Yes: Check all that apply: | | Valsartan Losorfan Irbesortan Candesartan
|| Other {specify):
3 Beta blocker:
o No = Reason for not using jcheck anly onelt ||| Contraindicated ; Intolerance 3 MD preference 4 Potient preference
, fes = If Yes: Check only one and provide the TOTAL DAILY DOSE:
Atenolol mg |4 Metoprolol immediate release: mg
; Bisoprolal: I mg '5 Metopralal X, mg
5 Carvedilol: e mg e CNEr jspecify): mg
4  Aspirin:
» Mo = Reason for not using [check ony onel: | || Confraindicated , Infolerance 2 MD preference | |, Pofient preference
' .l Yoz —+ IF Yes: Doser mg
5 Loop diuretic:
' ',:, Ma
, fes = If Yes: Check only one and provide the TOTAL DAILY DOSE:
; Furosemide: ___ mg o lorsemide: mg
; Bumefonide: ____ mg e Ner jspecify): mg
6 Antiarthythmic:
[ .,:, Ma
, fes = IF Yes: Check all that apply: | | Amicdarane Satalal Dofetilide Ciher {specify):
7 Lipidlowering agent:
o Mo
, fes =+ If Yes: Check only one: | || HMG-CoA reduciose inhibitor = Check all that apply: | | Atorvasiafin Pravastatin
 Other lipid-lowering agent || Simvostatin Other
8 Selective serotonin reuptake inhibitor:
| lgNa
; Yoz = Check all that apply: | | Sertraline Citalopram Paraxetine Flucmetine Other
WHITE and YELLOW — Duke Clinical Research Institute « PINK — retain at site
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ﬁ@]@m See annotation p.14 for Baseline IIZ'MO““']

Patient Humber: - Patient’s Inifials:

wta ¥ - _,M_F-wnl ¥ At mcdle ot

Current Medications

Check “Mo” or “Yes” for each medication.

9 Tricyclic antidepressant:... o | g Mo , Tes
10 Other antidepressant (excliuding 5581s and T0As)... |y Mo  Yes
11 Antipsychofic: | o No [ Yes
12 Clopidogrel: ... | g M , Tes
13 Coumadin: .. | g Mo  Yes
18 DigOXInG....o oo | g Mo ]| Yes
15 Mitrabe: e | g MO , fes
16 Calcium channel blocker: .. | g M , Yes
17 Spironolachone: ... g M |, Yes
18 Eplerenone: ... | g M , Tes
19 Nondoop diuretic (excluding aldasterone antagenistfi........ | Mo ; Yes
20 Pobassitm: ..o g [T |, Yes
21 Insuling s | g [N  Tes
22 Glitazone: ..o | g M  Yes
23 Other oral diabetic agent: ... | gNa p Yes
24 Thyroid replacement: ... | g MNa , fes
D5 NSAID: e | g D || Yz
26 COX-2 inhibitor: ... | g M l Yes

27 Sildenafil: ... | g B , Yes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute (DCRI).

28 Other: s Na | Tes

29 Other: | Na | Yes
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See annotation p.17 of Baseline except PATINS, SIG 12'Mon'h

wfa W

Patient’s Initials:
Fatant ¥

Quality of Life—Reason for Missing Data

A

Y

Are all quality-ofife forms complete? | | No —+ If No: ; Fatient died

; Fatient refusad

, Fafient withdrew consent
4 Fatient missed visit

5 Fatient sick

g ther

6-Minute Walk Test

1 Did the palient attempt the &-minute walk ot this visit?

o Mo = If Na: Specif}f primary reason:

Fatient was too crifically il

Fatient cannct walk for technical reasons (e g.. 0 patient who is on omputes)
Mot done due to oversight

Patient refused

Eatient died

Patient withdrew consent

Fatient missed wvisit

, Yes = If Yes: Date of -minute walk: /

Start walk time: :
0000 n 2357

Total distance walked: | Feat 2 Meter|s|

Did the patient experience any of the following symproms? (check all that apply)

Mone Angino Lightheodedness Syncope

Borg Rating of Perceived Exertion (RPE) Scale:
[&-20]

2 Were the QOL instruments completed before or after the 6-minute walk? Check only one: ,Befare

.

30 mins after

5 30-60 mins after

4 * 60 mins after

ACTION 194403
HEACTION 12840
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This is a repeating page
First page should have page rep 0

, (AL 12-Month
See annotation p.29 of 3-Mor}rt=t‘1,mI1l Number: ) Posiont's laltlads:

sita ¥ T patent ¥ Py

Telephone Log

1 Dateofcal:

day wwech poar
Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s
health/symphems (ircluding condocks initided by patient, polient's fomdyfriend, shudy persannel, andfor exercize frainer)?
contocts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than divrefics:

Diuretic dose increases:

Divretic dose decreases:

Exercise Training Group: |s polient performing the training as prescribed?
o Me = If No: Indicate primary reason code™:

; Yes

Usual Care Group: |s patient performing physical activity (formal or norfermal]? :,:, Mo | | Yes

2 Dateofeall: .

day [ T
Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s
health/symptoms [including contacks initicted by patient, patient's fomily/friend, study personnel, and,/or exercise rainer) ¥

contocts —* If = 1: How many of the contacts resulted in:
Changes to medications other than diurefics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s palient performing the training as prescribed?

o Mo — If Mo: Indicate primary reason code™:

, fes

Usual Care Group: |s patient performing physical activity formal or norfermal]? .,:, Na | ; Yes

3 Dateofcal:

day rnth yoor

Since the last call, how many fimes has the patient’s prmrl'clar been contacted due te thonges in the potient’s

health/symphems (ircluding condocks initicded by patient, polient's foméhy/friand, shudy persannel, and/or sxercizs rinar)?

contocts — IF = 12 How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code™:

; Ves

Usual Care Group: Is patient performing physical ackivity {formal or norformaii? | [, Mo [ Yes

*See choices on opposite page.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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(e

PROTOCOL =HFACTION

LWL STUDYBOOK = DATA_FORMS
FORM = 15MONTH

NODATA <ZYES>

CONTEXT

15-Month

VISITDT Potient Number: _S_U_B_J,\l(_) R Patient’s Ithlclll;[:_IA_L_S__ —
e § pobiant ¥ At maddh bt
Dateotvisit: ____/ ____ __/
day masth yoar
Medical History
1 Current NYHA heart failure class (check anlyone)z || | I I I

See annotation p.24 of 3-Month

2 Current Canadion Cardiovascular Society (CCS) angina dlass [check ony oraf: Na angina I Il Il Y
Current Medications
Check “No” or “Yes"; if “Yes", provide the total daily dose.
1 Loop divreticc | | Mo
, Yes = If Yes: Check only one and provide the tetal daily dese:
ly Furosemide: mg ; lorsemide: __ mg
'! Bumetonide: mg op Dther, (specifyl: mg
Check “Ma” or “Yes" for each medication.
2 Spironclactone: ... |y Mo , Yes 16 Calcium channel blocker: ... | ;No , Yes
3 Eplerenone:..... g Mo ; es 17 Insuling o o Mo ; es
4 Nonloop divrefic: ... ... o Mo , es 18 Glitazone: ... o Mo ; fes
(nxcll..d’ng aldosterone anlogansst]

19 Other oral diabetic agent: ... o Mo , Yes
5 Pobassiom: ..o | g MO , Yes

20 Thyroid replacement: ... o Mo ; es
6 ACE inhibitor: ..o |y Mo , Yes

21 Selective serotonin
7 Angiotensin receptor blacker: ... o Mo ; Yes revptake inhibitor: ... o Mo ; es
8 Betablocker: ... | Mo , Yes 22 Tricyclic anfidepressant:............... | ;Mo , Yes
9 Aspiring . g Mo , Yes 23 Other antidepressant: ... o Mo , Yes

{excluding 5585 and TCAs)

10 Antiarthythmic:....oooo | g Mo , Yes

24 Antipsychotic: ... ... o Mo , Yes
11 Lipidlowering agent: ......... o Mo , Yes

25 MNSAID: e o Mo ; Yes
12 Clopidogrel: ... o Mo ; Yes

26 COX-2inhibifor: ... | Mo , Yes
13 Coumadin: ... o Mo , es

27 Sildenafil: ... p Mo ; Yes
14 Digoxin: .o g Mo , Yes
15 Nitrabe: .o | g MO , es

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute [DERI).

28 Other:

29 Other:

WHITE and YELLOW — Duke Clinical Research Institute * PINK — retain at site
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This is a repeating page

, ﬁ@ﬁﬂ@m First page should have page rep 0 '|5-Moni|‘l

See annotation p.29 of 3-Month
Patient HNumber: - Patient’s Inifials:

e ¥ - Tm_awm ¥ Aot mdle ot

Telephone Log

1 Dateofeall:

day wondh ey

Since the last call, how many times has the patient's provider been contacted due te changes in the patient’s

health/symploms (including cordocks initisled by patient, pafient's famslyfrend, study persannel, and/or axercise frainer]?

contocts —* IF= 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: Is patient performing the fraining as prescribed?
o o =+ If No: Indicate primary reason code *:

, Tes

Usual €are Group: |5 patient performing physical activity {formal or norformal]? :c- No | ; Yes

2 Dateofeal:

day wonth Py
Since the last call, how many times has the pafient’s provider been contacted due te changes in the patient’s
health/symptoms /including cordecks initisted by patient, pafient’s family/frend, study persannel, and/or exercise frainer)?
contocts —* If = 1: How many of the contacts resulted in:

Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o o = If No: Indicate primary reason code *:

, Yes

Usual Care Group: |s patient performing physical activity {formal or norformal]? Ic- No | , Yes

3 Datecfeal:

dap = yoer

e

Since the last call, how many times has the patient's provider been contacted due to changes in the patient’s
health/symptems (including cordocks initided by pafient, pofient's foméy/friand, sfudy personnel, and/or exercizse trainer]?
contocts —* If= 1: How many of the contacts resulted in:

Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o o = If No: Indicate primary reason code ™

; Tes

Usual Care Group: Is patient performing physical activity fformal or nonfermali? | [ Na [ ] Yes

*See choices on opposite poge.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
WHITE and YELLOW — Duke Clinical Research Institute + PINK — retain at site
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NODATA <ZYES> CONTEXT
PROTOCOL = HFACTION

‘% ﬁ@fﬂ@m STUDYBOOK = DATA_FORMS 18-Month

FORM = 18MONTH SUBJNO Patient’s Initials: INITIALS

VISITDT Pafient Mumbser:

idfa W patianl ¥

Date of visit:

day marsh yaar

Medical Hisiary

1 Current NYHA heart failure daoss [ched: ank anejz | | V¥ See annotation p. 24 of 3-Month
2 Current Canodion Cardiovascular Society [CCS) angina class [check only onsj: Mo angina Il I I

Current Medications

Check “Ma" or “Yes"; if “Yes", provide the total daily dose.

1 Loop divretic: | | Mo See annotation p.24 of 3-Month
, fes = If Yes: Check only one and provide the tetal daily dese:
y Furosemide: mg 5 larsemide: mg
o Bumetonide: mg o ther, (specify): mg

Check “Mo” or “Yes" for each medication.

2 Spironclactone: .o o Mo , Tes 16 Calcium channel blocker: ............... o Mo ; es
3 Eplerenone: ... ..., o Mo , e 17 Insulin: .o p Mo ; fes
4 Mon-loop divretic: ... o Mo , Yes 1B Glitazone: ... o Mo ; es
{excluding aldosterone anlogandst]

19 Other oral diabetic ogent: ... | ;Mo ) s
5 Pobassiom: .. ..o o Mo , Yes

20 Thyroid replacement: ... o Mo ) Yes
6 ACE inhibitor: ... ... o Mo ; fes

21 Selective serotonin
7 Angiotensin receptor blacker: ... o Mo , Yes reuptake inhibitor:. ... o Mo , Yes
8 Betablocker: .. g Mo , Tes 22 Tricyclic antidepressant:............. o Mo ; es
Q  ASPINN . o Mo ; fes 23 Cther anfidepressant: ... | ;Mo ) s

(excluding S5Rs and TCAs)

10 Antiarrhythmic: ... ... g Mo , Yes

24 Antipsychohic ... |y Mo ) Yes
11 Lipidlowering agent: ... o Mo , fes

28 MSAID: e o Mo ; es
12 Clopidogrel: .. o Mo , Yes

26 COX-2 inhibitor: ... o Mo ; es
13 Coumadin:......oo o Mo , Yes

27 Sildenafil: ..o | Mo ) Yes
18 Digoxin: ..o o Mo , e
15 Nitrabe: .o o Mo , Yes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute [DCRI).

28 Other: o Mo ; Yes
29 Other: o Ma , Yes
WHITE and YELLOW — Duke Clinical Research Institute = PINK = retain at site
HEACTION_18MO 12 TaJUN2003 2003 DCRI — Confidential CRF, page 77
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This is a repeating page
@ﬁ[\@m First page should have page rep 0

See annotation p.29 of 3-Monthm

ita §  patient ¥

18-Month

ient Number: - Patient's Inifials:

fai mde loof

Telephone Log

1 Dateofeal: ~ ,

dap et yoar
Since the last call, how many times has the patient’s prcm'dnr been contacted due te changes in the patient’s
health/symploms [including conlock inticled by patient, pofiant's fomsly,/friand, study persannel, and//or axercizs frainer)?

contacts =+ If = 1: How many of the contacts resulted in:
Changes to medications other than diurefics:

Diuretic dose increases:

Diuretic dose decreases:

Exarcise Training Group: |s patient performing the training as preseribed?
o Mo = If No: Indicate primary reason code ™

) Yes

Usual Care Group: Is patient performing physical activity ffomal or nondsmall? || Mo ||| Yes

2 Dateofcall: .

day wond weor
Since the last call, how many fimes has the patient’s provider been contacted due te changes in the patient’s
hﬂ“;’l’llph-i fincluding comocts initiated by patient, pofient’s fomily,friend, sudy persannel, and//or exercise trainer]?

contacts — If = 1: How many of the contacts resulted in:
Changes to medications other than diurefies:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code ™

) Yes

Usual €are Group: Is patient performing physical adtivity {formal or nonformal]? '0 Na |  Yes

3 Dateofeall: .

dap et yoar
Since the last call, how many times has the patient's provider been contacted due te changes in the patient’s
health/symptoms (including conlock inticled by patient, pofient's fomsly,friend, study personnel, and//or axercise frainer)?
contocts — If = 1: How many of the contacts resulted in:

Changes to medications other than diurefics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as preseribed?
o Mo = If No: Indicate primary reason code ™

) Yes

Usual Care Group: Is patient performing physical activity fformol or nopformall® | [, No | ], Yes

*See choices on opposite page.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
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PROTOCOL = HFACTION CONTEXT

@D@MSTUDYBOOK = DATA_FORMS

FORM = 21MONTH NODATA<ZYES>2'I 'MOI"I"‘I

VISITDT Potient Numbee: ____SUBINO  pgionrs tnitials: NI TIALS
wita # pokant ¥ Ani mddle ks

Date of wisit: ______/___ __/

day p— P
Medical History
1 Current NYHA heart failure class jcheck anly ans): | I i I )
See annotation p.24 of 3-Month
2 Current Canadion Cardiovascular Society (CCS) angina dass [check only one: Mo angina I i Iil %
Current Medications
Check “No" or “Yes"; if “Yes", provide the total daily dose.
1 Loop divreticc | Mo
, fes = If Yes: Check only one and provide the tetal daily dese:
4 Furosemide: ___ mg 5 Torsemide: ______ mg
o Bumetonide: mg ag Dther, {specify): mg
Check “No” or “Yes" for each medication.
2 Spironolactone: .o o Mo ; Yes 16 Calcium channel blocker: ... s Mo ; Yes
3 Eplerenone:. ... | g Mo ) Yes 17 Insulin: oo o Mo ; Yes
4 Mon-loop divretic: ... o Mo ; Yes 18 Glitazone: ... o Mo ; Yes
{excluding aldosterone anfoganist]

19 Other oral diabetic agent: ........... o Mo , es
5 Pobassivm:. ..o o Mo ; Yes

20 Thyroid replacement: ... o Mo ; Yes
6 ACE inhibitor: ... o Mo , fes

21 Selective serotonin
7 Angiotensin receptor blocker: ... o Mo ; Yes reuptake inhibitor: ... o Mo ; Yes
8 Betablocker: ..o o Mo ; Yes 22 Tricyclic antidepressant:................... s Mo ; Yes
9 Aspining .. | g O , Yes 23 Other anfidepressant: _................ o Mo , es

{excluding S5R1s and TCAs)

10 Antiarrhythmie:. ... ... o Mo ; Yes

24 Antipsychohic ..o o Mo , es
11 Lipiddowering agent: ... g Mo , fes

25 NSAID: o p Mo ; Yes
12 Clopidogrel: ... o Mo ; Yes

26 COX-2 inhibitor: ..o s Mo ; Yes
13 Coumadin:. ..o o Mo ; Yes

27 Sildenafil: ... o Mo ; Yes
18 Digoxin: .| g YO , Yes
15 Mitrabe: ..o o Mo ; Yes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute (DCRI).
28 Other: |

29 Other:
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This is a repeating page

@m First page should have page rep 0 21 M
, ( §'i ) -Month
See annotation p.29 of 3-Month
Paotient Number: - Patient’s Initials:

wa ¥ - _,MTM-M ¥ At middl oot

Telephone Log

1 Dateofcal:

dap weodh yoar

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s

health/symplems (including conlock initioled by patient, pofient's fomdyfriend, shudy personanel, and/or axercizs trainer)?

contocts —+ IF= 1: How many of the contacts resulted in:
Changes to medications other than divrefics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s palient performing the training as prescribed?
o Mo = If No: Indicate primary reason code ™

, Yes

Usual Care Group: |s patient performing physical activity fformal or nonformali? | [, Na ||| Yes

2 Dateofcall:

day wondh yoar

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s

health/symptoms (including contocts initited by patient, potient's fomily/friend, study personnel, and,/or exerciss trainer)?

contacts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than diurefics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo =+ If No: Indicate primary reason code*:

, Tes

Usval Care Growp: Is patient performing physical activity (fomal or nonfermal? | No ||| Yes

3 Date ofcall:

day wonth yoar

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s

health/symploms (including contacts initiated by patient, patient’s fomily/friend, study personnel, and/or exercise frainer)?

contocts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than diurefics:
Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Greup: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code *:

, Tes

Usual Care Group: |s patient performing physical activity fformal or nonfermali? | [ Na ||| Yes

*See choices on opposite page.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
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PROTOCOL = HFACTION CONTEXT

STUDYBOOK = DATA_FORMS
" @fﬂ@[ﬂ FORM = 24MONTH nopaTa<zves-24-Month

SUBJNO INITIALS

e W patient ¥

Patient’s Initials:

VISITDT Patient Mumbser:

Date of visit: i

day masth : waar
EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate

which statement best describes your own health state today. See annotation p.3 of Baseline

1  Mability:
, | hove no problems in walking obout
o | hove some problems in walking about

. | am confined to bed.

2 Selfcare:
, | hove no problems with self-care.
o | hove some problems washing or dressing myselr.

2 | am unoble fo wash ar dress mysslf.

3 Usual adivities fe.g. work, study, housework, fomily or leisure acfiviies):
y | hove no problems with perfarming my usuol activities.
o | hove some problems with performing my usval activities.

1 | am unoble fo perform my vsual activities,

4 Pain/discomfort:
y | hove no pain or discomfart,
o | hove moderate pain or discomfaort.

2 | hove exireme pain or discombaort,

5 Anxiety/depression:
; | am not anxious or depressed
x srotely anxious or depressed.
o | am moderotely anxious or depre

1 | am extremely onxicus or depressed

'R E-FENR N-FEREFREREIFY FANFA X |

O — Please let your study coordinator know that you are ready for the EvroQol Thermometer worksheet.

Pain Assessment
1 How much bodily pain have you had during the past 4 weeks jcheck only ans/?

, Mana 5 Wery mild 5 Mild 4 Maderote 5 SEvErs s Very severs

2 During the past 4 weeks, how much did pain interfere with your normal work [including both wark cutside the home and howsework?

, Mat ata 5 A little bit 1 Maoderately 4 Guite a bit 5 Extremaly

EuroQol Thermometer Response

Response to the EuroQol thermometer:

- 100

WHITE and YELLOW — Duke Clinical Research Institute * PINK = ratain at site
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See annotation p. 4 of Baseline
Ll e 24Month
Potient Mumber: ___ - Pafient’s Initials:
pakant ¥ =

ita ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The following questions refer ta your heart failure and how it may affect your life. Please read and complete the following

questions. There are no right or wrong answers. Please mark the answers that best apply to you.

1 Heart failure offects different people in different ways. Some feel shoriness of breath while others feel fatigue.
Please indicate how much you are limited by heart failure (storines: of breath or ftigue) in your ability to do the following
achivities over the past 2 weeks.

{Chack :hm'y one box on each kne.)

Quite a Limited for Other
Exiremely Bit Moderately  Slightly Mot at All Reasons or Did o
Activity Limited Limited Limited Limited Limited  Not Do the Activity B
Dressing yourself: L], [, 3 a 5 s -_'
Showering/bathing: 1 2 3 a 5 A m
4
Walking 1 block on level ground: 1 2 3 a 5 s -]
Doing yard work, housework h
or camying groceries: [, [, 3 R 5 s m
F
Climbing a flight of -
stairs without stopping: L Ly 3 a 5 s '=
Hurrying or jogging m
(o= if to catch o bus): 1 2 3 4 5 & . )
o
i Curnpcrad Wi‘fh 2 WGEkS ago, I'll:l'ul'E your S)I'I'HFH'DII'IS G‘F‘ .Iﬂf' 'ﬂlm |':hurr.'h:-ss of breath, ‘uhguc,. or ankle wa_‘lllllﬂl:,!;' chunged? H
My symptoms of heart failure have become... -1
Much Slightly Mat Slighthy Much I've had no symptoms |
Wiorse WOrse chonged better better over the lost 2 weeks [ =]
1 7 3 ] s s ~

3 Over the past 2 weeks, how many times did you have swelling in your feet,
ankles or legs when you woke up in the morning?

Every 3 or more fimes o week,  1-Z fimes Less than Mever aver the
marning but not every morning o week ance o week past 2 weeks
1 2 3 4 5

4 Over the past 2 weeks, how much has swelling in your feet, ankles or legs bothered you? It has been...

Extremely Moderately Somewhat Slightly Not at all I've hed
bofhersome bothersome bathersome bathersome bothersome ne swelling
1 2 3 4 5 &

WHITE and YELLOW — Duke Clinical Research Institute * PINK — retain at site
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See annotation p.5 of Baseline

% @@fﬂ@m 24-Month

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

5 Over the past 2 weeks, on average, how many times has fatigue limited your ability to do what you wanted?

All of Several At 3 or more 1-2 Less than Mever
thie times least once fimas per week times once over the
time per day a day but not every doy o week a week past 2 weeks
1 z 3 4 5 & 7

6 Ower the past 2 weeks, how much has your fatigue bothered you? It has been...

Extramely Quite a bit Moderately Slightly Not at all I've hod
bothersome bothersome bathersome bathersome bothersome no fatigue
1 2 3 4 s e

7 Owver ﬁamzm on average, how many fimes has shoriness of breath linited your abilHy to do what you wanted?

All ot Sewveral At 3 or more 1-2 Less than MNever
the times least once fimes per week times once aver the
fime per day a day but not every doy o week a week past 2 weeks
1 % 3 4 5 & 7

8 Over the past 2 weeks, how much has your shoriness of breath bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had no
bothersome bathersome bothersome bothersome bothersome  shertness of breath
1 2 3 4 5 &

@ Over the past 2 weeks, on average, how many times have you been forced to sleep sitting up in a chair or with
at least 3 pillows to prop you up because of shoriness of breath?

3 or mare fimes 1-2 Less than Mever
Every a week, but times once ower the
night not every night o week o week pazt 2 weeks
1 2 3 " 5

WHUd0d 140d3¥-473S 1N3IlVvd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you lkenow what to do or
who to call, if your heart failure gets worse?

Mot at all Mot very Somewhat Mostly Completely
sure surg sure sure sure
1 2 3 4 5

11 How well do you understand what things you are able to do to keep your heart failure symptoms from getting

worse (for exomple, weighing poursel], eofing o lowesol diet ofc. |

Do not understand Do not ynderstond Somewhat Maosthy Completely
ot all wvery well understand understand understand
1 2 3 2 s
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) @ﬁ]@m See annotation p.6 of Baseline 24-MOI'I|’|‘I
Fotient Mumber: - _ Paotient’s Initials:

afa ¥ - _,M_’-;M_l‘_ Al middle oot

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Over the post 2 weeks, how much has your heart failure limited your enjoyment of life?

It hos extremely |t has limited my |t hos moderately |t hos slightly [t haz not limited

limited my enjoyment of life limited my limited my my enjoyment of
enjoyment of life quite a bit enjoyment of life  enjoyment of life life at all
1 2 3 4 5

13 if you had to spend the rest of your life with your heart failure the way it is right now, how would you feel about this?

Mot at all Mostly Somewhat Mostly Completely
safisfied dissafisfied satisfied safisfied safisfied
1 2 3 " g

14 Over the past 2 weeks, how often have you felt discouraged or down in the dumps because of your heart failure?

| felt that woy | felt that way | occasionally | rarely felt | never falt
all of the time most of the time  felt that way thot woy that way
1 F 3 4 5

15 How much does your heart failure affect your lifestyle? Please indicate how your heart failure may have
limited your participation in the following activities over the past 2 weeks.

{Check aniy one box on each kne.)

WH04d L40d3¥4-473S 1LN3I1lVd

Limited Did Not Does Mot Apply

Severely Quite Moderately slightly Limnit at or Did Mot Do for
Activity Limited a Bit Limited Limited All Other Reasons
Hobbies, recreational
achvities: 1 b 2 4 5 s
Intimate relationships
with loved ones: ; b 2 p s s
Visiting family or friends
out of your home: 1 2 :3 4 " "
Working or doing
househald chores: 1 b 2 1 5 A
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1

See annotation p.7 of Baseline

Patient Mumber:

24-Month

Patient’s Initials:

fut mdds e

e

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best describes the
way you have been feeling during the past one week,
including today. Check the box beside the statement you

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choose more than one state-
ment for any group, including item 14, Changes in Sleeping
Pattern and item 18, Changes in Appetite.

1 Sadness:
o | dao not feel sad.
|y | feel sad much of the fime.
:! I am sad all of the time.

5 | am o sad or unhoppy thot | can't stand it.

Pessimism:
o | am not discouraged about my future.
, | feel more discouraged about my future than | used to be.
o | do not expect things to work out for me.

Ll feal my future is hopeless and will only get worse.

Past Failure:

[ .,:, | do not feel like o failure.
, | have foiled more than | shauld have.
1 A5 | ook bock, | see a lot of Failures,

al feel | am a total failure as a person,

Loss of Pleasure:
|_lg | get as much pleasure az | ever did fram the things | enjay.
[ :, | don’t enjoy things os much os | used to.

5 | get very litle pleasure from the things | used to enjay.

5 | can’t get any pleasure from the things | used to enjoy.

Guilty Feelings:
o | don't feel particularly guilty.

| feel quilty cver mony things | hove done or should hove dane.

Ly I'feel quite guilty most of the time.
[, | feel guilty all of the time.

Punishment Feelings:
o | don't feel | am being punished.
, | feel | may be punished.
o | expect to be punished.

Ll feel | am being punished.

7 Self-Dislike:
o | feel the some about myself as ever.
; | have last confidence in myself.
, | am disappointed in mysalf.

5 | dislike rnyself.

8 Self-Criticalness:
o | don't criticize or blame myself more than usual.
, | am mere crifical of myself than | used to be.
, | crificize myself for all of my foults.
5 | blame myzelf for everything that happens.

9 Suicidal Thoughts or Wishes:
o | don't have any thoughts of killing mysel.
1 | have thoughts of killing myself, but | would not
carry them out.
3 | would like to kill myself.

5 | would kill myself if | had the chance.

10 Crying:
o | don't ery amy more than | used to.
1 | cry more than | uzed ta.
, | cry over every little thing.

5 | feel like crying, but | can't.

WUd0d L40d3¥4-473S 1N3ILVd

11 Agitation:
o | om na maore restless or wound up than vsual.
, | feel more resfless or wound up than wsual.
; | am so restless or agitated that it's hard fo stay still.
5 | om so restiess or agitated that | have fo keep

maoving or doing something.

12 Loss of Interest:
o | have not lost interest in other people or activities.
; | om less interasted in ather people or things
than before.
; | have lost mast of my interest in other peaple or things.

; I’z hord to get inferested in anything.
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See annotation of page 8 of Baseline

24-Month

e s e ™ e S, ey, Patient’s Initials: ___
e § patent ¥ Aut middle oot

Paotient Number:

1

Beck Depression Inventory (BDI) (continued)

13 Indecisiveness:
o | make decisions obout as well as ever.
, Hind it more difficult to make decisions than usual.
o | hove much greater difficulty in making decisions
than | used fa.

a | hove trouble making any decisions.

14 Worthlessness:
o | do not feel | am worthless.
, | don’t consider myself as worthwhile and useful as | used to.
5 | feel mare worthless as compared to ather people.

3 | Feel utterly worthless.

15 Loss of Energy:
o | hove as much energy as ever.
; | hove less energy thon | used o have.
. | don't have encugh energy to do very much.

5 | don't have encugh energy to do anything.
16 Changes in Sleeping Pattern (check caly ane):
lp | hove not experienced any chonge in my sleeping pattern.

1e | sleep somewhat mare than vsual.

1 | sleep somewhat less than usual,

2. | sleep o lot more than usual.

o | sleep a lot less thon usual.

1a | slEep most af the day.

ap | wioke up 1-Z hours eorly ond can't get back fo sleep.

17 Irritability:
|g | am no more irrtable than usual.
:l | am mare irritable than vseal.
o | am much maore irritatle than vsual.

5 | am irritable all the time.

Productivity Assessment

Il Chﬂl‘lg&! in Appet'll'a- |'-.'he~:1' anh- -:m:ll:

o | have not experienced ony change in my appetite.

1o My appefite is somewhat less than wsval.

1 My appetite is somewhat greater than usual.

20 My oppefite is much less thon before.

o, My appetite is much greoter than vsual.

30 | hove no appetite at all,

a1 | crave foad all the fime.

19 Concentration Difficulty:
| con concenfrate as well as ever.
; | can’t concentrate as well as vsual.
, It's hord to keep my mind on anything for very lang.

5 | find | con't concenirate on anything.

20 Tiredness or Fatigue:
o | am na mare tired or fotigued than usual,
1 | get more fired or fotigued mare easily than usual.
, | am toa tired or fatigued to do a lot of the things
| ysed to do.
4 | am toa fired or fatigued to do mast of the things |

used to da.

21 Loss of Interest in Sex:
o | hove not naticed any recent change in my
interest in sex.
; | om less inferested in zex thon | used to be.
. | om much less interested in sex now.
5 | have lost inferest in sex completely.

See annotation p.61

1 How many days have you lost from work and/or your usual adivities in the past 30 days due to problems with your health?

______ __days

2 Check one of the following to indicate your current employment status:

y Employed,/self-employed fulltime (> 30 hours week)

.! EI‘I’IF!|C|)«‘EC| parttime [(speciy hours per week]:

3 Student

4 Homemaker

& Volunteer
» Dizabled

7 Unemployed

g Retired
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=

Physical Activity Questionnaire (PAQ)

We are interested in finding out about the kinds of physical
activities that people do as part of their everyday lives. The
questions will ask you about the time you spent being physi-
cally active in the last 7 days. Please answer each question

See annotation p.12 of Baseline

Patient Mumber:

Patient’s Initials:

iita i patient ¥

even if you do not consider yourself to be an active person.
Please think about the activities you do ot work, as part of
your house and yard work, to get from place to place, and in

your spare time for recreation, exercise or sport.

Think about all the vigorous physical activilies that you did
in the last 7 days. Vigorous physical activities refer to activities
that take hard physical effort ond make you breathe much
harder than normal. Think only about those physical activities

that you did for at least 10 minutes ot a time.

1 During the last 7 days, on how many days did you da
vigorous physical activities like heavy lifting, digging,

aerchics, or fast bicycling?
days =+ Continue to question 2.

ok Mo vigorous physical octivities = Skip to question 3.

2 How much time did you usually spend doing vigorous
physical aclivities on one of thase days?

Mminuies par ooy

ok Don't know /not sure

Think about the time you spent walking in the last 7
days. This includes ot work and ot home, walking to trav-
el from ploce to ploce, and any ather walking that you

might do solely for recreation, sport, exercise, or leisure.

5 During the last 7 days, on how many days did you

walk for at least 10 minutes at a time?
days = Continue to question 6.

or | | Mo wolking = Skip to question 7.

6 How much time did you usually spend walking on

one of those days?
minutes per daoy

OR Don't know/not sure

The last question is about the time you spent sitling on

Think about all the moderate physical activities that you
did in the last 7 days. Moderate activities refer to activities that
take moderate physical effort and make you breathe some-
what harder than normal. Think only about those physical

aclivities that you did for ot least 10 minutes at a time.

3 During the last 7 days, on how many days did you da
moderate physical octivities like carrying light loads,
bicy:ling at a regular pace, or doubles tennis? Do not

include walking.
doys = Continue to question 4.
ok Mo moderate physical acfiviies = Skip to queshion 5.
4 How much time did you usually spend doing moderate
physical activities on one of thase days?

Minutes per oo

ok Don't know/not sure

weehdays during the last 7 days. Include time spent at
work, ot home, while doing course work and during
leisure time. This may include time spent sitting ot a desk,
visiting friends, reading, or silting or lying down to watch

television.

T During the last 7 days, how much time did you
spend silting on a weekday?

nours per oo

Ok Cion't know/mot sure
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- W]@m See annotation p.24 of 3-Month 24—Mo|ﬂh
Paotient Mumber: Patient’s Initials:

™ patiant ¥ ot e
Medical History
1 Current MYHA heart failure class jched: anly ansjz | | W
2 Current Canadian Cordiovascular Society (CCS) angina class jcheck onfy onel: | | No angina Il | IV

Current Medications

Check “No” or "Yes"; if “Yes", provide the total daily dose.
1 Loop divreticc | Mo
; fes =+ If Yes: Check only one and provide the tetal daily dese:
y Furcsemige: mg 5 lorsemide: mg

5 Bumetonide: mg g5 ther, (spacify): mg

Check “Ma” or “Yes” for each medication.

2 Spironolactone: ... o Mo  Yas 16 Calcium channel blocker: ... | | Na  Yes
3 Eplerenone: ... o Mo ) Yes 17 Insulin: o s Mo , Yes
4 Nonloop divretic: oo o Mo ) Yes 18 Glitazone: ..o | g MO , Yes
{eacluding aldosterone anfogonist)

19 Other oral diabetic agent: ............ o Mo , Yes
5 Pobassium: ... g MO , Yes

20 Thyroid replacement: ... |, No ) Yes
6 ACE inhibitor: ... o Mo ) Yes

21 Selective serctonin
7 Angiotensin receptor blocker: ... o Mo ) Yes reuptake inhibitor:................ s Mo , Yes
8 Betablocker: ... .. ... ... o Mo , Yes 22 Tricyclic antidepressant:........... o Mo , Yes
Q  ASPINN o o Mo ) Yes 23 Other antidepressant: ... |, No ) Yes

[excloding S5RIs and TCAs]

10 Antiarrhythmie:. ..o o Mo , Yas

24 Antipsychotic: ... s Mo , Yes
11 Lipidlowering agent: ... o Mo ) Yes

25 NSAID: oo o Mo , Yes
12 Clopidogrel: .o o Mo ) Yes

26 COX-2inhibitor: ... |y MO  Yes
13 Coumadin: ..o o Mo ) Yes

27 Sildenafil: ... | MO  Yes
18 Digoxin: ..o o MO , Yes
15 Mitrate: ... o Mo ) Yes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute (DCRI).
28 Other: o Na 1 Yes

29 Other: o Mo ) Tes
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HEACTION _24MO L2 1aJUN2003 2003 DCRI — Confidential CRF, page ‘?“f

CRF ANNOTATION VERSION 6.0_11May2004



- @Eﬂ@m See annotation p.17 of Baseline except PATIN
Potient Number:

ta § patiant ¥

s.;sic 24-Month

Patient’s Initials:

Quality of Life—Reason for Missing Data

Are all quulil‘y—uf-lif‘e forms complete? o Mo =+ If No: , Fatient died

; Faotient refused

, Pafient withdrew consent
5 Patient missed visit

5 Pafient sick

a Clther

6-Minute Walk Test

1 Did the patient attempt the é-minute walk ot this visit?

o Mo = If No: Specif}f primary reason:

Faotient wos too critically il

Fatient cannot walk for technical reasons (e g.. 0 patient who is on omputes|
Mot done due to oversight

Fatient refused

Fatient died

Patient withdrew consent

Patient missed wisit

, fes = If Yes: Date of -minute walk: /

day moath yoar

Start walk time: :
000 o 7359

Total distance walked: , Feet 1 Meter(s|

Did the patient experience any of the following symphoms? (check oll that apply)

Mone Angina Light-heodedness Syncope

Borg Rating of Perceived Exertion (RPE) Scale:

[6-20)

2 Were the QOL instruments :nmpleled before or after the é-minute walk? Check only one:

,Before
» = 30 mins after
3 30-60 mins after

4 = 60 mins after

HEACTHOM 24MO
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This is a repeating page
First page should have page rep 0

%’ ﬁ@fﬂ@m 24-Month
See annotation p.29 of 3-Month
Fotient Mumber: -_ _ Patient’s Initials:

ra ¥ - _,MTM-M ¥ Al mdde o

Telephone Log

1 Dateofcall:

day (o] T
Since the last call, how many times has the patient’s provider been contacted due te changes in the patient‘s
health/symptoms (including condock inifialed by patient, pafient's famdy/friend, study persannel, and/or exerciss rainer|?

contocts —* If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code *:

, Yes

Usual Care Group: s patient performing physical activity [formal or nonformal)? :,:, No | ; Yes

2 Date of call:

dap otk wor

e

Since the last call, how many fimes has the patient’s prcwider been contacted due te chonges in the patient’s
health/symphoms (including condocks intiled by palient, patient’s foméyfriend, shudy personnel. and,/or axercizs frminar)?

contocts —* If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s palient performing the training as prescribed?
o Mo = If No: Indicate primary reason code*:

, e

Usual Care Group: Is patient performing physical activity [formal or nanformal]? ',:, Ne | ) Yes

3 Date of call:

day wrch yoer

-

Since the last call, how many times has the patient’s provider been contacted due to changes in the patient’s
health/symptoms (including contocts initiated by patient, patient’s faméy/friend, study personnel, and//or exerciss frainer]?

contocts —* If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code*:

, Yes

Usual Care Group: |s patient performing physical achivity {formal or nopfermall® | |, Mo ||, Yes

*See choices on opposite page.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
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— NODATA<ZYES>
PROTOCOL = HFACTION CONTEXT

@fﬂ@[ﬂ STUDYBOOK = DATA_FORMS Final Visit
FORM = FINAL VISIT SUBJNO

VISITDT Patient Mumber: Patient’s Initials: - INITIA_LS

wfa ¥ potient ¥

Date of visit: F,
day manth year

EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate

which statement best describes your own health state today. See annotation p. 3 of Baseline
1  Mobility:
y | hove na problems in wolking obout

o | hove some problems in walking about

1 | am canfined to bed.

2 Self-care:
; | hove no problems with self-care.
5 | hove some problems w:shi'g or d'essi*g rﬂysel'.

1 | am unoble to wash or dress myszelr.

3 Usual activities [e.g. work, study, housewark, fomily or leisure acfivities):
, | hove no problems with perfarming my usuol activities.
o | hove some problems with perfarming my usvol activifies.

. | am unable to perform my wsual activifies.

& Pain/discomfort:
, | have na pain or discomfart.
. | hove moderate pain or discomtfort.

1 | hove exireme pain or discombort.

5 Anxiety/depression:
, | am not anxious or depressed
, | am moderotely anxious or depressed.

1 | am extremely anxious or ..epres.s.ed

WUYO0Od 140d3¥-473S 1LN3ILVd

O — Please let your study coordinator know thatl you are ready for the EvroQol Thermometer worksheel.

Pain Assessment

1 How much bodily pain have you had during the past 4 weeks [check only ane]?

, Nane ; Wery mild 5 Mild 4 Maderote . Severe » Very severe

2 During the past 4 weeks, how much did pain interfere with your normal work fincluding bath wark cutside the home and hausewark?
, Nat ot a 5 A little bit 3 Maderately 4 Guite a bit 5 Extremaly
EuroQol Thermometer Response

Response to the EuroGol thermometer: ___
(0~ 100)
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” @l_ﬂj See annotation p. 4 of Baseline Flnﬂl VIS"
Patient Mumber: Patient’s Initials: — —

ifa ¥ patent #

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The f{:lluwing questions refer to your heart foilure and how it may affect your life. Please read and complete the 'ollowing

questions. There are no righ1 or wrong answers. Please mark the answers that best apply to you.

1 Heart failure offects different people in different ways. Some feel shortness of breath while others feel fatigue.
Please indicate how much you are limited by heart failure (oo of breath or fatique) in your ability to do the following
activities over the past 2 weeks.

{Check onfy one bax on each kine.)

Quite a Limited for Other

Extremely Bit Moderately  Slightly Mot at All Reasons or Did v
Activity Limited Limited Limited Limited Limited  Not Do the Activity »
Dressing yourself: . 2 5 4 s A -_|
Showering,/bathing: 1 2 s R c . m
4
Walking 1 block on level ground: : 2 s 4 c . -4
Doing yard work, housework 7]
Or Carrying groceries: 1 2 s A c 5 m
F
Climbing a fligl‘ll of -

stairs without stopping: 1 2 s R : " '
~
Hurrying or jogging m
(as if to calch o bus)z 1 2 3 " 5 & ‘
(=)
2 Compared with 2 weeks ago, have your symptoms of heart failure [:horincs: of breath, fafigus, or ankle sueling) changed? =
My symptoms of heart failure have become... =4
Much Slightly Mat Slightty Much 've had no symptoms b, |
WOrse WOrse changed betier better over the lost 2 weeks [« ]
1 : 3 " 5 s ~

3  Over the post 2 weeks, how many times did you have swelling in your feet,

ankles or legs when you woke up in the morning?

Every 3 or more times o week, 1-2 fimes Less than Never aver the
maorning but not every moming o week ance a week past 2 weeks
1 2 3 " 5

& Over the past 2 weeks, how much has swelling in your feet, ankles or legs bothered you? It has been...

Extremely Moderately Somewhat Slightly Not at all 've hod
bothersome bathersome bathersome bothersome bothersome no swelling
1 2 3 4 5 &
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See annotation p. 5 of Baseline

%’ @@Fﬂ@m Final Visit

e

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

5 Over the past 2 weeks, on average, how many times has fatigue limited your ability to do what you wanted?

All of Several At 3 or mare 1-2 Less than MNever
the fimes least ance fimes per week times ance aver the
time per day o day but not every doy o week a week past 2 weeks
1 z 3 4 5 & 7

6 Over the past 2 weeks, how much has your fatigue bothered you? It has been...

Extremely Quite a bit Moderately Slightly Not at all I've had
bothersome baothersome bathersome bothersome bothersome no fatigue
1 2 3 4 s s

7 Over the post 2 weeks, on average, how many times has shoriness of breath limited your ability to do what you wanted?

All ot Several At 3 or mare 1-2 Less than MNever
the fimes least ance times per week times once aver the
time per day o day but not every doy o week a week past 2 weeks
1 ] 3 4 5 & 7

8 Over the past 2 weeks, how much has your shoriness of breath bothered you? It has been...

Extramaely Quite a bit Moderately Slightly Not at all I've had no
bothersome bothersome bathersome bothersome bothersome  shortness of breath
1 1 3 a4 5 &

9  Ower the past 2 weeks, on average, how many times have you been forced to sleep sitting up in a chair or with
at least 3 pillows to prop you up because of shoriness of breath?

3 or maore times 1-2 Less than MNever
Every a week, but times once over the
night not every night o week o week past 2 weeks
1 1 3 " 5

WHd04d 140d3d-473S LN3ILVd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you know what to do or
who to call, if your heart failure gets worse?

Mot at all Mot very Somewhat Mostly Completely
sure sure sure sure sure
1 2 3 4 5

11 How well do you understand what things you are able to do to keep your heart failure symptoms from getting

WOrse (for exomple, weighing yoursed], eating o lowsalf diet efc.|?

Do not understand Do not understand Somewhat Maosthy Completely
at all wery well understand understand understand
1 2 3 4 Llg
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. @[rﬂ@m See annotation p. 6 of Baseline F||"|u| V|5|‘|‘
Patient Mumber: Patient’s Inifials: — —-

ida patiant ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Ower the past 2 weeks, how much has your heart failure limited your enjoyment of life?

f hos extremely |t has limited my It hos moderately It hos slightly It has not limited
mited my enjoyment af lite limited my imited my my enjoyment of
enjoyment of life quite a bit enjoyment of ifte  enjoyment of life ife at al
1 2 3 '] 5
. v
13 If you had to spend the rest of your life with your heart failure the way it is right now, how would you feel about this? B
Mot at all Mostly Somewhat Maostly Completely -]
safisfied dissatisfied safisfied safisfied safistied -
m
1 2 3 '] 5
-
-
14 Cver the past 2 weeks, how often have you felt discouraged or down in the dumps because of your heart failure?
felt that woy telt that way occasionally rarely relt never felt :
all of the time most of the time  felt that way fhof woy that way -
1 z 3 4 5 -
]
15 How much does your heart failure affect your lifestyle? Please indicate how your heart failure may have ~
limited your participation in the following activities over the past 2 weeks. :
{Chack onfy one bax on each kne.)
O
Limited Did Mot Does Mot Apply :
Severely Quite Maoderately Slightly Limit at or Did Mot Do for
Activity Limited a Bit Limited Limited All Other Reasons -
L
Hobbies, recreational
. -
achivities: 1 2 1 4 5 s ;
Intimate relationships
with loved ones: 1 b . 1 c .
Visiting family or friends
out of your home: 1 3 3 4 5 s
Working or daing
household chores: ] N ; a 5 s
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Final Visit

Patient’s Initials:

See annotation p. 7 of Baseline

Patient Humber:

At madle ot

ifa ¥

i b

C

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best describes the
way you have been feeling during the past one week,
including teday. Check the box beside the statement you

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choose more than one state-
ment for any group, inclucﬁng tem 14, Chunges in Slaap'ng
Pattern and item 18, Changes in Appetite.

1 Sodness:
o | do not feel sod.
Lyl feal sad much of the fime.
||, 1 am sad all of the time.
5 | am za zad or unhoppy thot | can't stand it

2 Pessimism:

o | am not discovraged about my future.

, | feel maore discouraged about my future thon | used to be.

5 | do not expect things to work out far ma.

|l I feel my future is hopeless and will only get worse.

3 Past Failure:
[ .,:, | do not feel like a failure.
, | hove foiled more than | should have.
2 As | ook bock, | see a lat of failures.

1 | feel | am a fotal failure os o person.

& Loss of Pleasure:

| lg | get os much pleasure as | ever did from the things | enjoy.

: :l | dan't enjoy things as much os | used fo.
5 | get very litle pleasure from the things | used to enjoy.

1 | can’t get any pleasure from the things | used to enjoy.

5 Guilty Feelings:
o | don't feel particularly guilty.

, | teel quilty cver many things | have done or should have dane.

Ly | feel quite guilty mast of the fime.

' .a- | feel guilty all af the time.

&  Punishment Feelings:
o | don't feel | am being punished.
, | feel | may be punished.
o | expect to be punished,

||y I feel | am being punished.

7 Self-Dislike:
o | feel the same about myself os ever.
:, | have lost canfidence in rnys.elF.
. | am disoppainted in myself.

5 | dislike myself

8 Self-Criticalness:
o | don't criicize or blome myself more than useal.
, | am more critical of myself than | used to be.
| | eriticize myself for all of my faults.

'3 | Elome myself tar everything that hoppens.

9 Suicidal Thoughts or Wishes:
o | don't have any thoughts of killing myself.
, | hove thoughts of killing myself, but | would nat
carry them out.
g | would like ta kill myself.

:; | would kill rnys.elF it | hod the chance.

10 Crying:
| | don't cry any maore than | used to.
:, | cry mare than | vsed o,
o | cry over every litfle thing.

3 | feel like orying, but | con't.

11 Agitation:
',:, | am no more restless or wound up than usual,
; | feel more restless or wound up than usual.
o | am = restless or agitated that it's hord to stay sfill.
1 | am s restless or agitoted that | hove to keep

maving or daing something.

12 Loss of Interest:
o | hove not last inferest in other people or adfivifies.
:, | am lezz interested in other peaple or things
than befare.
o | hove lost most of my interest in ather people or things.

3 It's hard to get interested in anything.

WHdO04d L40d3d-473S 1LN3IlVvd
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Potient Mumber: - Patient’s Initials:

patnt # ket midde ot

afa

Beck Depression Inventory (BDI) (confinued)

13 Indecisivenass: 18 Changes in Appetite [check anly ane:
o | make decisions about as well as ever. o | have nat experienced oy change in my oppefife.

| find it mare difficult to make decisions than usual. o
- ) ) . 10 My oppetite is somewhat less than usual.
LIy I have much greater difficulty in making decisions ’ o
than | used 4 1 My appetite is somewhat greoter than vsual.
an | used fa.

o | hove trouble making any decisions. 20 My oppefite is much less than before.

2 My oppetite is much greoter than vsual.

14 Worthlessness: 14 | have no appetite ot all
o | do not feel | am warthless. 1, | crove tood all the time.,
, | dan't consider myself as worthwhile and ussful as | vsed to.
; | feel mare worthless as compared to other people. 19 Concentration Difficulty:
: :3 | teel utterly warthlass. o | con concentrate as well as ever,
; | can't concentrate as well as usual.
15 Loss of Energy: » It's hard to keep my mind on anything for very lang.
. -,:, | horve s much energy as ever. 5 | find | con't concentrate an anything.
, | hove less energy thon | used to have.

, | don't have enough energy to do very much. 20 Tiredness or Faligue:
5 | don't have encugh energy to do anything. o | am no more fired or fotigued than usual,
1 | get maore fired or fotigued more easily than usual.
16 Changes in Sleeping Pattern (chack caly cnej: ; | om tao tired or fatigued to do o lot of the things
||y | hove not experienced any change in my sleeping potiern. | used o do.

1 | am tao tired or fatigued to do mast of the things |
1o | SlEep somewhat mare than vsual.

used to dao.
1 | sleep somewhat less than usual,

2 | Sleep a lat more than wsual, 21 Loss of Interest in Sex:

a | sleep a lat less than usual. o | have not noticed any recent change in my

10 | sleep most of the day. interast in sex.
2 | wioke up 1-2 hours eorly and can’t get back to sleep. , | om less inferested in sex thon | used to be.
o | am much less interested in sex now.

17 Irritability: 5 | have last interest in sex completely.

v
>
-
m
=
-1
L
m
F
“
~
m
L
o
~
-
“
o)
-
=

||y I am no more irritable than vsual,
||y l'am more irritable than wsual.
5 | am much maore irritable than usual,

5 | am irritable all the fime,

See annotation p.61 for OUTPUT2

Productivity Assessment

1 How many days have you lost from work and/or your wsual adivities in the past 30 days due to problems with your health?
______ __ days

2 Check one of the following to indicate your current employment status:

||, Employed/self-employed fulltime {= 30 bours week) |y Student 5 Volunteer » Unemployed

. -g Employed partfime {speciy bours per waek): -4 Hamemaker , Disabled g Retired
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Final Visit

Patient’s Initials:

Aui made loo

See annotation p. 12 of Baseline

Patient Mumber:

ifa ¥

et

at

Physical Activity Questionnaire (PAQ)

We are interested in finding out about the kinds of physical
acfivities that people do as part of their everyday lives. The
questions will ask you about the time you spent being physi-
cally active in the lost 7 days. Please answer each question

even if you do not consider yourself to be an active person.
Please think about the activities you do ot work, as part of
your house and yard wark, to get from place to place, and in

your spare time for recreation, exercise or sport.

Think about all the vigorous physical activities that you did
in the last 7 days. Vigorous physical activities refer to activities
that take hard physical effort and make you breathe much
harder than normal. Think only about those physical activities
that you did for ot least 10 minutes at a time.

1 During the last 7 days, on how many days did you do
vigorous physical activities like heavy lifting, digging,
aerobics, or fast bicycling?

days = Continue to question 2.

ok | | Navigarous physical octivities = Skip fo question 3.

2 How much time did you usually spend doing vigorous
physical aclivities on one of those days?

minutes per day

ok Don't know/not sure

Think about the time you spent walking in the last 7
days. This includes at work and at hame, walking to trav-
el from pluce to place, and any ather wulking that you

might do solely for recreation, sport, exercise, or leisure.

5 During the last 7 days, on how many days did you
walk for ot least 10 minutes at a time?
__ days = Confinue to question 6.

or || No walking = Skip to question 7.

6 How much time did you usually spend walking on

one of those days?
minutes per day

o || Don't know/not sure

The last question is about the time you spent silling on

Think about all the moderate physical activities that you
did in the last 7 days. Moderate activities refer to achvities that
toke moderate physical effort and make you breathe some-
what harder than normal. Think only obout those physical
acfivities that you did for ot least 10 minutes at a time.

weekdays during the last 7 days. Include time spent at
work, at home, while doing course work and during
leisure time. This may include time spent sitting ot a desk,
visiting friends, reading, or sifting or lying down fo watch

television.

7 During the last 7 days, how much time did you

3 During the last 7 days, on how many days did you do spend silting on a weekday?
moderate physical activities like carrying light loads, haurs per day

bicycling ot a regular pace, or doubles tennis? Do not
include walking.

days = Continue to question 4.

ok | | Nomoderate physical aciivities = Skip to question 5.

4  How much time did you usually spend doing moderate
physical aclivities on one of those days?

minufes per doy

ok || Don't know/not sure

oR Don't know /not sure
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o1y - Final Visit
c See annotation p. 24 of 3-Month
Patient Number: Patient’s Inifials:
patant B Aut made ket

Medical History

1 Current NYHA heart failure class jcheck anly onej: | | V
2 Current Canadian Cardiovascular Society (CCS) angina class [check anly oral: Mo angina Il I v

Current Medications

Check “Mo” or “Yes"; if “Yes”, provide the total daily dose.
1 Loop divretic: | || Mo
1 Yes = If Yes: Check only one and provide the total daily dese:
y Furosemige: mg 3 Tarsemide: mg

; Bumatonide: mg g5 Dther, [spacifyl: mg

Check “Na” or “Yes" for each medication.

2 Spironclacione: ... o Mo , Yes 16 Calcium channel blocker: ... | [ No ) Yes
3 Eplerenone: . ..., o Mo , Yes 17 Insulin: . s No ; Yes
4 Monloop divretic: ... o Mo , Tes 18 Glitazone: ... p Mo ; Yes
{excluding aldosterone antogonist]

19 Other oral diabetic agent: ... | | Na , Yes
5 Polassium: . ... g Mo , Yes

20 Thyroid replacement: ... o Mo ; Yes
6 ACE inhibitor: ..o, o Mo , Tes

21 Selective serctonin
T Angictensin receptor blocker: .. o Mo , Yes reuptake inhibitor: ... | [ No ) Yes
8 Betoblocker: ... o Mo ) Yes 22 Tricyclic anfidepressant:............... | ;No , Yes
O Aspiring ... g Mo , Yes 23 Other antidepressant: ... s Mo ; Yes

(excloding S5B)s and TCAs)

10 Antiarrhythmie:. ... ... o Mo , Yes

24 Antipsychotic: ..o | g O , Yes
11 Lipidlowering agent: .......c......... o Mo , Yes

25 NSAID: p No ; Yes
12 Clopidogrel: ..o o Mo , Yes

26 COX-2 inhibitor: ... p Mo ; Yes
13 Coumadin: ..o o Mo , Tes

27 sildenofil:.........ooooooe | MO ) Yes
18 Digoxin: ... g Mo , Tes
13 Mitrabe: ... g Mo , Tes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute (DCRI).
28 Other: o MNa ; Yes

29 Other: o Na 1 Yes
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Patient Mumber: Patient’s Inifials:
sta # potiant # At midde koo

L] LI
ﬁ@ﬁﬂ@m See annotation p. 17 of Baseline except PATINS, SIG Flnal VIS“

Quality of Life—Reason for Missing Data

Are all quality-ofife forms complete? o Na =+ If No: ; Fatient died
, Fatient refused
5 Patient withdrew consent
4 Patient missed visit
5 Pafient sick
op Other

6-Minute Walk Test

1 Did the patient attempt the é-minute walk at this visit?

o Mo = 1 No: Specify primary reason:
A Fatient was too critically il
Fatient cannct walk for technical reasons (e g.. 0 patient who is on omputes|
Mot done due o oversignt
c: Fatient refused
Fatient died
Fatient withdrew consent

Patient missed visit

Y

, Yes = If Yes: Date of &-minute walk: /
Start walk time: .
0000 1 73:59

Total distance walked:  Fest ; Meter{s|

Did the patient experience any of the following symptoms? (check ol that apply)

Mone Angino light-heodedness Syncope

Borg Rating of Perceived Exertion (RPE) Scale:
[6-20]

2 ‘Were the QOL instruments completed before or affer the &-minute walk? Check only one: | | Before
3 = 30 mins after
3 30-60 mins after

4 7 60 mins after
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This is a repeating page
First page should have page rep 0

, (e Final Visit

See annotation p29 Of %‘;MSQEE T - Pabient’s Inthals:

e ¥ _,MTM-M ¥ Aol el et

Telephone Log

1 Date of call:

day e yeor
Since the last call, how many times has the patient's provider been contacted due te changes in the patient's
health/symploms [ircluding cordocts initicted by patient, patient's famélyfriend, study personnel, and,or exercise frainer)?

contacts —+ If = 1: How many of the contacts resulted in:

Changes to medications other than diurefics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: Is patient performing the training as prescribed?
o Mo =+ If No: Indicate primary reason code *:

, Ves

Usuval Care Group: |s patient perfnnning physl'cnl activity (formal or nonfamal]? :0 MNa  Yes

2 Date ofcall:

day nnch yoar

Since the last call, how many times has the patient’s provider been contacted due te changes in the patient’s
health/symptoms |ircluding cordocts inificded by patient, patient's famély,friend, study personnel, and/or exercise frainer|?

contocts — Iz 1: How many of the contacts resulted in:
Changes to medications other than diurefics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code *:

, Yes

Usual Care Group: Is patient performing physical activity fformal or nonfermali? | ; No ||| Yes

3 Date ofcall:

day et e

Since the last call, how many fimes has the patient’s provider been contacted due te changes in the patient’s

health/symploms |including cordocts inificled by patient, patient's familyfriend, study personnel, and/or exercise frainer|?

contacts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as prescribed?
o Mo = If No: Indicate primary reason code™:

, Yes

Usual Care Group: Is patient performing physical activity (formal or nonformali? | | Na [ ]| Yes

*See choices on opposite poge.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.
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PROTOCOL = HFACTION CONTEXT

@fﬂ@m STUDYBOOK = DATA_FORMS  \opataczvess Year 3
FORMS = YEAR 3

VISITDT Patient Number: SUBJNO ”\.“.TIAL.S_

ita ¥ patent ¥

Patient’s Inifials:

Date of visit:

day manfh . pear
EuroQol Questionnaire

By placing a checkmark in one box in each group below, please indicate

which statement best describes your own health state today. See annotation p. 3 of Baseline
1  Mobility:

; | hove na problems in walking obout

o | hove some problems in walking about

1 | am confined fo bed.

2 Self-care:
, | hove na problems with self-care.
5 | hove some problems woshing or dressing myself.

1 | am unaoble fo wash or dress myself.

3 Usual activities fe.g. work, study, housewark, fomély or lesure ocfvities):
, | hove no problems with perfarming my usvol activities.
o | hove some problems with performing my usval activities.

2 | am unoble to perfarm my vsual activities,

4 Pain/discomfort:
y | hove no pain or discomfart,
o | hove moderate pain or discomfort.

1 | hove exireme pain or discomfaort.

5 Anxiety/depression:
y | am not anxious or depressed
5 | am moderotely anxious or depressed.

1 | am extremely anxious or ..epressed

Wiod L40d3¥-473S LN3ILVd

O — Please letl your study coordinator know that you are ready for the EuroQol Thermometer worksheel.

Pain Assessment
1 How much bﬂd“‘f pain have you had during the past 4 weeks [check only one/?
, Mane » Wery mild 5 Mild 4 Maderate ¢ SEvers  Very severs

2

2 During the past 4 weeks, how much did pain interfere with your normal work fincluding both wark cufside the home and howsewark|?

; Mot ata 5 A little bit 1 Maoderately 4 Ghuite a bit 5 Extremely

EuroQol Thermometer Response

Response to the EuroQol thermometer:

jior- 100)
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@ See annotation p.4 of Baseline Y
L e ear 3
% Potient Mumber: - Patient's Initials: ___ ___ ___
pobant ¥ At micldly i

Kansas City Cardiomyopathy Questionnaire (KCCQ)

The following quesfions refer to your heart failure and how it may offect your life. Please read and complete the following

qUESHGﬂS. ThBI‘B are no I'igh" Or Wrong answers. PlBEISH I'I"H]I'k H'IE ANSWers I'I'IG" IJES" GPP'Y to you.

1 Heart failure offects different people in different ways. Some feel shoriness of breath while others feel fatigue.
Pleose indicate how much you are limited by heart failure (oriness of breath or fatique) in your ability to do the following
activities over the past 2 weeks.

{Chack cnly one bax on each kne.)

Quite a Limited for Other

Extremely Bit Moderately  Slightly Notat All Reasons or Did -
Activity Limited Limited Limited Limited Limited  Not Do the Activity >
Dressing yourself: ] Ll s R 5 A -_|
Showering/bathing: ; 2 3 e " s m
=
Walking 1 block on level ground: ] 2 3 " 5 s -
Doing yard work, housework (7.}
or carrying groceries: ] L1, s R 5 A m
F
Climbing a flight of -

stairs without stopping: . Ll 3 e 5 s .
~
Hurrying or jogging m
{3  to calch o busf 1 2 3 " 5 " v
o)
2 Compared with 2 weeks ago, have your symptoms of heart failure [shortnes: of breaih, fafigue, or ankie swelling) changed? =
My symptoms of heart failure have become... -4
Much Slighthy Mat Slightty Much I've had no symptams -
WOrse WOrse changed better better over the lost 2 weeks (o]
1 2 3 4 s s ~

3 Over the past 2 weeks, how many times did you have swelling in your feet,
ankles or legs when you woke up in the morning?

Every 3 or maore fimes o week, | -2 times Less than Never aver the
marning but not every marning o week ance o week past 2 weeks
1 2 3 4 5

4  Over the past 2 weeks, how much has swelling in your feet, ankles or legs bothered you? It has been...

Extremely Moderately Somewhat Slightly Not at all I've hod
bothersome bathersome bathersome bathersome bothersome no swelling
1 2 3 4 5 6
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%ﬁ@ﬁﬂ : m See annotation p. 5 Baseline Yeur 3
Potient Mumber: - Patient’s Initials: —
prant ¥ fent mildly ot

ita ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued]

5 Over the past 2 weeks, on average, how many times has fatigue limited your ability to do what you wanted?

All of Several At 3 ar mare 1-2 Less than Mever
the fimes least ance times per week tirmes once aver the
fime per day a day but not every day o week a week past 2 weeks
1 % 3 4 5 & 7

& Over the past 2 weeks, how much has your fatigue bothered you? It has been...

Extremely Quite a bit Moderately Slightly Nat at all I've had
bothersome bathersome bathersome bothersome bothersome no fatigue
1 ] ] 1 Llg Llg

T Over the past 2 weeks, on average, how many times has shoriness of breath limited your ability to do what you wanted?

All ot Several At 3 or mare 1-2 Less than Mever
the fimes least ance times per week times once aver the
fime per day o day but not every doy o week a wesek past 2 weeks
1 1 3 4 5 & T

8 Over the post 2 weeks, how much hos your shoriness of breath bothered you? It hos been...

Extremely Quite a bit Moderately Slightly Not at all I've had ne
bothersome bathersome bothersome bothersome bothersome  shortness of breath
1 ; 3 " 5 &

9 Over the past 2 weeks, on average, how many times have you been forced to sleep sitting up in a chair or with
at least 3 pillows to prop you up because of shoriness of breath?

3 or more timas 1-2 Less thon Mever
Every a week, but times once over the
night not every night o week 0 week past 2 weeks
L, ; 3 " [s

WHUOd L40d3¥-473S LN3IlVd

10 Heart failure symptoms can worsen for a number of reasons. How sure are you that you know what fo do or
who ta call, if your heart failure gets worse?

Not at all Not very Somewhat Mostly Completely
sure sure sure sure sure
1 2 3 4 5

11 How well do you understand what things you are able fo do to keep your heart failure symptoms from gefting

worse (ior emmpls, waighing yoursel, eofing o low sl diet efc, |7

Do not understand Do not understand Somewhat Maosthy Completely
ot all wery well understand understand understond
1 ; 3 " g
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- @frﬂ : See annotation p. 6 of Baseline YE"ur 3
Patient Mumber: Patient’s Initials: — —

ifa ¥ patent ¥

Kansas City Cardiomyopathy Questionnaire (KCCQ) (continued)

12 Over the past 2 weeks, how much has your heart failure limited your enjoyment of life?

t hos extremely |t hos limited my It hos moderately [t hos slightly 1t has not limited
mited my enjoyment of lite limited my imited my my enjoymeant of
enjoyment of lite quite a bit enjoyment of lite  enjoyment of lite ife at al
1 2 3 4 5
. v
13 If you hod to spend the rest of your life with your heart fallure the way it is right now, how would you feel about this? >
Mot at all Maostly Somewhat Mostly Completely -
sofistied dissofistied satisfied safistied safistied —
m
1 z 3 & 5
=
-1
14 Over the past 2 weeks, how often have you felt discuurnged or down in the dumps because of your heart failure?
felt that way felt that way occasionally rarely felt never felt :
all of the time maost of the time  telt that way thot woy that way -
1 2 3 4 5 b |
"
15 How much does your heart failure affect your lifestyle? Please indicate how your heart failure may have ~
limited your participation in the following activities over the past 2 weeks. :
|'|'.."\'*-.'lc ::l'iul:ﬁ' one !:'::A. O B I| I'I:'.l a
Limited Did Mot Does Mot Apply :
Severely Quite Moderately Slightly Limit af or Did Mot Do for
Activity Limited a Bit Limited Limited All Other Reasons -
-
Hobbies, recreaticnal
o ~
achivities: 1 2 1 4 N s ;
Intimate relationships
with loved ones: : A ; 4 . .
Visiting family or friends
out of your home: 1 2 1 4 5 s
Working or doing
househald chores: 1 b . 4 5 s
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See annotation p.7 of Baseline

Year 3

Patient’s Initials:
At mads lost

Fotient Mumber:

at

T potenl ¥

Beck Depression Inventory (BDI)

This questionnaire consists of 21 groups of statements. Please
read each group of statements carefully, and then pick out
the one statement in each group that best deseribes the
way you have been feeling during the past one week,
including teday. Check the bax beside the statement you

have picked. If several statements within a group seem to
apply equally well, check the highest numbered box for that
group. Be sure that you do not choose mare than one state-
ment for any group, including item 14, Changes in Sleeping
Pattern and item 18, Changes in Appetite.

1 Sadness:
o | da not feel sad.
|y feel sad much of the time.
[, 1'am sad all of the time.

3 | am 20 sad or unhoppy that | can't stand i,

2 Pessimism:
o | am not discournged about my future,
, | feal mare discouraged about my future than | used io be.
2 | do not expect things to work out for me.

|| I feel my future is hopeless and will only get worse.

3 Past Failure:
[, I da not feel like a failure.
| hirve failed mare than | shauld have.
2 A | look bock, | see a lot of failures.

2 | feel | am o fotal failure os o persan,

& Loss of Pleasure:
— | get as much plensure as | ever did from the things | enjay.
|, I dan’t enjoy things as much os | used to.
2 | get very little pleasure from the things | used to enjoy.

3 | can't get any pleasure from the things | used fo enjoy.

5 Guilly Feelings:
o | dan't feel particularly guilty.

, | feel guiliy over many things | have done ar should hove dane.

| |; I feel quite guilly mast of the time.

[, I feel guilty all of the fime,

& Punishment Feelings:
o | dan't feel | am being punished.
[ feel | may be punished.
o | expect to be punished.
|| I feel | am being punished.

7 Self-Dislike:
||y [feel the same about myself os ever.
: :| | have lost confidence in myself
. | am disappainted in myself.
5 | dislike myself.

8 SelfCriticalness:
o | don't criicize or blome myselt more than wsual,
, am mare erifical of myself than | used to be.
|y | crificize myself for all ot my faults.

[ ], I blome myself far everything that happens.

9 Suicidal Thoughts or Wishes:
o | don't have any thoughts of killing mysalf.
, | have thoughts of killing myself, but | would not
carry them aut.
|y l'would like fo kill myself.

: :1 | wiould kill my‘self it | had the chonce.

10 Crying:
|_lg I dan’t cry any mare than | used fo.
||y lery mare than | vsed to.
o | cry over every lile thing.

N feel like erying, but | can't.

11 Agitation:
' .,:, | am na mare restless or wound up than usual,
, | feel more restless or wound up than usual.
5 | am o restless or agitoted that it's hard to stay stil,
5 | am o restless or agitoted that | hove to keep

maving or daing something.

12 Loss of interest:
o | hove nat last inferest in other people or acfivifies.
:I | am less inferested in other peaple or things
than befare,
5 | hove lost mast of my inferest in other people or things.

5 IF's hard to get inferested in anything.
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-

Beck Depression Inventory (BDI) (continued)

13 Indecisiveness:
o | make decisions obout oz well as aver.
, | find it mare difficult to make decisions than usual,
|, I hove much greater dificulty in making decisians
than | used fa.

2 | hove frouble making any decisions.

14 Worthlessness:
o | do not feel | am warthless.
, | don't consider myself as worthwhile and useful oz | vsed to.
5 | feel mare worthless as compared to ather people.

||y I feel utterly worthless.

15 Loss of Energy:
- -,:, | hove as much energy as ever.
y | hive less energy than | used fo have.
5 | don't have enough energy to do very much.

1 | don't have enough energy to do anything,
16 Changes in Sleeping Pattern |check caly ane):
|y | have not experienced any chonge in my sleeping poftern.

1o | slEep somewhat mare than vsual.

1 | sleep somewhat less than uswal,

2. | Hleep a lot more than usual,

o | sleep a lat less thon usual.

1. | sleep most of the day.

ap | wake up 1-2 hours early and can't get back to sleep.

17 Irritability:
||y 'am no more irritable than vsual.
: :, | am mare irritable thon wswal.
o | am much maore irritable than usual,

o | am irritable all the fime,

Productivity Assessment

See annotation p.8 of Baseline

Patient Mumber:

Year 3

Patient’s Initials: ___

wfa B T patent ¥

18 Chﬂng&s in .ﬁ.ppei'rl'a {chack anly ane):

o | hove not experienced ony change in my oppefite.

1o My oppetite is somewhat less than vsual.

11 My oppetite is somewhat greater than usual,

2 My appetite is much less thon betore,

1, My oppetite is much greofer than vsual.

30 | Pove no appetite of all,

1 | crove faod all the time,

19 Concentration Difficulty:
o | con concentrate as well as ever,
; | con't concentrate as well as vsual.
; It's hard to keep my mind on anything for very lang.

5| find | con't cancentrate on amything.

20 Tiredness or Fatigue:
o | om na mare tired or fatigued than vsual,
1 | get mare fired or fofigued mare easily than usual,
; | am too tired ar tatigued to do a lat of the things
| vsed fo do.
5 | am toa tired or fatigued to do mast of the things |

used to da.

21 Loss of Interest in Sex:
o | hove nat noficed any recent change in my
inberest in sex,
; | om less interested in sex thon | used to be.
o | am much less interested in sex now.

5 | have lost interest in sex completely.

v
P
-
m
4
-y
w
m
F
“
]

~
m
v
o
~
-l
“
o
~

See annotation p.61 for OUTPUT2

1 How many days have you lost from work and/or your usual adtivities in the past 30 days due to problems with your health?

______ __days

2 Check one of the following to indicate your current employment status:

||, Employed/self-emplayed fulktime {> 30 hours woak)

- -! EIT||:||D:,'EC| partfime [speciy hours per week):

|3 Student

, Homemaker

5 Velunteer

 Disabled

7 Unemployed

g Retired

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

HEACTIOMN_YRI_ 1.2 1aJUN003

2003 DCRI ~ Confidential

CRF. poge 105

CRF ANNOTATION VERSION 6.0_11May2004



b

Physical Activity Questionnaire (PAQ)

We are interested in finding out about the kinds of physical
achiviies that people do as part of their everyday lives. The
questions will ask you about the time you spent being physi-
cally active in the last 7 days. Please answer each question

Patient Mumber:

See annotation p.12 of Baseline

Year 3

Patient’s Initials:

ila ¥ patient ¥

even if you do not consider }fnurself to be an active person.
Please think about the activities you do ot work, os part of
yaur house and yard work, to get from place to place, and in

your spare time for recreation, exercise or sport.

Think about all the vigorous physical activities that you did
in the lost 7 days. Vigorous physical activities refer to activities
that take hard physical effort and moke you breathe much
harder than nermal. Think enly about those physical activities
that you did for at least 10 minutes ot a fime.

1 During the last 7 days, on how many days did you do
vigorous physical activities like heavy lifting, digging,

aerobics, or fast bicycling?
days = Continue to question 2.

oR i vigarous physical octivities = Skip to question 3.

2 How much time did you usually spend doing vigerous
physical aclivities on one of those days?

minutes per ag

or | | Don't know/nat sure

Think about the time you spent walking in the last 7
days. This includes at work and at home, walking to frav-
el from place to place, and any other walking that you

mighl do solely for recreation, sport, exercise, or leisure.

5 During the lost 7 days, on how many days did you

walk for at least 10 minutes ot a time?
days = Continue to question &

ok || Mo wolking = Skip to question 7.

6 How much time did you usually spend walking on

one of those days?
minutes per doy

R [on't know,/not sure

The last question is about the time you spent silfing on

Think about all the mederate physical activities that you
did in the last 7 days. Moderate activities refer to aclivities that
toke moderate physical effort and make you breathe some-
what harder than normal. Think only about those physical
activities that you did for ot least 10 minutes at a fime.

3 During the last 7 days, on how many days did you do
moderale physical activities like carrying light loads,
hicy:ling at a regulor pace, or doubles tennis? Do not

include walking.
doys = Continue to question 4.
ok || No moderate physical odfivifies = Skip fo question 5.
4 How much time did you usually spend doing moderate
physical aclivities on one of thase days?

Minutes per day

ok Dion't know,/not sure

weekdays during the last 7 days. Include time spent at
work, at home, while duing course work and during
leisure fime. This may include time spent sitfing at o desk,
visiting friends, reading, or silfing or lying down to watch

television.

7 During the last 7 days, how much time did you
spend silting on a weekday?

NoUrs per oo

Ok Daon't know/not sure

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

HEACTRON_YR3_LE_GJUNZ0OS

2003 DCRI — Conlidential

CRF ANNOTATION VERSION 6.0_11May2004

WHdO0d LUd4O0d3d~-473S LN3II1lVd

CRf. poge ]O'ﬁ



%@@ﬁﬂ@m See annotation p.24 of 3-Month Yeur 3
Paotient Mumber: Patient’s Initials:
3 potiant ¥ Rl middle ot

Medical History

1 Current NYHA heart failure class jchedk andy anej: | | v

2 Current Canadian Cardiovascular Society (CCS) angina class {check only onal: Mo angina i I v

Current Medications

Check “Mo” or “Yes"; if “Yes", provide the total daily dose.
1 Loop diuretic: | |, Mo
; fes = If Yes: Check only one and provide the tetal daily dese:
y Furosemide: mg 5 Toremide: mg

. Bumetonide: mg g (Dther, [specify): mg

Check “Mo” or “Yes" for each medication.

2 Spironolactone: ... g Mo , Tes 16 Calcium-channel blocker: ... o Mo ; Tes
3 Eplerenone:. o Mo ; Yes 17 Insuling o o Mo ; Yes
4 Mon-loop divretic: ... o Mo ; Yes 18 Glitazone: ... ..o o Mo ; Yes
{excluding aldosterone anloganist]

19 Other oral diabetic agent: ... o Mo ; fes
3 Pobassiom: ... o Mo ; Tes

20 Thyroid replacement: ... o Mo ; Yes
6 ACE inhibitorz ... ... ... g Mo ; Yes

21 Selective serctonin
7 Angiotensin receptor blocker: ... o Mo , Yes reuptake inhibitor: ... o Mo , fes
8 Betablocker ... ... g Mo , Tes 22 Tricyclic antidepressant: ... o Mo ; fes
O Aspiring....oo o Mo ; Yes 23 Other antidepressant: ... o Mo ; Yes

(excluding 55815 and TCAs)

10 Antiarrhythmie:................ o Mo , Yes

24 Antipsychotic: ... o Mo ; fes
11 Lipidlowering agent: ... g Mo , Tes

25 NSAID: s o Mo ; Yes
12 Clopidogrel: ..o o Mo ; Yes

26 COX-2inhibitor: ... ... p MNa , fes
13 Coumadin:... ..o o Mo ; Yes

27 Sildenafil: ... ... o Mo ; Tes
14 Digoxin: ... g Mo , Tes
153 Mitrabe: ..o o Mo ; Yes

Reserved for potential new drugs. Do not complete unless instructed by the Duke Clinical Research Institute [DCRI).
28 Other: o Mo , Yes

29 Other: o Mo , Yes
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See annotation p.17 of Baseline except PATINS, SIG

e m

Year 3

Patient’s Initials:

pabant #

Quality of Life—Reason for Missing Data

A

Y

Are all quality-oflife forms complete? | | Mo — If No: ; Fatient died

; Fatient retusad

5 Fatient withdrew consent
4 Folient missed visit

5 Falient sick

ag ther

6-Minute Walk Test

1 Did the patient attempt the &-minute walk ot this visit?

o Mo = If Mo: Specif}f primary reason:

Fatient wos too crificalky il

Fatient cannct walk for technical reasons (e g.. 0 palient who is on omputes)
Mot done due to oversight

Fatient retused

Fatient died

Fatient withdrew consent

Fatient missed visit

, fes =+ If Yes: Date of é-minute walk: )

Start walk time: :
00:00 o 2357

Total distance walked: , Feet o Meter]s|

Did the palient experience any of the following symptoms? (chack o that apphy)

Mone Angino light-heodedness Syncope

Borg Ratfing of Perceived Exertion (RPE) Scale:
[6-20)

2 Were the QOL instruments completed before or after the &-minute walk? Check only one: \Befare

3 = 30 mins affer
5 J0-60 mins after

4 = 60 mins after

AT
HEACTRN
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This is a repeating page

Dﬂ First page should have page rep 0
, @ne Yeor 3
See annotation p.29 of 3-Month

Patient Mumbser: - Patient’s Initialss

it ¥ T potent # Al madde lost

Telephone Log

1 Dateofeall:

dap [ yor
Since the last coll, how many fimes has the patient’s provider been contacted due to changes in the patient’s
health/symptoms |ircluding contects initicted by patient, pafient’s fomily/friend, study persannel, and/or exercise trainer]?

contocts —+ I = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increasas:

Diuretic dose decreases:

Exertise Training Group: Is patient performing the training as prescribed?
o No = If Na: Indicate primary reason code*:

, Yes

Usuval Care Group: s patient performing physical activity (farmal or nonformal]? :,:, No |  Yes

2 Dateofcall: o

day [0 e
Since the last call, how many times has the patient's provider been contacted due to changes in the patient’s
health/symptoms (including contocts inftioted by potienl, poient's foméyfriend, study personnel, and/or exercise frainer]?
contocts —+ If = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increasas:

Diuretic dose decreases:

Exertise Training Group: Is patient performing the training as prescribed?
o e = If No: Indicate primary reason code ™

) Yes

Uswval Care Group: Is patient performing physical activity (formal or nonformal]? .,:, Na | | Ves

3 Dateofcall: o

day ek or

Since the last call, how many fimes has the patient’s prcm'dar been contacted due te changes in the potient’s

health/symptoms [including condocts inffialed by polienl, polient's foméyfriend, study persannal, and/or axercise frinar]?

contocts —+ I = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exertise Training Group: Is patient performing the training as prescribed?
o No = If Ma: Indicate primary reason code™:

) Tes

Uswval Care Group: Is patient performing physical activity (formal or nonformal]? .,:, Mo | | Ves

*See choices on opposite page.
If mare than 3 telephone calls were completed, complete an Additional Telephone Log form.
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CONTEXT
PROTOCOL = HFACTION NODATA<ZYES>

SUBJNO Patient’s InrllullNITI_Al__S__

Patient Number: e e
site ot ¥ Mo ity st

,'%’ ﬁ@fﬂ@m STIDYBOOK S DA FORShudy Completion/Death

Study Completion

DEATHL

DEATH(

and/or brief summary deseribing the out-ofhospital death £g58 rapo

1 Did the patient complete the study? COMPLETE<ZYESNO> STUDCOMP (TYPE 1)
o Mo = If Mo: Reason jcheck anly ane/: NOCMPREA<I:3><ACCOMP>
l Patient lost to follow-up DCRI MedDRA
2_! Potient withdrew consent MEDRCODE<V:8>,CONFLVL4V:2>

é Patient died — Complete section below and submit the discharge summp r%(‘/ R}f% \H00> MATCHEB<V:4>

PERMOTH<ZYES> =" il e =

W%%EMMP Inpatient OR Cutpatient DEATH (TYPE 1)

, Yes CODER<V:20>
2 Did the patient have a permanent disability related to study infervention® ERMDIS<[:3><ACDIS> ERI\/I\ YES>
8 Ma ZNA, patient in the Usual Care group 1, Yes =+ If Yes: Check all that apply: Muzsculoskeletal

Strcke PERMSTRO<ZYE$>

DEATHDT DCRI MedDRA

2 Date of death: /
palts: e —— e MEDRCODE<V:8>,CONFLVL<V:2>

AU §.§<%F£Elﬁchnck - MEDRTEXT<V:100>,MATCHES<V: 4>
¥ WORKFLOW<V:5>

1, Cordiovoscular death —+ Check unhr one: DEACARD<I:3><ACCREA> coDETM

DCRI Me
MEDRC(
MEDRTX]
>
WORKFY
CODET
CODER?2

HDRA 1%udden death CODER<V:20>

D2<V:8>,CONFLVL2<V:2>

) .
IT2<V:100>,MATCHES2<V:4 Pump failure

tal myacordiol infarction

W2<V:5> A cva
2
V:20>

CVPROCSP<V:100>
celated death — Specify:
OTHCVSP<V:100>

5 Cardiovascular proce

9g Dther cordiovascular death = Spaciﬁr:

2 o Mon-cordiovasculor death — Specihr: NONCVSP<V:100>¢—_

4 Woaos on outopsy performed? WORKFLW3<V:5>

CODETM3
Was death the direct result of exercise training jduring or within three hours ofter froining|# CODER3<V:20>

1 DCRI MedDRA
3 |3 Unkncwn MEDRCOD3<V:8>,CONFLVL3<V
MEDRTXT3<V:100> MATCHES34V:4
,No [, Yes AUTOPSY<ZYESNO> 3<V:100= MATCHESSqV:4>

2>

0 No DEATHEX<I:3><ACDTH>
o

11|, Yes = If Yes: Please fax this page within 5 days of knowledge of the patient's death to DCRI Safety Surveillance
at [919) 668-7138 and provide a brief narrative of the event. DEATHSM1<V:200>no verification

:2 :! Linable to determine

Investigator’s Signature

| have reviewed and found all the case report form data pertaining to this patient to be cumplﬂa and accurate,

DEATHSM2<V:200>n0 verification

DEATHSM3<V:100>no verification

See annotation p.17 of Baseline
Principal Investigator’s signalure: Date: ____/ _____ /
day e e
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PROTOCOL = HEACTION NODATA<ZYES> CONTEXT
(=)JSTUDYBOOK = DATA_F :
: (UL UOYBOOK = DA TA-FCéFdiovascular Event Form
This is a repeating page Potient Number: SUBJNO Patient’s Initiall V| TIALS
VIS Tal e s First page should have page rep 0 ek pavent ¥ Wi i b
Visit: |1 3-Month 2l 6month  [39-Month  [412Month 5] 15Manth CARDVIST (TYPE 4)
6 1 8-Maonth 71 21-Month 8| 24-Maonth 9 Year 3 10 Final

Complete the first item of EACH section for ALL patients.
Congestive Heart Failure (CHF)

1 Did the patient experience a worsening of congestive heart failure? CHFEVENT (TYPE 4)
o Mo 1 Yes = If Yes: Date documented: ___ _WCHEDT ./
WCHFEVNT<ZYESNO> e "~
2 What evidence was there of worsening congestive heart failure (chack &1 hatem# YES> WOTHER
WFATI_GU'.EGrsening,.-"increusing fatigue WEARdiREdinal distress | Peripheral edemo WEDEMA || Other
WDYSPNE’)«%an{: Elevated VD \\/ 3D | Ascites/hepatomegaly/hepatojugular rethy A HH
WARTHO P rthopnea WRALES._| Rales Renal hypoperfusionfworsening renal function \WRENAL
3 Wasthe patient treated with intravenous diuretics? g Mo ; Tes . TREDIUR<ZYESNO>
4 'Was the patient treated with intravenous inotropic agents? g Mo , Yes TREINO<ZYESNO>
5 Was the patient treated with an intravenous vasodilator? g Mo , Yes TREVASO<ZYESNO>
& 'Was there significant augmentation [50% increase) of oral therapy? | | Mo , es TREORAL<ZYESNO>

Send copy of the Hospital Discharge Summary.

Myocardial Infarction (Ml)

1 Didthe pohient experience a m'_mcurdiul infarction? MIEVENT (TYPE 4)

o Mo ) Yes = If Yes: Date documented: ___ MIDT o
MIEVNT<ZYESNO> e -
2 Was the clinical presentation consistent with an MI? || Mo ) Yes CLNCALMI<ZYESNO>
3 Were there ECGs done? | | Mo , ez = If Yes: Send copies of ECGs surrounding the event.

Send copy of the Hospital Discharge Summary, > 2 -oNO>

CKTIM__ om Mat doneCKND<ZYES>

et D000 o F5F

& Peak CK: Date and time: ___PEAKCKDTy___
i manth

VAIYAL<F:9:3> [Ty 1yslonU/Lormiu/m.  [2apkayl  CKUNIT<I:3><ACPKCK>
ULNCK<F:9:3>

Upper limit of normal value:

5 Pook CK-MB:  Date and fime: ___PKCKMBDT ——  CKMBTM .\ ] ot do@KMBND<ZYES>
oy pm—ri i 00,00 to TI5F
C}éf ByYAL<F9:3> il S U/ ml 121 L L L
alwe: JLor UAL or mil/m mog/L ok g/l of ng/m CKMBUNIT<I:3><ACMB>
ot pekaty/L 4 B

Upper limit of normal value:

6 Peck Troponin: Date and fime: . _Fil?Il_?Q_P_DI,__ ——— JROPIM_ o Mot done TROPND<ZYES>
manth v DO fa 2355
<[:3>< > <F:9:3> <|:3>< 3
TROPTYPE<I:3 ACEQE%PD"I}' one: [ Troponin | T@{&F;}/éi _Iff._S_ ng/ml oa [} 2o hROPUNIT<I:3><ACTUNT
2Tropanin T 2 MNegative
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SUP
CA

BRAD

No OTHEVENT (TYPH
0
| fes— If Yes: Date documented: S—I—_.ROKEDT/
dhay reanth sl
STRKTYPE<I:3><ACSTK>
Classificalion (check ordy anef: | 1, lschemic 2 Hemaorrhagic OGe Unknown

@Dﬂ Cardiovascular Event Form

Th|s is a repeating page

Paotient Number: Patient’s Initials:
First page should have page rep 0 ot FveT rrgierryrigren

Unstable Angina

Did unstable angina occur? JANG<ZYESNO> UNSTANG (TYPE 4)
p Mo
UANGDT
| 'fes = If Yes: Date documented: - S

Serious Adverse Arrhythmias/Cardiac Arrest

Did the patient have any serious adverse arrhythmias, including cardiac arrest? SAARRH (TYPE 4)
< >
; NeSAA<ZYESNO SAADT
| fes— If Yes: Date documented:
doy oo FwaT

Check “Mo” or “Yes” for each:

ENTTACH<ZYES{{ined ventricular tachycardia > 30 seconds: .| pNa ; Yes
VENTFIB<ZYESNe&htricular fbrillafion: ... | PG ) fes
TACH<ZYESNO> Supraventricular tachyeardia with rapid ventricular response > 30 seconds: ... | | Na ; Yes
RREST<ZYESNOTardiae arrest:. oo | N ) Yes
CRD<ZYESNO>Bradycardia jheart rafe < 50, symplomatic and not fel to be related fo medicafion).. ... | g NG  Yes

Did a stroke cccur? STROKE<ZYESNO>

Send copy of the Hospital Discharge Summary, reports of any €T and MRI scans and neurolegical consults dene.

Transient Ischemic Attack (TIA)

Did a transient ischemic attack occur? TIA<ZYESNO>

p Mo

TIADT
| fes = If Yes: Date documented: i

day oo FwaT
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This s a repeating page NODATA<YES> CONTEXT

et e Supervised Exercise Training Worksheet
@E@@%OOK DATA FORMs  For Cardiac Rehabilitation Proggggls

INI
FO R M TRAI N WKS H EEInI‘ Humber: SUBJNO Patient’s Initials:
1.{@. * pﬂﬂ‘hl ” Al middly bt
ESSNUMB
WKSHEET (TYPE 4)
[l 36 of the inifial supervised iraining sessions)
TRAI \|V|S<| 3><A( “TRAN> 6
OR Visit |1 &-Month 2 | 9-Manth 3 | 12-Manth | 4 15Manth | 5 18-Manth 21-Maonth 7 24-Manth
27-Maonth 930-Month 10 33-Month 11 | Year 3 1239-Month 13 42-Manth 14 5Manth 1Final
{Prodocod requires supervised excrcise froining sessions do be held once every three months, beginning of month &)
ADDSESS<ZYES>

OR Ecﬁnnul supervised session {per MO discrefion)
Visit date and time: __]RAMD_TI___ — ——____TRAINTM

day v 0000 b 2257

1 Weight: TWEIGHTSMO:8% | Lkg TWTUNIT<ZWGTU>
THRMIN<I:3>  THRMAX<I:3>

2 Training heart rate range {awsigned by CPX Core Labj: for bpm
TRPEM|N<| 3> TRPEMAX<I:3>
ok RPE target fraining range (if applicarble)
3  Resting heart rate: RESTI—H§<I 3>
4 Resting BP: EP_SY_S?L?:_TBPDIA<IZ3>
ryviciic diminkc
5 Warmup: | |, Ye: ; No - WARMUP<ZYESNO>
6 Exercise(s| performed (check all that applyl: FREEWALK<ZYES}
TREADZY Freadmill exercise Bicycle exercise' BIKE<ZYES> || Free walk exercise
Total exercise duration: Total exercise duration: Total exercise duration:
TREAIDDUR<F:9: s s wa
_U__ m?n‘?)} — BIKEDUR<F:9:3> ——min" " WALKDUR<F:P:35
spEefuNTSPeed: _-IN_CI"_"'IIT\II"ESFPEEE<F:9:3: BIKEWAHE<b8>__ _BIKEKP Mg i Heart rate: _VWALKHRgh3»
<I:3>ACSP it T : _BIKEHR <t At 2
Temph Hicline: % Heart rate: _ BIKEHR<hi@#' Borg RPE: I‘@Rf?éﬂ 35
2=km/H Heart rate: __ TREADHR=|:3> Borg RPE: _BIKERPRE:3>
Borg RPE: _gRedbRiPE<I:3>

* For special arcumslances moking megsurement of farged heard rade imvalid, record RPE range.
** Todal exercise duration does nat include fime for warm up ond cool down.
TRecumbent bike allowed only dwing 12 2 weeks of irgining unless prescribed.

*Heart rate showld be obdained using Podar hear! rofe mondor.

AII

TDY

=

ARRH'

7 Cool down: g Yas . Ma COOLDOWN<ZYESNO>

8 Did patient achieve and maintain fraining heart rate? | | Yes ; Mo = Record reason below. GETTRHR<ZYESN(
9 Did patient achieve exercise duration? | | Yes | |, No = Record reason below. GETTRDUR<ZYESNO>

'ZY:HEIE'; did not achieve and maintain training heart rate or exercise duration, check all that apply to indicate the reason(s):
TANGlMﬁgmu | ICD dikHoRe Leg fafigue TLEGFAT Lack of mativation TMOTIV
SP [] Dysprea Presﬁ?&ﬁ%ﬂ:ﬂpe Fatigue TFATIGUE | Exerciserelated fall or injury TINJURY

Arrivythmio | Clovdicoficn Musculoskeletal complaint Hypoglycemia THYPOGLY
TCLAUD TMUSC TOTHER| Gither {piease specifyl: _ TRAINSP<V:100>

Cardiac Rehab Staff Signature: REHABSIG<ZYES> Facility Name: FACILNAM<V:50>

Cardiac Rehab Staff:

Batch in sets of 3 and forward or fax completed forms to: CORDSIG=ZYES>

Sy Coordmoier ond’ fox numbar

HF-ACTION Study Coordinator: Submit a copy of each completed worksheet to the DCRI with the CRFs.
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1 Date of call:

This is a repeating page

,“%’ ﬁ@fﬂ@m | Additional Telephone Log
See annotation p. 29 of 3-Month

Fotient Mumber: - Patient’s Initials:

aak | potentd

Al madds bt

Telephone Log

-

dap rech poor

Since the last call, haw many times has the patient's provider been contacted due te changes in the patients

health/symploms [including condock initialed by patient, palient’s fomdyfriend, shudy persannel, and/or exercize frainer|?

contocts — = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as preseribed?
o Mo =+ If No: Indicate primary reason code *:

; Mes

Usual Care Group: |s patient performing physical activity (formal or nonfermal]? :,:, Mo | | Yes

2 Date of call:

-

dap rech poor

Since the last call, haw many times has the patient's provider been contacted due te changes in the patients

health/symploms [including condock initialed by patient, palient’s fomdyfriend, shudy persannel, and/or exercize frainer|?

contocts — = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as preseribed?
o Mo =+ If No: Indicate primary reason code *:

; Mes

Usual Care Group: |s patient performing physical activity (formal or nonfarmal]? .,:, Mo | ; Yes

3 Date of call:

—

dap rech poor

Since the last call, haw many times has the patient’s provider been contacted due te changes in the patient’s

health/symploms [including condocks initialed by patient, palient's fomdlyfriend, shudy persannel, and/or exercize frainer|?

contocts —* I = 1: How many of the contacts resulted in:
Changes to medications other than diuretics:

Diuretic dose increases:

Diuretic dose decreases:

Exercise Training Group: |s patient performing the training as preseribed?
o Mo = If No: Indicate primary reason code™:

; Tes

Usual Care Group: s patient performing physical activity (formal or norfermali® | [ Mo | ]| Yes

*See choices on opposite poge.
If more than 3 telephone calls were completed, complete an Additional Telephone Log form.

WHITE and YELLOW — Duke Clinical Research Institute + PINK = retain at site
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This is a repeating page

PROTOCOL = HFACTION NODATA<ZYES> CONTEXT

FORM= MISSED VISIT
SUBJINO

e

ite "~ putient #

Potient Number: - R Patient’s Initials: S

°"STUDYBOOK = DATA_FORMS Missed ViS" Form

INITIALS

1t made o

Cnmphte one form per missed visit.

INSTRUCTIONS: Complete this form only if the pafient missed an entire study visit but is confinuing in the frial. MVISITFM [TYPE 4)

Missed visit [check only oncj2 MISSVIS<I:3><ACMISS>

1 3.Month 3/ 9-Month S 15:Manth 71 21-Manth gl Year 3

2 | &-Maonth 4 12-Menth 6/ 18-Manth 8| 24-Manth

HF-ACTION Study Coordinater: Submit the original of each form to the DCRI with the next batch of CRF pages.
Maintain a copy in the patient’s CRF binder in place of the monthly visit pages.

Note: A missed visit form may not be submitted for the final visit.

Complale and submit the fu||uvdng if the paohent withdraws consent (verbaliy or writien), the pahient dies, or when the
study is complete:

» Final Visit, pages 113-124 and

# Study Completion/Death, page 127,

HEACTION V_11 1102003 2003 DLRI — Confidential Missed Visit Ferm

CRF Annotation Version 6.0_11May2004



This is a repeating page VISITDT CONTEXT

,& grieon Exercise Training Prescription Form
Al PROTOCOL=HFACTION  \opara<zves> Follow-up Prescription

STUDYBOOK=DATA FORMS
FORM=FU PRESCRIP Pafient Mumber ___ ___ -S_U§'P_ Patient's Initials: ETA_LS

Dear HF-ACTION Study Coordinatar:

After recent communication with o studchy staff member from yaour site about the potient indicated abave, it was defermined that

the potient’s fraining intensity needs to be modified. ETPCHG(Type4)
1 Date: __;’_EIFEFXD_T__
doy — yoor

. L PRHRMIN<I:3>PRHRMAX<I|:3>
2 Prlurh'mmng|n’ren5|r}r: ta pm

R
PRRPEMIN<I:8> PRRPEMAX<I:3>

= RPE
RVHRMIN<I:3> RVHRMAX<I:3>
3 Revised training inte nsity: to bpm

OR
RVRPEMIN<I:I%D> RVRPEk\éIéAX<I:3>

& Reason for modification: MODREAS<I:3><ACMODR>
[check anly an=)
1 Change in beta blocker
2 | Other medication change
8] Atrial fibrillatian

4 | Atrial Avenfricular ectopy
98 Other fsmeciy: MODREASP<V:200>

Instructions

Site Study Coordinator:  Please notify the patient and your exercise training staff of the above medifications.
Alse, maintain o copy of this Fcullow-up prescriphion form in the patient's study records.

HR €emplionce Core Lab: Please fax completed form to DCRI of 919-668-7 100,

CRF Annotation Version 6.0_11May2004

CRF page 134.

HFEACTION V1.0 150CT2003 2003 DCRI — Confide ntial Exercise Training Prescription Form
Follow-wp Prescriplion



This is a repeating page
First page should have a page rep 1

REVT

CTIoN
Enter this poge
<[:

PROTOCOL=HFACTION FORM=HOSPFORM

STUDYBOOK=CEC
Endpoint Classification-Hospitalization

SUBJNO INITIALS
PotientMomber - Pakent'sInifds
><ACREVU> a & P'"‘""* i mdde ind
Review type: ] | Committes members D | Fellow 3, Coordinater 4, Commites mesting 5 |, Full committ==
PR 1 Rerevizw REVIEW1(TYPE 4

Review codes: #CECODBRI1<[:2>CECODER2<I:2>

tn:lpnint Classification Hospitalization Ferm

Released code CECODER3&®[:2>

CECODER4<I:2>

1 Date of hospitalization: ____  CECHSPDT CECHOSP (TYPE 4
dgy rmasn =T
2 Primory couse of hos pitalization chest onfy ona )2 3 Events that occurred gyring the hospitolization:
1 L} Wars=ning heart filrlo ECHSPCA<I:3><ACCAU$> 31 Didan =pizzd= of wors=ning heart failurs occur ggrpg the
2 L Unetakle engina hezpialization® CECHSPHF<ZYESNO>
3 Ly Myczardial infarction DNUMBHOS<I:6> o Mz DNUMBCHF<I:6>
4 ||y Cardicvascular procedurs : y Y22 =+ [F ¥z Dok occurred:
51y Resuscilaied cardio: arre st _-;q_CECE;E'EDI e
6 |y Arrhythmia (chock only ons - '
) . 3.2 Did a myscardial inforchion sczur gyring the hospitalizolion?
Alrial: ARRHTYPE<I:3><ACATYP>
e CECHSPMI<ZYESNG@
1 i i ’ :
2' Surjlrm::n.rrrzllﬂur .1\:|-:.|T;.'-:n:|'d|u , Y22 =+ [ ¥z Dok occurrad: DNUMBMI<I:6>
|| Arial fibhllaiion/atrial Rutier _ _GECMIDT ———
= niricular: dq == =
3| | ¥aniricular jochycardia 4.3 Did a sroks occur during the hospitalization?
i ilkasi HMdCECHSPST<ZYESN
4] |Werdricular fibrilksion s NdCECHSPS SNQ DNUMBSTK<I:8>
Conduction dissrdar: |y Y= = IF Y=z Dok occurred:
5[ | Brodhcardia ‘;rG E%S.B'LDT:;'—
6/ | Heart block
71| Sick sinus nods syndrome
7L Oither cardiowazseular (cheok ony ong
1 [} €A i) OTHCVTYP<IL:3><ACOTYP3
2 |_L, Transi=nt izche mic attack
3 ||, Vaszular: Peripheral voscular dissose
4 4 Presyncops
) 5 S ncops
6 4 ““hzst pain
; » Hypoknsicn
g Hyp=riznsion
9 LTV drugs
10__le ¥ proc=durs r=lated complication
08y Dther
8 |y MentCardicwazzular
Additional dota needed or rotionale: This is not entered
Reviewer [sguohos): HSPREVSG<ZYES> Dicrte: e HSPREVDT

HE ACROW CEC V2.0 2ARERR00

"CRF pafig 2.__
ENDPOINT CLASSIFICATION- Hospitulization, pog 2

CRF ANNOTATION VERSION 6.0_11May2004



PROTOCOL=HFACTION CONTEXT NODATA<ZYES>
STUDYBOOK=CEC

alon FORM= DEATHFORM Endpoint Classification-Death
%’ SUBJNO INITIALS

Enter this poge Pationt Mumbsr - Pakiert's Initidls:

i midde imi

i ¥ pmr ¥
RE:\ﬂwfﬁﬁ?£:§><ﬁE§1ﬁw%tmbcm = Committes mesling e Ful commitiz= o QA » F:J%E:\:{IEW].(TYPE 4)

&ECODER3<I:2> CECODER4<lI:2>
Peleased codex: 3 ___ __ #__ _

CECODER1<I:2> CECODERZ2<I:2>

Review codes: #

Death Form

CECDTHDT _
1\ Dateofdeath ;. ;. DNUMBDTH<I:6> | CECDEATH(TYPEA4)

day mash o

2 Couse of death jded ontr onal: CECDTHCAKI:3><ACECDT>
:!' , Cardicwaseular Death

{ chaack oy cumal

CECCVDTH<I:3><ACCREA>

1), Sudden death
2, 2 Pump Failurs
Z’: 4 Fohal myocardial infarchion
L 4 I:“JI-E\
ECPRCSP<V:100>
S Cardicwascular procedursr=lobed de=ath = Specify: CECPRCS 00
CECOTHSPIVI00>

98"
| g Dther cordizvazscular d=ath =+ Specify:

2 |, Mon-Cordiovosular Deadh = Specify: CECNONSP<V-100>

3 L, Urknown

Additional doto nesded or rationale: This is not entered
DEAREVDT
Reviewer (sgnofwa): DEAREVSG<ZYES> Dike: __;__._;'____
ot e
CRF page 1
HF_ACHON_CEC V2.0 2AFEEINY ENDPOINT CLASSIFICATION=-Doath, pog 1

CRF ANNOTATION VERSION 6.0_11May2004



&!/“\L‘h—ﬁet\g FORM = CPX_MISSED VISIT CONTEéTPx wo'.kshee'

REPEATING PAGE 2 .
PROTOCOL = HFACTIONCPX Mlssed VISII’

. SUBJNO oo e INITIALS
STUDYBOOK = CPX PAGEID = 999 Pofiont Numberi __ —_~ .  Patientslniticl:

This Form is being utilized to capture the primary reason a patient did not complete a protocol-specified CPX.
Please fill out this form for any patient whe did not complete a protecol-specified CPX due on or after 01 March
2007, according to the following instructions:

* If the patient was randomized on or after 01December 2006 and missed the 3-Month and/or 12-Month CPX

* If the patient was randomized on or after 01March 2006 and missed the 12-Month CPX

* If the patient was randomized on or after 01March 2005 and missed the 24-Month CPX CPXMISSV(TYPE4)

1 Date form completed: ____ FRMCOMBT e

doy mo ath vear

V. <|:3><ACPXMS>
2 Benchmark CEfénsilfSrMsssed%mékcw.&(‘.—E;: [2], 3menth

Z , 12-month
E]. Z4d-montt
NOCPXREA<I:3><ACNORE>
3 Reason CPX study did not oceur [dhedk anfy one):
D] Fatiant was too critically ill
EJ Patient could not walk /bike for technical reasons {e.g., @ patient who & an amputes, has physicel lmitations due fo stroke, efc.)
Ej Not done due to oversight
[L Patiant refusad
E‘j Fatient died
ELI Patiant withdrew consant For study
[I, Patient missed visit
E]R Patient only being followed by phone {e.g, patient who hes moved and can no longer come fo sfudy yists, patient refuses fo come in
for office vsits, efc)
Eg Fatient currently lost to kellowup
Blu Physician -ph'_ftx-.»lc gist decison

Please fax completed form to 1-919-684-4573

Annotation Final version 1.0_ 30 July 2007

HF-ACTION _CPX_Missed Visk_Vi0 124 JUL 2007 2007 DCRI — Confidential Mussed Visk



re S
Q, ‘aPR!)TOCOL = HFACTION CONTEXT  nopaa<zves>

sTUDYBOOK = DATA_ForMs  Post Final Visit Contact Form

PAGEID = 999 FORM= POST FV CONT%JQI Number: ___ __SEB-JEO_T DRSS Subject’s Initials: INI’.TIﬁMLS
sitm # whjed # ira evedle st
Post Final Visit Contact
INSTRUCTIONS: Complete this form if additional primary endpoint data is discovered following completion of the final visit {FV}
for any subject who hod not reached 4 years of trial participation at the time of his/her final visit.
NOTE: This form is expected for any HF-ACTION subject whose final visit was in December 2007 or January 2008 and who, ot
the time of that final visit, had not reached 4 years of trial parficpation. Please complete and fax this form to DCRI no
|ater than March 31, 2008.
<l:3>< >
ﬁc%ﬁhleHsgﬁePd 'éen Ysﬁwl\llzKed for any reason since the last completed study visit? POSTFVC (TYPE 1)
EIO Mo=+IFNo: Asof (date): ___ FOLILOWDT
dey mandh e
| Yas = If Yes: Number of hospitalizations: NMBRHOSP<I:3>
* Complete Additional Hospitalization form(s} and FedEx to DCRI Forms Management.
« Complete an additional end-of-study Rapid Report Form (RRF) and fax it to the EQOL group at
1-919-668-7051.
bgw Unknown
2 e nbieSHBARNERT NG
EI,,M: -+ f No: Dateofdeath: __ __/______/
day manth wear
Location of deathl@QGDEATH<I:3><ACINOT>
[__]J. inpatien
(2], Cutpatient DCRI MEDRA
CAUDEATH<I:3><ACDEAT> MEDRCODE<V:8>,CONFLVL<V:2>
' aUse of death (check only onel: CVDEATH<I:35><ACCREA> | MEDRTEXT<V:100> MATCHES<V:4>
[_l_], Cardicvascular death — Check only one: ’ WORKFLOW<V:5>
EI Sudden death CODETM
DCRI MEDRA CODER<V:20>
MEDRCOD2<V:8>,CONFLVL2<V:2> E]? Pump foilure
MEDRTXT2<V:100>,MATCHES2<V:4 E3 Fatal myacardial infarction
> A
WORKFLW2<V:5> e, kg _
CODETM2 EL':Gl"'jt"-‘-']Tu_".l“]‘ sumcedum-ralated death (speciy) CVPRODSPZV:100>
CODER2<V:20> @n Other cardiovascular death Tspeary OTHCVDSP<\/100>
12}, Noncardiovascular death (seschNONCVDSP<V:100>
[zl Unknown DCRI MEDRA
[L], Yas = K Yes: Last date known alive: fl:_ST_Ali/DI e MEDRCOD3<V:8>,CONFLVL3<V:2>
’ doy maonth year MEDRTXT3<V:100>,MATCHES3<V:4>
F3,, Unknown WORKFLW3<V:5>
CODETM3
CODER3<V:20>
Please fax completed form to DCRI Forms Management at
1-919-668-7100
HEACTION Post Final Visit Contdt_V1.0_13 NOV 2007 2007 DCRI — Confidontial Post Final Visit Contact Form

CRF ANNOTATION VERSION 7.0_06Dec2007
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