Persons using assistive technology may not be able to fully access information in this file. For assistance Fe-yaail/biolihbel eb.com. Include the Web site and filename i

- PROTOCOL = STICH ENROLL_DATA POPULATED BY CONTEXT
T BOOK = STICH | CTSITEPROC.RANDO_ENROLL s .
\)S I I@H RANDO_ENROLL.DCRI_DATE_TIME= II'II ICII EVGIUCI"IO“
NODATA<I:3><ZYES> ENROLL_DATA.ENROLLDT

Site Number: __— — Patient Number: __ Patient’s Initials:

Demographics and Vital Signs

; DEMOG (TYPE 1
1- Date OF bIHI‘I’DCED_ /ROB_,YJ_ /_DCEY__DOBDT 8. Eihnichy [::h—!n:k I).’ﬂ.}l (er,": L H\spomc ar LGTII’TO( )
B o T GENDERSZSEX><|:3> ETHNIC<STETHC><I:3> L, Not Hispanic or Latine
2, Sex: | |; Male D2 Female
WTUNTS<I:3> 9. Race (check olf that apRig ESs<|-3>
3. WEiQ‘WEE‘TLFﬁ> | |1 b | ‘2 kg<ZWGTU> : American Indian or Alaska Native AMINRACE
HTUNTS<_I:3>

i 9. ian ASINRACE
4' Hetghi.‘HEIGHT<F'9'3> |:|] in L lem <ZHGTU> Asian . .
BPSYS<I:3> BPDIA<I:3> L Black or African American BLKARACE
5. Blood pressure: mm Hg __ Native Hawaiian or other Pacific Islander NHPIRACE

sysfalic digstolic — )
6. Pulse: ______ bpnPULSE<I:3> — White WHTRACE
CURSTAT<STSTAT><I:3> _ | Other OTHRACE
7. Current status: | |, Qutpatient [ |, Inpatient COUNTRY GRP (1=U.S.; 2=Europe; 3=Other)

Medical History

CCSANG<STCCSC><I:3> . - - M.EDHWS{]&TYPE].{J
1. Current Canadian Cardiovascular Society (CCS) angina class (check only ond): || No angina |IZ Bk i
2. Current NYHA heart failure class (check onlyoneft [ |1 2 [ 113 [ T4 []Iv CURRNYHA<ZCLASS><I:3>

Record patient history by checking “No” or “Yes” for each condition listed. <YESNO><I:3>

3. Atrial flutter/fibrillation:AFLAFIB [ '_'|0 No | |1 Yes 9. Hyperlipidemia: HYPERLIP [ ]0 No | j] Yes
4. Cuncercf/ixl\glfﬁ:(%ng skin cancer) within the last 5 years: [ |, No [ ], Yes 10. HypertensibiPERTEN [loNe [, Yes
5. Chronic renal insufficiency (creatinine > 1.5)CRI Do No :I'I Yes ‘l?vlgaripherd vascular disease: DD No l:, Yes
6. Current smoker: CURRSMOK Do No :|1 Yes 12. Myocardial infarctivh: Do No l:] Yes
7. Depression: DEPRESS Do No :|1 Yes 13. StrokéROKE |:|0 No :, Yes
8. Diabetes: DIABETES | |0 No |1 Yes

Procedure History

PROCHIST (TYPE 1
Check all procedures that occurred prior to initial evaluationZ YES><I:3> ( )

[ |pCl | | Mitral valve repair or replacement | | Pacemaker for heart rate | | Pacemaker for resynchronization ICD
PCI MVRRE PACEKHRT PACESYN IcD

Current Medications

PN T MEDS (TYPE 4) PS
Check “No” or “Yes for all medlcuhons the patient was taking at the time of initial echﬁH?E\'KEN<ZY

MIEDL\EEBE MEDS><I: y 3 NO><I:3>
» inhibitor: |_lyNe |:| Yes 10. Diuretic (loop/thiozide): oNe || Yes
2. Amiodarone: :.0 No D1 Yes 11. Diuretic (potassivm sparing): I:o No :1 Yes
3. Angictensin receptor blocker: :.0 No D] Yes 12. Insulin: Eo No :] Yes
4. Aniiarrhy‘lhmic {nat omiodarona): :-0 Neo |:|] Yes 13. Nitrate: Eo Neo :] Yes
5. Antidepressant: |y No | |] Yes 14. NSAID: | :0 No 1 Yes
6. Aspirin (daiy): ' '-0 No | |] Yes 15. Oral diabetic agent: [ '0 No | }; Yes
7. Beta blocker: [l Ne [, Yes 16. Statin: [IgNo [, Yes
8. Clopidogrel: :0 No |:|1 Yes 17. Thyroid replacement therapy: l:o No [, Yes
9. Digoxin: :.0 No |:|] Yes 18. Warfarin: l:o No :] Yes

LABVAL<F:9:3> ABULY ABTYPE<STLAB><[:3> LABS (TYPE 2) PS
« Hemoglobin: 6] g/dl [1] g/L . mmol/l 3. Sodium: mEq/L .msnoVL )
2. Credtinine: [3] mg/dl [4 wmol/L 4. BUN: (3] mg/dl 2] mmol/L
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R)ST'CH Initial Evaluation

Site Number: __ — Patient Number: __ Patient’s Initials:

Qualifying Heart Failure Classification

Highest NYHA heart failure class within prior 3 months (check onfy onglz | | p [ 31 [ Jul [ ]iv CARDCATH (TYPE 1)
HIGHNYHA<ZCLASS><I:3>

Cardiac Catheterization

1. Date performe@ATHD EATHM  /CATHY _ CATHDT

il yeirr

Maximum % stenosis: <STMAXS><I:3>

AXSLM — — —
2. LI\A\-/| h10-24% 2[ ]25-49%3 [ 150-74%4 [ ]75-94% [ 195-100%

MAXSPLAD I I .

3. Proximal LAD: [ |0-24% [ ]25-49% [ 150-74% [ 175-94% [ ]195-100%
MAXSDLAD o - o

4. Distal LAD: [Jo-24% [ 125-49% [ 150-74% [ 175-94% [ 195-100%
MAXSLCX _ ]

5. LCX: [lo-24% [ 125-40% [ ]150-74% [ ]75-94% [ 195-100%

6. ROAVSRCA Mo osy  [125-49% [150-74% [175-94% [195-100%

7. Prior CABG? PRORCABG<ZYESNO><|:3> GRAFTST (TYPE 1)
bINo
fL | Yes = If Yes, complete bypass graft status:
R STAN_GOx'hzsa ]
Territory check all that uog_id HcAnnntgtHn {15DF(‘?004] \ersion 8.0 Anglogrup ic Findings
11D) ;
LAD | Ma%b[?MAJ N1\/e|n MA ({ylger arteryl ?,\T Pal@f | Sieno%d . | | Oceluded
[ ] Mib&MIN L I\lm\'ly/e'q_DllANIlMA LDI\C/I)IT\? [rclz_r"lery | |Pﬁlenr |Stenose§ l}I/A‘]’\gc.c\ucled
JANG —
LCX ] M(l_ri?)q\/lAJ . M;‘]]Vem iﬁjl\r\ﬁﬁ :EXO hJ rc:rlery IT__X| atent || Stenosed [ | Occluded
i ]
I: Mipenin LX‘V‘T‘I’N\{?I" TXCK}IEO%FI—IFW D Patent | | SIenosEiM’@'\(Pchuded

MJANG
RCA |: MGIBICMAJ @J\(FI Eﬁj@fﬁrlery Patent D Stenosed D Oceluded

[ ] ARBAAIN =k ’\LI_TT\\Nem MA ﬁcﬁt“gﬂgery [ |Patent [_| Slenos&%M’\gl\%cc\uded
MITREG<STMIRG><I:3>

8. Mitral regurgitation? [ |, None ortrace [, Mild (< 2+) [ |, Moderate {3+] |, Severe (4+] [ |, Not assessed

LV Dysfunction Documentation Studies

1. Were any of the following tests performed within 3 menths prior te the initial evaluation? (dhedk “No” or B G0 nJDE D
Dobutamine echocardiogram: Ll Ne [, ¥oBUECHO SZYESNO=<I:3>
Exercise/pharmacologic perfusion study: [ |, No [, YeepsTDY
Radionuclide viability test: [, Ne LI, ¥espiovT

2, LV study qualifying patient for randomization (check only onglt/STQUAL<STLVQL><I:3>

| Echocardiogram | | CMR venfriculogram | 5 Contrast ventriculogram 4 Gated SPECT ventriculogram
3. Date of qualifying siu@}lAHD_%Ll/l_QU_AH__ QUALDT
day manih year

4. LVE#,V_EF<F93>
5, EsvI:ESVI<I8% e

6. Anterior akinesia/dyskinesia: MNTERIOR<I:3>
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. STICH

Site Number: ___

Patient Number: __

Initial Evaluation

Patient’s Initials:

Stratum Qualification for All Patients (initial evaluation, registry and randomization patients)
QUALIFY (TYPE 1)

[1] Initial Evalvation Log

o)

Check only one: | :, Stratum A (MED vs CABG) STRATQUASSTSTRA><I:3>
[, Stratum B (MED vs CABG ys CABG & SVR)
[], Stratum C (CABG vs CABG & SVR)

Patient DiSPOSiﬁon (check appropriate box and complete details in corresponding column)

PTDISP<STPTDS><I:3>
2[_| Registry

ow)

DISPOSIT (TYPE 1)
3 [] Randomization

Reason physician did not agree to

randomization (check alf that apply}:
<ZYES><I:3>

[ ] CABG preferred CABGPREF

[ ] SVR preferred SVRPREF

[ ] PCI preferred PCIPREF

[ ] Medical therapy preferred MEDTHER

D Consent process disruptive to best
patient care CONSDISR

[ ] Other clinical trial preferredOTHPREF

NONADH
[ ] Pcrienr’hlkeB to be nonadherent

[ ] Will not provide reason INTNOREA

Coordinator’s signature:

Reason patient did not agree to

randomizertion (check all that apply): R

ZYES><I:3>
Wants to choose "emmegtLFCHOS

Wants physicians to choose treatment
- PHYSCHOS
Does not feel comfortable with

randomization UNCOMF
Study requires too many fests

— TOOMANY
__| Follow-up imposes time and expense

— TIMEEXP
__ Will not provide reason
REGNOREA

Investigator’s Signature

I have reviewed and found all data pertaining to this subject to be complete and accurate.

NOT DATABASED

Investigator’s signature: SIGNANS<ZYES>

SIGDT

DatetCGD

Randomization date:ANDDT

day

meath year

TRASSIGN
Treatment assignment (check only onel:

<STTYP><I:3>
Stratum A=  [1]| Medicine

[2] CABG

Medicine
[4] caBG
5 | CABG & SVR

Stratum B —

Stratum C = [6] CABG
[7] CABG & SVR

SIGNATUR (TYPE 4)

day

moath
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—

FORM = BASELINE

STICH

Core I.Gboral'ory (studlies required on all patients)

Baseline Studies for Randomized Patients

Site Number: __ Patient Number: Patient’s Initials:

CORELAB (TYPE 1)

_________ CLNCGDT
NOTOBTAN<STCLRS><I:3> “ month yoor
or Reason not obtained: (1! Patient refused blood draw  [2 ] Technical problem |:| NOT DONE
2. Date echocardiogram sent to ECHO core?LbECEO_D /C_LEEHSM_CECiOL CLECHODT
NOTSENT<STCLRS><I:3> o ot e
oR Reason not sent: | 3] Poor acousfical windows  [2] Technical problem |:| NOT DONE

Exercise Stud

WLKDT
Date of 6-minute wulkWLKD JWLKM ¢ WLKY

€S8 (required on padtients able to exercise)

WLKPTUN<ZYES><I:3> WALKTEST (TYPE 1)

+ Date of 6-minute wall:" ="~/ ""-"7 / T oR Patient unable
manfh year
DlSTWLK<|Z4> -
2, Distance walked: ||, feet ||, meter{s) DISUNT<STDIST><I:3>
WLKNONE WLKANG WLKLTHD WLKSYN
3. Symptoms (check all that apply): [INone [] Angina ] Lightheadedness [] Syncope <ZYES><I:3>
4. Borg dyspnea score: {0-10) WLKBORG<I:2>
ECGDT ECGTEST (TYPE
5. Date of ECG stress test: EE@/ECEM_ ECGY o [ ] Patient unable PTUNABLE<ZYES><I:3> CGTEST ( 3
day manth yoar
6. ECG rhythm (check only onels [ 1, Sinus [ ], Not sinus [ Paced ECGRHYTM<STRHYM><I:3>
7. Exercised on: | |, Treadmill [, Bicycle EXERCISE<STEXER><I:3>
EXDURMIN<I:2> EXDURSEC<| 2> PKWRK<F:9:3>
8. Exercise duration: ok Peak work: |y METS Dz KPM PKWRKUNT<STPKWK><]:3>
PEBPSYS<| 3> PEBPD|A<|23>
9. BP at peak exercise: mm Hg

sysfolic digsfolic

10. Modified Bruce stage: IE 1/2 E 1 E 2 Z >3 MBSTAGE<STSTAG><I:3>

ANGEXER<ZYESNO><I:3>

11. Angina during exercise: ‘ ‘0 No | | Yes

MAXSTDEP<F:9:3>

12. Maximal net ST depression:

mm or || ST segment not interpreted

STSEGNI<ZYES><I:3>

Check only ane stratum and complete the related informetion.
: <STRTRE><I:3>
D1 Stratum A STRATYPE<STSTRA><I:3>

b: AMYPERF[]

Myocardial perfusion test to RN core la | Sent

I NOT DONE

STRATUM (TYPE 1)

Not sent: t

|_ NN s, ~Ratient rem

Myocardial viability test to RN core lab:AMYVIAB || | Sent |_ Not sent: technical B : ot sent Poegt relared

Gated SPECT ventriculogram te core lab: AGTSPECT| | Sent [ | Not sent: technical proBRY of sk _patient related
|:|2 Stratum B \

Myocardial perfusion test to RN core lab: BMYPERF ] __ Sent E Not sent: technical problem ot senN\Dstiemielated

Myacardial viability test o RN core lab: BMYVIAB Sent | | Not sent: fechnical problem | | NaQsent: <lard

CMR ventriculogram fo core lab: BCMRSPEC | Sent [ | Not sent: technical problem [ ] Not sdD\patient rehst

Goted SPECT ventriculogram te core lab: BGATSPEC] " 1Sent [ | Mot sent: technical problem [ ] Not sent: pahsgt related
[, Stratum C CCMRSPEC

CMR ventriculogram to core lab: CGATSPEC " 1Sent [ | Not sent: technical problem [ ] Not sent: patient rebstéd

Gotted SPECT ventriculogram to core lab: : Sent : Not sent: fechnical problem D Not sent: patient related

tech

Submit WHITE and YELLOW pages to Duke Clinical Research Institute. * Retain PINK page at site.

STICH CRF V3.0 24 JUL 2006 2006 DCRI — Confidential

CRF, page 4
STICH CRF ‘Annotation Version 10.1 21JUL2008 '



FORM = MEDICAL

STICH

Site Number: __

Patient Number:

Complete for pafients randomized to medical treatment.

Medical Treatment

Patient’s Initials:

Current Medications

1. ACE inhibitor:
2.
3.
4.
5.
6.

7.

Amiodarone:

Angiotensin receptor blocker:
Antiarrhythmic (not amiodarone):
Antidepressant:

Aspirin (daily):

Beta blocker:

8. Clopidogrel:
9.

Digoxin:

Check “No” or “Yes” for each event.

1

<ZYESNO><I:3>

Check “No” or “Yes” for all medications the patient was taking at the time of discharge or day 30.

ANNOTATION SAME AS PAGE 1

o ; Yes 10. Diuretic floop/thiozide]: [ JyNo [ Yes

:-n Neo |:|1 Yes 11. Diuretic (potassivm sparing}: l:o No :1 Yes
|y Ne D1 Yes 12. Insulin: Eo No :1 Yes

|y Ne |:|1 Yes 13. Nitrate: l:o No :] Yes
L ,No [, Yes 14. NSAID: [JgNo [, Yes
L No [ ] Yes 15. Oral diabetic agent: [ ], No , Yes

| No | |] Yes 16. Statin: | !0 No 1 Yes
LlNe [, Yes 17. Thyroid replacement therapy: [ |;No [, Yes
Ly Ne D] Yes 18. Warfarin: |:o No :] Yes

MEDS (TYPE 4) PS

EVENTS (TYPE 4)

MATCHED <V:4>

MATCHEE <V:4>

VPACATH DCRI MEDRA . _EVIABP
1. PA catheter placemenl':i. AN MEDRTEXA<V-100> cardiac outputI.EVINOTRP L ,No [, Yes
2. Pacemaker for heart réatél CMKR |, No MEDRCODA=<V:8> low cardiac output: b No [ ], Yes
EPACRSYN WORKFLOA<V:5>
3. Pacemaker for resynchronization: CODETA <DATETIME> FLIR |_lyNo | |] Yes
EVNEWAF CODEA<V:20> EVPULEDM
4. New onset atrial flutter/fibrillation: | | CONFLVA <V:2> tlema requiring intubation: |_|; No |_|] Yes
ENEWVARR MATCHEA <V:4> EVCPR —
5. New onset ventricular arrhythmia: | t requiring CPR: Ll Ne D] Yes
EVWRSRI EVTOTH<V:200> -
6. Worsening renal insufficiency: L, Yes 13— [ yNo [, Yes
DCRI MEDRA
/ MEDRTEXB<V:100>
Additional Other (specify)l OTHEVA<V:60> MEDRCOSB<V18> ays
Additional Other (specify)2 OTHEVB<V:60> WORKFLOB<V:5>
Additional Other (specify)3 OTHEVC<V:60> » provide daty CODETB <DATETIME> ENDPOINT (TYPE 4)PS
Additional Other (specify)4 QTHEVD<V:60> ENDPTD { CODEB<V:20> P
Additional Other (specify)s (QTHEVE<V:60 ate: /] CONFLVB<V:2>
dar MATCHEB <V:4>
ate: >
3. PCl: [[[gNo [ ], Yes = WYes, date: ____/ DCRI MEDRA
day MEDRTEXC<V:100>
MEDRCODC<V:8>
DCRI MEDRA [ |1 Ye] DCRI MEDRA ————— | WORKFLOC<V:5>
MEDRTEXD<V:100> MEDRTEXE<V:100> CODETC <DATETIME>
MEDRCODD<V:8> | | Y, MEDRCOEE<V:8> CODEC<V:20>
WORKFLOD<V:5> 1 "® WORKFLOE<V:5> —/————| CONFLVC <V:2>
CODETD <DATETIME> CODETE <DATETIME> MATCHEC <V:4>
CODED<V:20> [, Ye] CODEE<v:20> .
CONFLVD <V:2> CONFLVE <V:2> yoct

[ ], Ye S
8. Decth: [ |,No [ ], Yes = If Yes, complete “End of Stucly” page.
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Complete for patients randomized to medical treatment.
TE: EITHER THE ‘IN THE HOSPITAL’ OR ‘OUTPATIENT’ d'
STI C |-*NE|_ WILL BE COMPLETED - NOT BOTH. MAKE EACH A Me ICCI| Treatmenl.
SEPARATE PAGEMW|TH A SIGNATURE PANELWITHIN CLINTRIAL
ite Number: ___ atient - O )

Num Patient’s Initials:

For Patients Initially Treated in the Hospital, Complete this Section.

Wds paficht dischirged prior to 30 days? INASSESS (TYPE 3)
Do No — Date of evaluation for data recorded on formEVALD /EVALM _/EVALY EVALDT

day maonth year

[ ], Yes = Date of discharge:DISCHD /DISCHM /_DJ§_EJ.rﬂY._ DISCHDT

DISTYPF STPTDI><]:3> o meoth 4
]j Discharged to home

[2] Transferred to another care facility = Date of transfeFRANSD TRANSM_/TRANSDY__ tRANSDT
Q

Name of institution: NOT DATABASED
Address: NOT DATABASED Ciny:\IOT DATABASED StateNOT DATABASED

For Patients Initially Treated as Outpatients, Complete this Section.

1. Date of evaluation for data recorded on fofd®VALD  PEVALM / OEVALY -\ 0| o OUTASSES (TYPE 1)
day

month year

2. Number of non-STICH clinic visits between randomization and completion of the form®@NUMSTV<I:3>

3. Number of nonadmission ED visits between randomization and completion of the formONUMEDV<1:3>

. . § . . . <l:3>
4. Number of hospitalizations between randomization and completion of the forms HOS<EES any, complete information beloy:

HOSPNUM<STHOS><]:3>

Ll AdARMENT et ADMD /HADMM /_HADMY _ HDisehtgd ddt@!SCHD HDISCHM HDISCHY _ HGSP (TXERZes
0 day month year day manth year STAYCOA}I‘E<;¥ES>
F¥ Reaison code(SREACODEL, REACODE2, REACODES, REACODE4, REACQDES, REACODES <I:3> thisfi
P
I Name of institution: _NOT DATABASED City:NOT DATABASED ~ StatROTI_ DATABASED
Ll Admission date: _—/—— _/__ _ _ Dischargedate: ____/__ _ / _ _ _  oR [] Stay continues
L] prizs month ywar iy monh your e
: Reason codels): , , , , at this time
ANNOTATION SAME ASH 1
2 Name of institution: O ONS S OSCE:y: State:
3%TPROC<ZYE$NO><I 13>
» Any outpatient procedures? <ZVES>
[:] No
i PCATH<I:3> __OPPACEHR<I:3> OPPACESY<I:3>
D1 Yes — Check all that apply: [1| Cardiac cath |1 | Pacemaker forieort rate D Pacemaker for resynchronization
ORPCIDT OPCID OPCIM OPCIY P
OPPCI<I:3> PCl = _4___\_____ 1] IC%I%%BIfcﬁonOIQDD_J_‘*O_ICBXM_;’O_ICE_L_
o OPICD<I-35 7 et
Name of institution: _ NOT DATABASED
. NOT DATABASED NOT DATABASED
Address: City: State:
NURSHM<ZYESNO><I:3> _ N o
6. Nursing home/rehabilitation facility admission?
Do No
I |1 Yes — Name of institutid@T DATABASED
Addressp T paTaBASED City: NOT DATABASED State: NOT DATABASED

Investigator’s Signature

I have reviewed and found all data pertaining to this subject to be complete and accurate.

Coordinator’s signature: _NOT DATARASED

Investigator’s signature: ANNQTATION SAME AS CRE PAGE 3 Sy ahiveliant e

day manth year
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Complete for patients randomized to CABG or CABG & SVR treaiment.

QSTW:FTGICAL Surgical Treatment

Site Number: ___ Patient Number: ) Patient’s Initials:

Events After Randomization and Before Transport to Operating Room
Check “No” or “Yes” for each evetNNO TATION SAME AS CRF PAGE 5 EVENTS (TYPE 4)

1. PA catheter placement: :Io No D, Yes 7. |ABP for low cardiac output: :0 No D, Yes
2. Pacemaker for heart rate: :|° No D\ Yes 8. Inotropes for low cardiac output: :0 No D1 Yes
3. Pacemaker for resynchronization: :]0 No D, Yes 9. Delirium: :o No D] Yes
4. New onset atrial flutter/fibrillation: :|0 No D, Yes 10. Pulmonary edema requiring intubation: :0 No D1 Yes
5. New onset ventricular arrhythmia: |o No | I1 Yes 11. Cardiac arrest requiring CPR: o No [ ], Yes
6. Worsening renal insufficiency: l,bNo  [], Yes 12. Other (specify): b No [ ], Yes

Check “No” or ”Yes” for each endpoint. If Yes, please provide date. ENDPOINT (TYPE 4) PS
1. Acute MI: D No D, b ST SV, 5. Heart transplant: Do No D, Yes — e
2. CABG: @NNCHA?TI ON_SLA‘_ME_A_S_C%F GRGE ° [l [iVes=—cireci. .
3. PCl: [ Io No ‘, [ e ST S 7. ICD implantation: | io No | |] Yes = e ST reee
4. LVAD insert: l |0 No L ‘I Yes — —— 8. Death: | io No I |1 Yes — Complete “End of Study” page.
Surgical Data
1. Number of conduits (chack only SrspNDUNUM Clo [ 2 s [4 ng L] I’% (TYPEL)
2. Number of arterial conduits (cfetk bty et (1o [11v [d2 [13 [14 [15 STeEM><I3>
3. Total number of disiqlanaston%?érﬁgNQMmly e [ JO [ l2 [z []4 |5 []=6
4. Other procedures performed at this time: NMR@CNONE<ZYES>  MITVALVE<STMITV><]:3>
PROCMV<ZYES> i On mitral valvé — [: Repair D Bioprogthesis D Mechanical
PROCOTH<ZYES> L Other SVRPROC<STSVRP><]:3>
PROCSVR<ZYES> ~ [ISVR = SVR procedure: || Patch [ Nopatch, - oo o
During SVR portion of prodedure: || Beating?heart || Cardioplegia
ICARDPLEG<STCARD><I:3>
: . DELIVERY<STDEL \/><I:3>
5. Cardioplegia? D None Metho J FclTehvej_ry [] Antegrdde ] Retrogiade \ JAntegrode and retrograde
1 g Crystalloid At |nci\t|1c1|on 1 [Jcad [ ] Tepid [ ] Warm
2 LJ Blood A#or maintenance:0 _l Ndne [ | Cold D§epid ‘ET%'F/'mPX':b

3 Both

Reperfﬁ?igllﬁ:':RF 0 [INote [ ]Cad Dﬁepid [ | warm

Efficiency Data

CUTEOP<STACUT><I:3> s EFFCDATA (TYPE 1
1. Acuteness at operation (check only one): |:| Elective E Urgent ||, anomglschemlo L1y Hemodynomlcmsmbllny

):‘5 Salvage

I\lf'\ 4 D l\ln L_.TII\III:C I\DE I\CCﬁ \I\IITI_J I\lf'\ o) nDCDI\TII\lf" Df\ﬁl\/l Il\l DA

2. ET: 4. Bypass pump: C On V. BPOGHM :
ETINGT ETINTM 00:00 fo 23:59 00:00 to 2359
ntubatiemip 'UI;T/NMnmfh EﬂNme, 00:00 f0 23:59 or Total miRGMIN<I:4>
ETEX S ETEXTM L i CONTM 5 ACOEETM 3
@I“’b‘ﬁ'f’éB(D d@TE]XMwm E'I/EXYW, ELEXTH 5. Aorta cross clqm;f‘ M T Of: i
or Total miMohdiN<1:4>
3. Operating room:
pm 9 2 opinTi | 6 Ceu/icu:
OPIN OPIND 2PNVt OPINY i 0000 102359 A Kamision: ADMD; ADMM , ADMY ~_ ADMTM
i month yoar 00:00 to 2359
OPOUT @iut: _ ____ opPouTT™M DISTRDT o -
OPOUTD ‘QF’CfUmmﬁGU‘%r 00:00 f0 2359 ischarge/
Yransfan DISTRD /DISTRM/ DISTRY D|STRTI\/I
day month year 00:00 to 23:59
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R)ST'CH Surgical Treatment

Site Number: __ — Patient Number: __ Patient’s Initials:

Current Medications

Check “No” or “Yes” for all medications the patient was taking af the time of discharge or M&Ry G0YPE 4) PS

1. ACE inhibitor: :oNo [ ], Yes 10. Diuretic {loop/thiozide): [T,No [, Yes
2. Amiodarone: Ly Ne |:| Yes 11. Diuretic (potassivm sparing): l:o No :, Yes
3. Angiotensin receptor blo Insylin: [l,No [, Yes
4. Antiarrhythmic [nnfumm!&ﬁﬁ@TATleéN%%ME AS EF&AQ:E 1 | __: No | :, Yes
5. Antidepressant: Ly No [ ], Yes 14. NSAID: [ ], No ) Yes
6. Aspirin (daiiy): |_lyNe |_I] Yes 15. Oral diabetic agent: |:o No :, Yes
7. Beta blocker: [,Noe [], Yes 16. Statin: [T,No [, Yes
8. Clopidogrel: :0 No |:|1 Yes 17. Thyroid replacement therapy: I:o No | |, Yes
9. Digoxin: :u No |:|] Yes 18. Warfarin: |:0 No :, Yes

Events After Operation Until Hospital Discharge or 30 Days

Check “No” or “Yes” for each event. EVENTS (TYPE 4)

1. Return 1o OR for bleedlngBL :Io No D] Yes 9. New onset ventricular arrhythmia: :0 No D1 Yes
2. Retutl'zn to OI?For other reason: | No ., Yes 10. Worsenln% renal insufficiency: s No [ ], Yes

ANNOTATION SAME AS CRF, -W VARIABLES "

3. Mediastinfi¥MEDIAS % No % VYes fﬁ IABP for |ow cqr iac output: o No | |] Yes
&, Other infecti@OTHINF :Iu No D1 Yes 12. Inotropes for low cardiac output: :0 No |:|1 Yes
5. PA catheter placement: :ID No D1 Yes 13. Delirium: :0 No D1 Yes
6. Pacemaker for heart rete: jo No D] Yes 14. Pulmoenary edema requiring intubation: :n No [ ], Yes
7. Pacemaker for resynchronization: :Io No D] Yes 15. Cardiac arrest requiring CPR: :0 No |:|1 Yes
8. New onset atrial flutter/fibrillation: |0 No | |] Yes 16. Other (speciy): o No | |1 Yes

Endpoints After Operation Until Hospital Discharge or 30 Days

Check "No” or “Yes” for each endpeint. If Yes, please provide date. ENDPOINT (TYPE 4) PS

1. ActeMl:  [JyNo [iYes— s 1B Hearttransplant: [J,No [iYes— ., ./

2. caBG:  [JyNo [lYes—=— |6, Stroke: [J,No [JYes— v
arcn nANNQATIONSAME ASERERAGES . (e (e

4, VAD insert: | | No [ ], Yes —= _w_.:_"%h_ e 8. Death: [ |,No [ ] Yes = c;ﬁplei; “End oF,S!udy” page.

clary monih year

‘ANNO*I”ATION“"SAI\/IE AS CRF PAGE 6

| Discharged to home

__| Transferred to another care facility — Date oftransfer: ___ /. /=
day monih year

Name of institution:

Address: City: State:

Investigator’s Signature

I have reviewed and found all data pertaining to this subject to be complete angd, gf\fK'f‘UlQ'(TYPE 4

Coordinctor's signatureenr narappce,

Investigator’s signatyres o s Frony canae ac coc oo ANM QIQTIOQ\F'?AM%Age@;—mPAéE%W——

Submit WHITE and YELLOW pages to Duke Clinical Research Institute. + Retain PINK page at site.
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@STICHORM = ENDOFSTUDY End of S'l'udy

Site Number: _ Patient Number: __ Patient’s Initials:
End of Study
ENDSTYD ENDSTYM ENDSTYY
1. End of study date: ——/———/————ENDSTYDT ENDSTUDY (TYPE 1)
day monfth yoa
2. Did the patient complete the study? Do No ||, Yes STDYCOMP<ZYESNO><I:3>

PRIMREA%?%TPRIES><I 13>, )
o, choose primary reason (check only one}:

Withdrew consent
|2|Other — Specify OTHREAS<V:200>

Death — Date of death; DTHD / DTHM , DTHY _ pTHDT

duy month year

Cause of death (cheack only one): DTHCAUSE<STDTHC><I:3>

[1] Cardiac reason(s) — If cardiac reason(s), check all that apply: <zvES><|-3>
T [L]M cmi
[1] Arrhythmia/sudden death CASUDTH
@ [1] Heart failure CHEARTFL
[1] Other cardiac COTHCAR
i [1] Stroke CSTROKE

P | Noncardiac reason{s) = If noncardiac reason(s), check all that apply:
[1] Infection NCINFEC
[1] Neurologic NCNEURO
[1] Pulmonary NCPULM

1] Renal NCRENAL
[1 ] Malignancy NCMALIG
[1] Other = Spec NCOTHTXT<V:200>
NCOTH
Report the event as an SAE, if appropriate. Submit an autopsy report, if available.

From the date of last contact to the date of death or withdrawal of consent: ENDASSES (TYPE 4)

3. Number of hospitalizations (> 24 hour JJMHOSPQ 33

ENUMSTV<I:3>

= Complete “Hospitalization Form” for each admission.
4. Number of non-STICH clinic visits:

5. Number of nonadmission ED visits: ENUMEDV<I:3>
ENUADMIS<I:3>
6. Number of admissions to a nursing home/rehabilitation facility: — If any, complete information below.

Name of institution:NOT DATABASED

Addresd\OT DATABASED IO T DATABASED NG DATABASED
EOPROC<ZYESNO><I:3>
7. Any outpatient procedures? <ZVYES>
I Io No EOPCATH<I:3> EOPACEHR<I:3> EOPACESY<I:3>
| |, Yes — Check all that apply: Cardiac cath | | Pacemaker for heart rate Pacemaker for resynchronization
EOPPCI<I:3> | |PCl — EPCIDT | |1CD implantation — EICDDT
o EOPICDI<I:3> ot

Name of institution:

NOT DATABASED .
Address: City: State:
NOT DATABASED NOT DATABASED NOT DATABASED

Investigator’s Signature

I have reviewed and found all data pertaining to this subject to be complete and accurate. SIGNATUR (TYPE 4)
Coordinator’s signature: NOT DATABASED ANNOTATION SAME AS CRF PAGE 3

Investigator’s signai&fN NOTATION SAME AS CRF PAGE 3 Date: —— /(R O
1y month year
Submit WHITE and YELLOW pages to Duke Clinical Research Institute. + Retain PINK page ot site.
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VISI

L sTICH

STUDYBOOK = STICH_FOLLOWUP

Revised Visit Schedule

FORM = SEE FORM NAMES NEXT PAGE

Clinical Follow-up

Site Number: __ Patient Number: __ Patient’s Initials: __

Dcﬂe of visit: CONTEXT

Follow-up visit (cteck onyonel [ |4 month | B8 month [ |12 month | ] 18 month  [_] 24 month

ISITD ’\/ISITI\/I VISITY [ 130 month [_]36 month [ ] 42 month
ay sl D 72 month D 78 month D 84 month

[ 48 month [ _]54 month ] 60 month
: @0 month D @4 month :I > Q6 month

[ ] 66 month

Type of Visil-/ConI'ucI'

Dc INIC jp ONE <1:3><ZYES>

MHSSVIST<ZYES><I.3>
inic Phone (Skip to Current Medications section.) i ORAS {TYPE )

issed visit (Skip to Investigator’s Signature section.)

History & Vital Signs

— NGCLASS (FYPE 4
|| No angina Eﬁ 3 |l @IH DIV

HISTANG<STCCSC><I:3>

1. Current Canadian Cardievascular Society (CCS) angina class (check only he):

HISTNYHA<ZCLASS><|:3> )
Current NYHA heairt failure class (check only ondl: p

Blood presfiey 5<I:3> HBPDIA<IZS 1

2. [18 a v

3‘

systolic diastoli

HPULSE<I 3>
bpm

4- PUI

Current Medications

MEDS (TYPE 4) PS
Check “No” or “Yes” for all medications the patient was taking at the time of contact. ( )

1. ACE inhibitor: [l No [, Yes 10. Diuretic {loop/thiazide): [J,No [, Yes
2. Amiodarone: :.0 No D1 Yes 11. Diuretic (potassium sparing): l:o No :, Yes
3. Angioctensin recepior blocker: _0 No D Yes 12. Insulin: l:o No :, Yes
4. Antiarrhythmic {not amodu; ml{r G_r Yes AME 13. Nitrate: GE 1 l:o No :, Yes
5. Antidepressant: @ %%%5 [ ], No Yes
IC Annotatlon (1bDEC20 ersion 8.0 0 ]
6. Aspirin (daily): 1 Yes 5. Oral diabetic agent: [ ], No ; Yes
7. Beta blocker: :_.0 No [ ], Yes 16. Statin: [JoNe [, Yes
8. Clopidogrel: Ll No [ Yes 17. Thyroid replacement therapy: [ |, No [, Yes
9. Digoxin: :0 No D] Yes 18. Warfarin: l:o No :, Yes

MEdiCﬂl Utilization (since last contact for STICH trial)
1.
2.
3.
4,

Number of hespitalizations (> 24 hours): — Complete “Hospitalization Form” for each ge{pissigpg (TYPE 4)
Number of non-STICH clinic visits:

Number of nonadmission ED visits:

Number of admissions to a nursing home/rehabilitation facility: — If any, complete information below.

Name of institution:

ANNOTATION SAME AS END OF {TUDY PAGE
ress: y:

State:

5.

Any outpatient procedures?

|_|0 Neo

[ ], Yes — Check el that apply: || Cardiac cath [ Pacemaker for heart rate

Pl —+

__| Pacemaker for resynchronization
| |JCD implantation — / /

day it duy it

Name of institution: State:

City:

Investigator’s Signature

I have reviewed and found all data pertaining to this subject to be complete and accoralee\ A TuR (TvPE 2)

Coordinator’s signature:

Investigater’s ﬂgnaiuANNOTATION SAME AS CRF PAGE 3

Date:

S A A—
akry maonfh year
Submit WHITE and YELLOW pages to Duke Clinical Research Institute. *+ Retain PINK page at site.

l- V3.0 24 1 2006 & DCRI — Confidential
CH CR% Annotatlon Version 10.1 21JUL2%% entidenha
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FORMS:
4MONTH
8MONTH
12MONTH
16MONTH

18MONTH

20MONTH
24MONTH
28MONTH

30MONTH

32MONTH
36MONTH
40MONTH

42MONTH

44MONTH
48MONTH
52MONTH

54MONTH
S6MONTH

60MONTH
66MONTH
72MONTH
78MONTH
84MONTH
90MONTH
96MONTH
>96MONTH

64MONTH
68MONTH
76MONTH
80MONTH
88MONTH
92MONTH

STICH CRF Annotation Version 10.1



@STI CH FORM = FU4 4-Month Studies

Site Number: __ Patient Number: __ Patient’s Initials:
4-Month Follow-Up Studies Required For All Randomized Patients
FUNCG<ZYESNO><I:3> FOLLOWUP (TYPE 4)

1. Blood sample obtained for NCG core lab? NCGREAS<STREAS><|:3>
| |o No — Reason: [0] Not obtained at baseline | 1| Patient refused | 3 Technical problem 4 | Patient not seen at clinic
Yes — Date obtainedNCCD / FUNCGMy_ FUNCGY
|:|] e ate oblaine dey / monih M, year FUNCGDT
FUECHO<ZYESNO><]:3>
2. Echocardiogram sent to ECHO core lab? ECHOREAS<STREAS><I:3>
[ -|o No — Reason: [9] Not oblained at baseline [ 1 Patient refused [ 3 Technical problem  # | Patient not seen at clinic
|:| FUECHOD FUl;CHOl\/I FJECHOY
, Yes = Date sent: — /[ _FUECHODT
day moaih year

FUEQOL<ZYESNO><I:3>

?
3. EuroQol completed? EUROREAS<STREAS><I:3>

Do No — Reason: Patient refused [ 2] Patient unable [ 4 Patient not seen atclinic g Ppatient not Contacted
[ ], Yes = Submit with CRF.

FUWALK<ZYESNO><I:3>

4. Did patient perform 6-minute walk? FUREASON<STREAS><I:3>

Do No — Reason: Patient refused  [2] Patient unable 7 | Patient not seen at clinic

[ |] Yes — Date of é6-minute wellldWLKD /FUWLKM/FUWLKY FUWLKDT
day

month year
Distance wcﬁHeD :SWLK<I:4> [ ], feet [ ], meter(s) FUDISTY<STDIST><I:3>
. SZYES><I:3 : .

Sympioms (c i all s Pr .r [ INone [ |Angina [ ]lightheadedness [ ] Syncope

ymp ! e FUNONE FUANGA Ig|:UL|GH-|— y FUgYNCOP

Borg dyspnea score: {0-10) BORGDYS><|:2>
Study Required for Stratum B and Stratum C Patients
STRATREQ<ZYESNO><I:3> STRATBC (TYPE 3)

CMR ventriculogram sent to core lab? STRATREA<STREAS><I:3>

Do Ne — Reason: IE Not obtained at baseline E Patient related E Technical problem I Patient not seen at clinic

[ |, Yes — Date sentSTRATD/ STRATM/ STRATY_ STRATDT
4

dauy moaih year
SPECTREQ<ZYESNO><I|:3>
Gated SPECT veniriculogram sent to core lab? spEcTREA<STREASS<I:3>

| |0 Ne — Reason: |0 | Not obtained at baseline | 5i Patient related |3 | Technical problem 4 | Patient not seen at clinic

|:|] Yes — Date sent?PECTD s SPECTM, SPECTY  SPECTDT

doy monih yoar

Submit WHITE and YELLOW pages to Duke Clinical Research Institute. + Retain PINK page ot site.
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FORM = FU12

STICH FU36 12, 36, or 48-Month Studies

FU48

Site Number: __ — Patient Number: __ - Patient’s Initials:

Follow-up visit (check only onej: |:| 12 month l: 36 month |:| A8 month
12, 36, or 48-Month Follow-up For All Randomized Patients

1. EuroQol completed? FOLLOWUP (TYPE 4)

Do No — Reason: D Patient refused : Patient unable : Patient not seen at clinic

[ ], Yes = Submit with CRF.
ANNOTATION SAME AS CRF PAGE 4-MONTH STUDIES

2. Did patient perform é-minute walk?

Do No — Reason: [ | Patient refused | | Patient unable || Patient not seen at clinic
[ ], Yes = Date of éminvtewalk: ____/_ _ /
day manih year
Distance walked: L], teet [, meter(s)

Sympioms (check ofl that apply): [_|None [ | Angina [ Lightheadedness  [_] Syncope

Borg dyspnea score: (0-10)

Submit WHITE and YELLOW pages to Duke Clinical Research Institute. * Retain PINK page at site.
STICH CRF_V3.0_24 JUL 2006 2006 DCRI — Confidential 12, 34, or 48-Month Studies
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\)STI CH FORM = FU24 24-Month Studies

Site Number: __ — Patient Number: __ Patient’s Initials:

24-Month Follow-up Studies Required for All Randomized Patients
FOLLOWUP (TYPE 4)

1. Echocardiogram sent to ECHO core lab?

| |0 Ne — Reason: | |Not obtained at baseline | | Patient refused | | Technical problem || Patient not seen at clinic
D] Yes = Datesent: ____ / [/
day maath year
2. EuroQol completed A\NOTATION SAME AS CRF PAGE 4-MONTH STUDIES
uo Ne — Reason: |_| Patient refused || Patient unable | | Patient not seen at ¢linic

[ ], Yes = Submit with CRF.

3. Did patient perform é&-minute walk?

Do No — Reason: | | Patfient refused | | Pafient unable | | Patient not seen at clinic
| |] Yes — Date of éminvtewalbe: /. _ _ /
day maonth year
Distance walked: D, feet :2 mefer(s)

Symptoms (check ofl hat apply): [ | None [ Angina [ lightheadedness [ ] Syncope

Borg dyspnea score: {0-10)

Study Required for All Patients With Baseline Study

ECGSTRST<ZYESNO><I:3>

Did patient perform baseline ECG stress test? ECGTEST (TYPE 3)

| | No — No study required.
| | Yes — If Yes, did patient Berform ECG stress test at this visit?

ECGVIS<ZYESNO><I:3 ECGREAS <STREAS><I:3>
|_|0 No — Reason: L Patient refused 2|_| Patient unable 4 | Patient not seen at clinic
D Yes = Date of ECG stresstest: __ /. [/
day manth year
ECG rhythm (dheck only onef: \ |1 Sinus | |2 Not sinus | | Paced
ANNOTATION SAI\/IE ASQRF PAGE 4 - NOTING NEW VARIABLES
Exercised on: | | Treadm||| Ll Bicyde
Exercise duration: __ . or Peak work: | |l METS | |2 KPM
BP ot peak exercise: mm Hg
sysfofic dhicrsfolic

Modified Bruce stage: [ | 1/2 [11 []2 []=3
Angina during exercise: Do No :1 Yes

Maximal net ST depression: mm or || ST segment not interprefed

Study Required for Stratum B and Stratum C Patients

STRATBC (TYPE 3
CMR ventriculogram sent to core lab? ( )

| |0 No — Reason: | |Notobt0ined at baseline | | Patient related | |Technicc:| problem | | Patient not seen at clinic

[ -_|] Yes =+ Datesent: ____/_____ __ /
ANNOTATION SAME AS CRF PAGE 4-MONTH

Gated SPECT ventriculogram sent to core lab?
Do No — Reason: |:| Not abtained at baseline |:| Patient related |:| Technical problem :| Patient not seen at clinic

[ |, Yes = Detesent: ____/ _ _ /
day moaih year
Submit WHITE and YELLOW pages to Duke Clinical Research Institute. * Retain PINK page of site.
STICH CRF_V3.0 24 1UL 2006 2006 DCRI — Confidential 24 Month Studies
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THIS IS A REPEATING PAGE FOR ALL F/U FORMS: INCLUDING END OF STUDY

STUDY BOOK =STICH *

" . L.
Revised Visit Schedule o
STUDY BOOK = STICH_FOLLOWUP
STICH Al enmnmeviaeousente  Hospitalization
WITH CLINICAL FOLLOW-UP FORM
Site Number: _ Patient Number: __ ——cime. Patient’s Initials:
Follow-up visit fcheck onfy one) [ ] 4 month [ 18 month [ 112 menth [ 118 month [ 124 month
| ] 30 month | 36 month [ | 42 month | 48 month | |54 month | &0 month | | &6 month
[ 172 month " |78 month [ ]84 month [ 190 month [ 196 month [ |> 96 month [ ]End of study
A—icg‘ISISD.‘:iI—OH date: H?SD' H?\SMJ" HOSY Name of instit¥idn: PATABASED HOSPDATA (TYPE 4)
o yaar
HADMCON<ZYES>
or L | Stay continues from prior contact Addressh OT DATABASED
City: NOT DATABASED NOERTABASED

HOSDCDT A HOSDCD HOSDCI\/I HOSDCY
Discharge clate: — /- /"

wanth yar

HDCCON<ZYES>
OR D Stay conlinues at fime of form completion

Please submit a copy of the hospital discharge summary.

1. Events {check all that apply):
NEWMR
1 |New/worsen|ng mitral regurgitation

]1:| Hecrf fmlure {HF} — Date of HF increasing:
HFDT HFD  WFEM — HFY

day wonth yoar

[N

Evidence for increasing

heart failure (check alf that apply):
Increasing dyspnea INCRDY'S

Gl distress GIDIST

Elevated JVP ELEJVP

Edema or ascites EDEMA

[1] Rales RALES

[1] SBP < 90 mm Hg SBP
Worsening renal function WORRF

<ZYES><I:3>

ARRHY
[1] Arrhythmia — Check all thet app |
. Sudden death ww'rEoul resuscﬂuhon
[1] Sustained VT SUSVT
Syncope SYNC
Supraventricular arrhythmia

Indicate the reason(s) for admission including any events or procedures that occurred during the hospitalization.

HOSPEVNT (TYPE 4)

AMI AMIDT AMID AMIM _AMIY
[ ] Acute MI — Date: /. /
day month year

Evidence (dheck all that apply):

<ZYES><|-3> + Cardiac markers CARDMRK
[1 | ECG changes ECGCH
[1 ] Ischemic symptoms |SHSYM

MONPICD

:| Monitoring/adjustment of previously implanted ICD

Other cardiac OTHCAR

STRK STRKD STRKM , STRKY

[1] Stroke — Date: STRKDT

day aanth

Gastrointestinal GASTRO
(L] Infection INFECT
Malignancy MALIG

[L] Pulmonary PULM

Renal RENAL

rwanth ywat

1 UNSTAANG‘ SUPRAV [1] Other noncardiac OTHNCAR
[1] Unstable angina
2. Procedures (check aif that apply): HOSPROC (TYPE 4)
<ZYES>
[L] Cardiac cath CARCATH [ 1CD implanfed —+ Dete:/C2DACOM_/1CDY__ 1CDDT
[1] Pacemaker for heart rate  PACEKHR [L] CABG — Date: CABGD, CABGM /CABGY CABGDT
v ot yoar
PACEKSYN
[1] Pacemaker for resynchronization [L] IVAD inserted — Date LV_A@ LVA"D_M/_LLAEY_ LVADDT
day man ypaerr
.PCIP—C»I Date: PCID ; PCIM_, PCIY _ PCIDT HTD , HTM , HTY  HTDT

[L] Heart transplant = Dete:

&, /

Ju

manth

* WHERE FORM = ENDOFSTUDY MATCH WITH End of Study Hospitalization page

Submit WHITE and YELLOW pages to Duke Clinical Research Institute. * Retain PINK page at site.
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PROTOCOL = STICH _
STUDY BOOK = SAE Repeating Page

QSTK_‘_H rorm =sae Death & Unexpected/Protocol Related SAE

SAE (TYPE 4)

1

RPTTYPE<STRTYP> FUPNUM<I:3>
1 Reportiypl: | Inikal _Fl:ulll:n.m'up—ilfFollaw-up:Lé: .
SUBJNO=INVSITE||PATID INITIALS<V:3>
2 Site and patient number: ___ -__| |__ — Patient iniwuls: S<V:3 Date and fime received ot DCRIL

TR ook T5F

3 Strotum assessment for randemized potients (chock snly STRATUM<STSTRA><| 3=

1 | Stratum A (MEDws C4BS) 2 || Stratum B MED vs CABGvs CABG & 5V | Stratum © [CABS v CABG & SYR)
RANDSURG<ZYESNO> SURGDT<DATE>
4 Did the putient hove randemized surgery: 0 Mo |1 Yes = Date of randemized surgery: /. —
dey n Yo

5 Serious reporting criteria (chack ol that appl )
| Death = If Death: Camplete and fax the End of Study farm alang with this
EATH<ZYES> Death & Unexpected/Protocol Reloted SAE form to DCRI Sofety Surveillonce ot [919) 4457138,
Was the death reloted to unex pecte d/ protocsl reloted SAE?
0 [ Mo= Complete #10and 11.  DEATHREL<ZYESNO>
1 ez =+ Complete all sections below,
Lifehreaiening FTHREAT<ZYES>
Pralonged or required hospilalization PROLONG<ZYES>
Resulled in o persistent or significant disability/incopacty  PERSDIS<ZYES>
__| Other significant event requiring medizal and,/or surgical inkervention OTHEVENT<ZYES>

G SAEtertm || Major disabling stroke < ><|'3>

) Nt mpﬁm SAETERM<STTERM><I:3 DCRI MEDRA

3 || Mew veniricular sephal defect MEDRTEXT<V:100>

4 Mew acute renalfailure requiring dialysis MEDRCODE<V:8>

5 | Feripheral arterial embalization rECUINing SUMge Ty -:V WORKFLOW<V:5>

98 || Other lpachvl: ____ g A EOTH<V:200> ————— CODETM <DATETIME>
SAEDT<DATE> CODER<V:20>
7oSABenstdde: oo CONFLVL <v:2>
MATCHES <V:4>

8 Outcome (chosk orl “(RUTCOM<STRESL><I:3>

1 | Resolved-no sequelne 2 | Resohied with sequelod | Unmesolved! || Death

OUTCOMDT<DATE>
@ Dote of autcame:

e

10 Marrative finduds miaticnship fo sud, miovant lob foss and patent bstry), Please use an addiienal page for narrative, if needed.

NOT ENTERED

SIGNATUR (Type 4)
11 Information Source:

Person campleting:NOT ENTERED

Telephone # NOT ENTERED __

FlnardOT_ENTERED

SIGDT<DATE>
ﬁ':GNANS<ZYES> Date of signature: =

marth o

IR Fox# NOTENTBRED _ .

Pl signatu

Fax this Re port te DERI Safety Surveillonce [919) 668-T138
STICH_SAF V_| ZIMAY2003 2003 DERI — Confidential SAE pog |

STICH CRF Annotation Version 10.1 21JUL2008



THIS PAGE NOT ENTERED

)
\/’STICH Death & Unexpected/Protocol Related SAE

12 Reporttyper | Inial || Fellow-up =+ If Follow-up: &

13 Site and patient number; ___ - Pafient initicls: Date ond time receved at DCRL
Trd mdde Ted

14 Additienal norrafive (peass provide any addiional mormation):

Fux this Re port te DCRI Safety Surveillunce (919) 668-T132
STICH_SAE V_1 ZIMAY2003 2003 DERI — Confidential SAE pox 2

STICH CRF Annotation Version 10.1 21JUL2008



PROTOCOL = STICH
STUDY BOOK= CEC
< ~FORM/BLOCK= DEATH

\/STICH

Clinical Events Classifications—Death Form

Site Number: __ SUF%DInQNLIJN\/SlTE”PATlD_ Patient’s Initials: _L,\\I/I_T3I>AL_S
Enter this page: _] TYPR%VDI< —I;{DXPE Phass 1 E}7 Phase 2 :1 Full Committes D‘ QA Ef\ Rereview
NOT TO BE ENTERED Reviewer codes: 12/ L2
1 Date of death: PETEQTEDNE; FREVONE | REVTWO  DEATH(TYPE 1)
’ CECFORM I:2
2 Cause of death (check orly one): DTHCAU<STCAU> <STVIST>
D, ardiovascular death = Check only one: 7
4 Elk udden death — f;eck ‘c‘n‘lty one: /
&:ARD<STC@T@_,,, | SUDDTH<STSUD> DNUMIZETH<I-6>
[_lw Unknowr
_b/fatal pump failure
Fatal myocordial infarction
GD Fatal CVA
Cardiovascular procedury/ = Check all ihatlg(glleH<ZYES>
. SPECIFY<V:200>
H . CABGDTH<ZYES>
[ S ~§VR<ZYE$ ond CABG
[_I ICD/Rivent JCDDTH<ZYES>
Other (specd@ THSZYES>
L] o <V:200>

l l-a‘:‘!'w:! CArgac

i <
specify) <d—

Y
[ 1, Yasculor deal = Check only-ane: |

aqisagss

VASDTH<STVASC>

VASCSP<V:200>

Jar daath —* Check all that apply:
<ZYES>

Thewcbge NEURO<ZYES>

Clenorory PULMO<ZYES>

;1]“7 ' RENALDTH<ZYES>

9. fr 2" MALIGDTH<ZYES>
(1. sk OTHER<ZYES>

§/P EC<V:200>

STVIST
1=4MONTH, 2=8MONTH, 3=12MONTH, 4=16MONTH,

5=20MONTH, 6=24MONTH, 7=28MONTH, 8=32MONTH,

9=36MONTH, 10=40MONTH, 11=44MONTH,
12=48MONTH, 13=52MONTH,
14=56MONTH,15=ENDOFSTUDY, 16=MEDICAL,
17=18MONTH, 18=30MONTH, 19=42MONTH,
20=54MONTH, 21=60MONTH, 22=66MONTH,
23=72MONTH, 24=78MONTH, 25=84MONTH,
26=90MONTH, 27=96MONTH, 28=>96MONTH,
29=64MONTH, 30=68MONTH, 31=76MONTH,
32=80MONTH, 33=88MONTH, 34=92MONTH

[THIS SECTION WILL NOT

—BE-BATA-ENTERED}——
SIGNATUR (TYPE 4) :

(ANNOPAFION SAME AS.
PAGE 3 OF CRF)

Hential CRF, poge |
CEC ANNOTATION VERSION 2.3 (021JUL2008)




PROTOCOL = STICH
STUDY BOOK= CEC
FORM/BLOCK=DEATH

~sTICH

Site Number:

TREGER

i—STTY >F'|

Enter this page: |_]
NOT TO BE ENTERED

Reviewer codes: %

Clinical Events Classifications—Hospitalization Form

SUBJNO= INVSITE||PATID INITIALS

Patient Number: Patient’s Initials: <\/:3>
ase | :}7 Phase 2 E] Full Committee D‘ QA l:‘ Re-reviey
2 bl 25

Hospitalization
1 Date of hospitalization: _ HOSPDT — CECHOSP(TYPE 4)
2 ancry reason for admlsslon (check only one): REVONE | REVTWO
{P| vascular hospitalization — Check only one: CECFORM I:2
(], New/worsening mitral regurgitatior CHOSP<STHOSP> <STVIST>
CL Heart failure /
:]]3 *;‘ AR DNUMHQSP<I:6>
| M Unsiqble anging
L, str
L1
1. Arrbthmin = § arrhwthm a: Check all that opply‘
REASON<STREA> [ sudden death without resuscitation SUDBEN<ZYES>
(] Sustained VT SUBVTHS<ZYES>
T [ Syncope NCHS<ZYES>
[lc.. hythmia VA<ZYES>
STVIST
1=4MONTH, 2=8MONTH, 3=12MONTH, edure: Coeck all that apply:
4=16MONTH, 5=20MONTH, 6=24MONTH, Cardiac catheterization =~ CATH<ZYES>
7=28MONTH, 8=32MONTH, 9=36MONTH, [ ] Pcomchor i baor 1ok PACEHR<ZYES>
10=40MONTH, 11=44MONTH, 12=48MONTH, [— AR Wy 1 ,-;»-.:.rmrm~RACE<ZYES>
13=52MONTH, 14=56MONTH,15=ENDOFSTUDY, [_; pC "PCIHS<ZYES>
16=MEDICAL, 17=18MONTH, 18=30MONTH, [11CD implanted ICDHS<ZYES>
19=42MONTH, 20=54MONTH, 21=60MONTH, Oc [j o CABGHS<ZYES>
22=66MONTH, 23=72MONTH, 24=78MONTH, 0O : ﬂr ; ‘ LVADHS<ZYES>
25=84MONTH, 26=90MONTH, 27=96MONTH, LYAD inseried TRANS<ZYES>
28=>96MONTH, 29=64MONTH, 30=68MONTH, [ Hear ”T‘r"“}‘-"-i’ I\/IONADJ<ZYES
31=76MONTH, 32=80MONTH, 33=88MONTH, L ":'ﬁ floring/adjustmant of COM"PEZ'Y’E§>
34=92MONTH { w|n;r adure (chedk o ne)
CARDCMP<STCMPL>
Yascular —* If vescular: Check only one:
D' Paripheral vascular disease r]] Vascular complicatio ELB ther vascular
[;L Peripheral ambol [_L Venous thro m‘ 0sis VASCLR<STVASC>
Noncardiovascular hospitalization — i non-cardiovascular procedure: Check only one:
E]' Gastrointestinal [:4 Pulmonary NONCD<STNCD>
[j7 infection ES Renal
D, Malignancy E»a Other non-cardiovascular
ELvl\r&'p.:.r‘
Additional data needed: [ 1H1S SECTION WILL NOT BE DATA ENTERED] g igNATUR(TYPE 4)
Reviewer’s Signature
: i . ANNOTATION SAME AS PAGE ?) OF CRF
Reviewer’ssignature: ____ "= =@ - 7 - = - "befee _ -/

STICH_CEC F

orm_Y 2.0_080CT20




&) . —p—
\_/STICH Clinical Events Classifications—Death Form

Site Number: = Patient Number: Patient’s Initials:

Enter this page: 0 Review Type: D, Phase 1 [], Phase 2 [J; Full Commitiee D‘ QA [ Reveviey

Reviewer codes: T

1 Date of death:

2 Cause of death (check orly one):

rdiovascular dagth =* Check only one:

1 D0, sudden cocth~

jon daath — Check only one:
L1, viyve
[J,, Bradyarrhythmio
(Lo Unknowr

[,-]7 Fatal pump tailure

EL Fatal myocordial infarction

B [, Fatal CVA

[_ , Cardiovascular procedure = Check all that apply:

[ eci

[ casc

[j Surgical ventricular restoration and CABG

] 1€D/Biveniricular pacemaker

[] other¢ pecty

FoY

Y [:J%‘:‘X'w:! cardiac (specify)
[:]3 /ascular degth = Check only one:
H| Paripheral vascular disease
[:1'1 Paripheral embol

[_]J Vascular complication
D‘ Yanous thrombosis
Dw\ Other vascular (specfy

MNon-cardiovascular death — Check all that apply:
j Infectior
_] Neurologic
3 Pulmonary
[ renal
—l Malignancy
j‘ "Mher (specdy)s
i ATV

Additional data needed:

Reviewer’s Signature

Reviewer’s signature: _ Date:

STICH_CEC Form_V 2.0_080CT2004 2004 DCRI — Confidential CRF, poge |



\.,,,./)ST|CH Clinical Events Classifications—Hospitalization Form
Ste Number: ~ PatientNumber: ____ Patient’s Initials:
Review Type: D, Phase 1 :}7 Phase 2 E1 Full Committee D‘ QA [ Reveviey

Reviewer codes: _ 4/

Hospitalization

1 Date of hospitalization:

Enter this page: |_]

doy maonth yeor

2 Primary reason for admission (check only one):
{j, ~ardiovascular hospitglization — Check only one:

l'_ll New /worsaning mitral regurgitatior
G, Heart tailure
j3 Acute M|
[, Unstab
L, Stroke
:]u TIA
(1, Arrhythmio = I arrhythmia: Check all that apply:

D Sudden death without resuscitatior

(] Sustained VT

m Syncope

(] Supraventricular arrhythmia

le anging

s Other cardiac

Q (], Cardiovascular procadure = If cardiovascular procedure: Check all that apply:

E, Cardiac catheterizatior

[_., F“V'#—.Y"'N"L er for h’-‘.ﬂl" rone

r Poce P"‘-'L ar for rasynchronizatior

Jra

E ICD implanted

[JcaeG

] LYAD inserted

[: Heart transplant

E Monitoring/adjustmant of previously implanted ICL

E Complications of cardiovascular procedure (check only ons)
[], Cardiac
[]'1 Noncardiac

Yascular —* If vescular: Check only one:
D' Paripheral vascular disease D} Vascular comp licatior Dva ther vasculor
[_l, Paripheral embol [_L Venous thrombosis

D' Gastrointestinal Ed Pulmonary

[j7 Infection [:,‘s Renal

D) Malignancy E Joa Cther non-cardiovascular
ELvl\r“k"n.:,r‘

Additional data needed:

Reviewer’s Signature

Reviewer’s signature: o AR R RS

Noncardiovascular hospitalization — i non-cardiovascular procedure: Check only one:

STICH_CEC Form_Y 2.0_080CT2004 2004 DCRI — Confidential CRF, poge 2



PROTOCOL=STICH

QSTICH

FORM=TRACKING_FAX  24-HOUR TRACKING FAX

SUBJNO=INVSITE||PATID

Site Humber: __ Potient Mumber:

BASELINE STUDIES INTENDED

TRACK(TYPE 1)

Patient's Initials: T

i midde (o

1 Echo completion date: _JW_E(P_HQ_EIﬁ%EZ_ [] Mot done
{Required all strata) - = ECHOND <ZYES>
2 Muclear viability completion date: _E_UQ_I;Q-I_}Q?‘lEZ__ [ Mot dane
T g NUCLND <ZYES>
* Stress/rest perfusion (optionall _STRESDT<DATE> [ Mot done
o - STREND <ZYES>
3 What is your test for LVF? || CMR (preferrsd): _:XFE_MEHHETFEE%_ || Mot done
LVOMRSZYES> ¢ spsar _LVFRATOTSDATE>  CHRID ra =
| Goted Spect: e e
LVSPECT<ZYES> e "= SPECND <ZYES>
LVECHO<ZYES Echa: _kMFIEQ_%I?QAlEZ_ [ Mat dane
< > - yor
4 LVFECHND <ZYES>
4 MNCG Bleo
NEURODT<DATE>
+ Neurchormonal cytokines: __e'“__-_"h_-a"____ L] Mot done
. “GENEBT<DATES  NEUROND <ZYES>
+ Genetics: T Mot done
GENEND<ZYES>
ANCILL(TYPE 1
ANCILLARY STUDY ENROLLMENT (TYPED
Patient enrolled in the following Ancillory stuchy: A TEE: Mo [ | YeTEE<ZYESNO><I:3>

B. DECIPHER: || Ma ,"I'EDEC<ZYESNO><|:3>

CoMUCME: [ Mo Yas
NUC<ZYESNO><[:3>

Fax this tracking form within 24 hours following randomization to

Duke Clinical Research Institute

919-668-7100

HCH_foe_form_V 1LO_T4 APRZ 004

STICH CRF Annotation Version 10.1 21JUL2008



PROTOCOL=STICH ENROLL_DATA POPULATED BY
STUDYBOOK=SVR CTSITEPROC.RANDO_ENROLL
FORM=SVR REPORT

RANDO_ENROLL.DCRI_DATE_TIME=
ENROLL_DATA.ENROLLDT SVR Repo" Form

Site Number: Patient Number: - - Patient’s Initials:

fiest middie fast

1 LV sizing device [check only onef: [:], None | Lz Balloon [:]3 Somanelics

LVSIZE<STLVSZ><ZYES><I:3> [_], Chase Medical = Size: [ ], 90 [, 100 [, 1o [, 120

CHMED<STSIZE><I:3>

2 LV volume () (check onlyonels [ ], <90 [1,90 [Jy100 [, o [Js120 [ 130 [, 140 [J;>140
LVVOL<STVOL>

3 LV Patch for closure [check only one): D, None D, Fabric Da Autologous pericardium

LVPTCH<STPTCH><I:3>
LONGAX<STLONG><I:3>
4 LV Patch long axis (cm) [check onfyone)s [, <2 [, 2 Lha Iha [Llsd

5 LV Patch short axis (cm) (check only one): D i - E’ 1.5 D 2 [:]43 Dsd D6>4
SHRTAX<STSHRT><I:3>

Information to be Used to Refine Conduct of Operation

5

D‘ Preserved pericardium Ds Somanetics

Operative Findings | \/\ya | <sTWALL><I:3> REFINE (TYPE 1)

1 LV wall thickness ot thinnest region (cm) (check onlyone): [_], < 0.5 [, 05-1 [J,11-2 [, 2%=—TF—>s3
CNTONE<STANT><I:3>
2 Percentage of anterior wall akinetic or dyskinetic (chack anly onel: D' < 25 D2 25- 50 [:‘3 >50
THROMB<ZYESNO><I:3> PRESNT<STPRS><I:3>
3 Was thrombus present in LV? Do No D, Yes — If Yes: Check only one: D, Old/organized [:L Recent/soft

SCAR<ZYESNO><|:3> Was thrombus removed? Do No D, Yes
4 Was endocardial scar excised or cryoablated? [ | No [ ]| Yes REMOVESZYESNO=SI.3=

Infraoperative Echocardiogram Findings INTRA (TYPE 1)

1 Was TEE performed before SVR?
[ L Ne TEEPRE<ZYESNO><I:3> CNTTWO<STANT><I:3>
E], Yes = If Yes: Percentage of anterior wall akinetic or dyskinetic (chack onfy onej: D, 225 Dz 25- 50 D3 >50
Mitral regurgitation (chack only one: D, None D2 Trace [:L 1+ I:]A 2+ Ds 3+ EL 4+
MTRONE<STRGRG><l: 3>
2 Was TEE performed after
OSTEE<ZYESNO><I 3>
[, Ne CNTHRE<STANT><I:3>
l:], Yes — If Yes: Percentage of anterior wall akinetic or dyskinetic (check only one: E], <25 D, 25- 50 |:]3 >50
Mitral regurgitation [check only onel: D, None E]2 Trace EL 1+ D4 2+ Ds 3+ [36 4+
MTRTWO<STRGRG><I:3>
If pre and postoperative ECHO performed, complete questions 3 and 4.

3 Esc.mmedsrchongw SHEF XX — pre-EF XX) [check only onefs [ Jy<.00 [],.00 [J,.05 [J,.10 1,15 ;.20 [, >.20
< >

EFCHG<STCHNG>
4 Estimated % EDV change (oot 100) (check only one): [lo<o [Cho [hio [ls20 [lazo [Js40 [ls>40

EDVCHG<STEDV><|:3>
Plan for Rerlonssative Anticopanlatinn Treatment o <7vEss<i:3> HEP <2YES><I:3> NONE <zYEskaigs OF (Y PE 1)
1 Check all that apply: l:l Aspirin D Other platelet inhibitors I:I Warfarin D Heparin D None

2 Plonned months of osl'o rative anticoagulation treatment (check only onej: [, O <3¢ [CL3=12 [l 2
TRMNT<STTRT><l: e . o L ? ‘

Investigator Signature

I have reviewed all of the data recorded here and certify that they are accurate and complete to the bestlofmykne

Investigator Signature: SIGNANS<ZYES><l:3> Date: *SEQT_ E (e

SIGD/STGM/SIBY ot

Fax this form to Duke Clinical Research Institute at 919-668-7100 I
STICH_SVR Report_V1.0_09DEC2004 2004 DCRI — Confidential SVR Report Form

STICH CRF Annotation Version 10.1 21JUL2008



Registry

~ /‘)
\ STl C H PROTOCOL=STICH NODATA<I:3><ZYES>
/ STUDY BOOK=STICH CONTEXT
FORM=REGISTRY FO"OW—U P

SUBJNO=INVSITE||PATID
Site Mumber: Patient Mumber: _ - Patient's Initials: __

o mods Jof

Patient Status

1 4 month

1 Interview date: _m_ﬁvg\:@-r__ym__ VSIT<STVIS>I:.3™ _2 I yeor
og Dther
2 Personinterviewed: | | Patient PERSON<STPRNT><I:3>
_ PTSTAT(TYPE4)

|_2 Spouse

| o8 Oither [spgchle: SPE<V:60>
3  Patient status: ._] Alive PTSTAT<STPTST><I:3>

STATDT

Activity Status

ACTSTAT(TYPEA4)

oo Unknown ACT<ZYES><I:3>

1 Over the past month, haw are you feeling compared to when you signed vp o participate in STICH?
1 Much better ||, A litle better | |3 The same Lt A little worse I5 & lot worse
FEEL<STCMPR><|:3>
2 Do you have chest or arm discomfort that you think is caused by your heart?

— Mo DISCOMFT<ZYESNO ><I:3> YDISC<STDISC><I:3>
, Yes — If Yes: How often: [ |, Once a month or less , Once aweek [ |, Once a day or more

3 Do you have any limits ta your activity?
o Mo
1 Yes

g Unknown

LIMITS<ZYNUNK><I:3>

4 ‘What is the main limit to your activity?
1 Chest/orm discombort
. Fatigue
i MAINLIM<STACT><I:3>
__y Shortness of breath
4 Painin the calves or thighs

__l; lointer back pain
:98 Cither [specify): SPEC<V:60>

5 Are you able to get dressed without stopping to rest?

v " DRESS<ZYESNO><I:3>
) Yes

6 How many blocks can you walk without stopping? __ ___ blocks BLOCKS<I:3>

STICH Registry Annotation version 2.0 9MAY2005

STICH_Registry_ V 1.0 Q4 MAR2004 2004 DCRI — Confidential CRF, page |



< sTicH

Site Number: Patient Number: - Patient's Initials: ___
Tt

Current Medications

THIS IS A REPEATING PAGE REgiSh‘Y
Current Medications/Enrollment Information

mads lar

CRMEDS(TYPE4)
List all current medications taken since enrollment into the Registry.
"o None taken NONE<ZYES> <|:3>
l#9 Unknown/not provided UNK<ZYES><I:3>
1 Aspirin: | [y No , Yes  ASPIRN<ZYESNO><I:3> 16
2 NSAIDS: ||, No  Yes NSAIDS<ZYESNO><I:3> 17
g No L Ye

3 CMED<V:20> 18 CURMED(TYPE4)R

SEQNO

<l:2> 4 19
5 20
6 21
7 22
8 23
9 24
10 25
1 26
12 27
13 28
14 29
15 30

Medical Utilization

MEDUTIL(TYPE4)

w Unknown ~ UNKONE<ZYES><l:3>

REGENRDT
Registry enrollment date: -/ OR | |Q.;. Unknown  UNK<ZYES><|:3>

Were you in the hespital at the time of enrollment into the Registry ffirst contad only)?
o No HOSENR<ZYESNO><I|:3>

7] Yes = If Yes: Complete the Hospitalization Form and check the box for Baseline.

Since enrollment or last contact, have you been hospitalized for > 24 hours since enrollment into Registry?
lincludes ED visits > 24 hrs)
T - HOSGRT<ZYESNO><I:3>

o No HOSNUM<1:2>

; Yes = If Yes: Number of hospitalizations? __Acomplsls Hospitalization Form for each ond check the box for Subsequent)

Since enrollment or last contact, have you been admitted to a nursing home/ rehabilitation facility?
o <1:2>
o N HOSADM<ZYESNO><I:3> /VADMNUM 12
__; Yes = If Yes: Number of admissions? ____<  (complete Hospitalization Form for each and check the box for Subsequent)

STICH Registry _ Vv 1.0 04 MAR2004 2004 DC idential
STICH Registry Annotation version 2.0 9MAY2004

CRF, poge 2




\QST' C H THIS IS A REPEATING PAGE

Site Number: __ _ Patient Number:

Follow-up Hospitalization

Registry

Hospitalizations

Patient’s Initials: ___
firdt

TYPADM<STADM><|:3>
,ADMTDT ,

2 Woas this admission for heart-related problems (ched: only one)?

1 Date of admission: — ||, Hospital or |, Rehab/nursing home

|, Baseline
ORADMTYP<STTY><I:3>
‘2 Subsequent

No =+ If No: Reasen fer admission (check aff that opply) {caller to dassify involved system from the patient’s answers):

ADMISS(TYPE4)

II\1F T<ZYES> CANC<ZYES> PULM< ES> REN

Tﬂ\ [ ] Stroke STROKE<ZYES>
IBIooll clot — Leg \ Lun| [] Other (specify): _ SPECI<V:30>
-lu rouﬂes!ZnYh:'Eromoch S‘E%IFOPJJ?CFELS IT:%JoGn) 2°LUNG ~ 3=OTHER
GASTRO<ZYES>
| Infection | Cance Pulmanary ffun Pen':lX:
Hes>

'ther (specify]
OTHER<ZYES>
Yes: Reason for admission (check dll that apply):

ear
Losing consciousness
eqrﬁrglalf:'ejrbur do not know mare

SPECIF<V:200>

dney failure, or fluid retention | Chest pain  CHEST<ZYES>
[] LOSING <ZYES>

REL

- T
| Heart rﬁ\ Fm prn'n':f%m including related to pacemaker or defibrillator

ADMPRB>ZYNUNK><[:3>

| F'|-’|R|3|IH{F'YfJT[ FMCP m:ﬂ only (proceed fo question 4 below)

PROCED<ZYES>

1
T T shie A VeSS

3 Did you have any heart problems diagnosed during the admission? DIAG<ZYNUNK><I:3>

STICH_Registry_V 1.0 Q4 MAR2004 2004 -
| STICH Registry Annotation version 2.0 9MAY2004

No
0
MI<ZY!
, Yes = If Yes: Check all that apply: | | Heart nmoEk {myocordial infordion, MI) | Heartfailure  4RTFL<zYES>
L Stroke STR<ZYES> [ Fast heart rhythm requiring shock
@ [] Heart prBobIem (do not know whot kind) FASTRH<ZYES>
<
L] ’,n.lrx. iac procedure (proceed to question 4 below)
oo Unknown CARDPR<ZYES>
HRTPROCS(TYPE4)
4 Did you have any heart procedures during this admission?
_wNo  HPROC<ZYESNO><I:3>
; Yes = If Yes: Check all appropriate responses below for each procedure listed:
CATH<ZYNUNK><I:3=ardiac catheterization fhearf catheterization): . ... .. .......... |_No J] Yes LW Unknown
ANGIO<ZYNUNK><IRloon angioplasty (PTCA, PCI, ar stent)i. .. .. .. oovev e .. _0 No _|] Yes |_QQ Unknown
CABG<ZYNUNK><|-Heart bypass surgery (CABG):. O A NI Ly Yes [ g Unknown
VESCBG<ZYNU ' 3|f Yes: Did procedure mclude ventru:ular resmr::lht:m'> o No |, Yes [ g Unknown
< ><[:3>
VENRES<ZYNUNK><IBzartvalve surgery:. . ... oL, o No |y Yes [ g Unknown
LVAD<ZYNUNK><EB>IVAD: . .. o o No |]Yes | oo Unknown
TRNSPLT<ZYNUNK>USZ:t framsplant. ... ooe e _0 Mo _|] Yes |_W Unknewn
ICD<ZYNUNK><I:3> Defibrillator/ICD Implantation: . . oL o No |1 Yes | g Unknown
YESICD<ZYNUNK /IS—' If Yes: Bi-V, resynchromzahon, or extra Iead for Iefi: o _gMNe L, Yes [ oo Unknown
< >< >
PACEMK<ZYNUNK><IFg2emaker for heart rate: . . . o No |, Yes [ gg Unknown
YESPAC ZYNUNK><I’? If Yes: Bi-V, resynchromzahon or extra lead for Ieft:. o o No |1 Yes [ g9 Unknown
<
Other heart surgery (specify): SPECIFY<V:60>
CRF, poge 3.



Site Number: __ __ __ __ Patient Number: __ __ ____Patient’s Initials: _-__-__

ST' C H EQOL Summary RandomizationDate: __ __/__ __ __ /____

gstatus FINAL QUESTIONNAIRE STATUS: :
missreas REASON FOR INCOMPLETE OR NOT DONE:

g; Eign;zze 555353555555 O+ Patient Died; Date of Deatha?/r;,;;/;;_e;dyi
U: NotDone 232322333393 0. Patient too ill or deaf
s Patient unreliable
infosrc SOURCE OF INFORMATION: . Language barrier
O+ patient s situation not conducive for phone call
L. Proxy s Patient refused
O Translator Interview O Other: Specify: Missotn

b4 MKM/W

). Medical record
) COMMENTS:_comment

admntype TYPE OF ADMINISTRATION:

Qi In person

()2 Phone
s mail

residenc RESIDENCE (of pt at time Summary Completed):

L)1 Community / Outpatient Clinic
(> Acute Care (in-pt hosp) & Admission Date: / j ¥4

INTERVIEWER: "™

Do Not Complete Below This Line: Duke EQOL Use Only

JOB CLASS: jobclass
Q. Exec/Managerial

). Tech/Sales/Clerical

s service Summary Form Entered: Date: _ / /____Initials:
Q. Farm/Forestry

Us Prod/Prec/Repair Questionnaire Entered: Date:_ / / Initials:
[ Operator/Laborer

O ok

Submit original in the Confidential Patient Envelope
to the Duke Clinical Research Institute (retain copy at site).

Page 1 of 10
STICH -Base_ver2.doc

created 01/Mar/2001; revised 01/Nov/2002
PDF created with FinePrint pdfFactory trial version http://www.fineprint.com




'[\&_' '

Site Number: __ __ __ _ Patient Number: __ __ __ __Patient’s Initials: __-_ -

STICH

EQOL Questionnaire

The following questions are about your overall health and recent activities. Please check ()
your choice for each question. The numbers beside each answer are there simply to help us
record the information. Do not worry about them. Answer each question as best you can.
This information is confidential and will not be released to anyone without your permission.

TODAY’S DATE: / I [Example: 01/Nov/2002]

dd mmm yyyy

sfgenhl12 1, In general, would you say your health is: (SF-12 GH) SF 36 number 1

sfactmod12 a.

sfe~*~ts12  p,

O, Excellent
O, Very Good
Q. Good
Q, Fair
Q, Poor

The following items are about activities you might do during a typical day. Does your
health now limit you in these activities? If so, how much? sp.36 number 3

Yes, Yes, No, Noft:
Limited Limited Limitecl
A Lot A Little At All
Moderate activities, such as moving a table, pushing a vacuum
cleaner, bowling, or playing golf . B (SF-12PF).................. 1 2 3
Climbing several flights of stairs B (SF-12PF) ... .. .. 1 2 3

The next questions are about your work and daily activities.

wrkstat 3.

wrkretrn 4,

BASE ONLY

Which one of the following best describes your current working status? (BAR/)

U, Working full-time
O, Working part-time _
0, On short-term sick leave Did you ever work for pay? wrkever
O, On long-term sick leave (at least three months) U,Yes = When did you stop?wrkstpdt
Q, Temporarily laid off EHIETnTn/}?77
U, Homemaker = 229 23 > 393933>> 0, No = SKIP to Question 9
ol [DSEDIE 3 P X 2 R PP Is this date within the past 6 months ?wrk6mos
0, Unemployed or looking for work=> =2 = = = S = )
O, Retired 2923333339335 Q,Yes
Q,, Other Please specify: wrkothr U,No = SKIP to Question 9
BASE ONLY ALL ITEMS

Are you planning to return to work? (BARI)
U, Yes

O, No

Q, DK

Page 2 of 10
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Site Number: __ __ __ __Patient Number: __

5. What kind of work did you do for pay in the past six months?
Main Job: wrkmnjob BASE ONLY (BARI)

6. What were the most important activities or duties of your main job?

Examples: Drive truck, Operate tool arid dye machine, Supervise road crew.
wrkduty BASE ONLY (BARI)

wrkhowpd 7, Which best describes how you are (or were) paid? (BARI)
BASE ONLY W, Hourly wages
O, Annual/Monthly salary
0. Work on commission or tips
O, Self-employed on own business, professional practice or farm
O, Work in family business or farm

3

8. During the time you worked, how many hours per week did you usually work at your job?
(BARI) BASE ONLY # wrknhrs

SF-36 number 4 . .
9. During the past 4 weeks, have you had any of the following problems with your work or other

reaular daily activities as a result of your physical health? (circle one number on each line)
Yes No
sfphcutw a. Cutdownon the amount of time you spent on work or other activities (SF36RP) . 1 2

A
]

N

sfphaccl12 b. Accomplished less than you would like (SE-1ZRE). ..o

si. 12 ¢ Were limited in the kind of work or other activities S T2 RP) L 1 2
sfphdiff  §. Had difficultv performing the work or other activities (for example, it took extra effort) 1 2
(SF-36 RP)

The next questions refer to your heart failure and how it may affect your life. KCCQ number 1

10. 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 (shortness of
breath or fatigue) in your ability to do the following activities over the past 2 weeks.

(Kansas City Lirr:)ittﬁgrfor
gardlqmyo;?atr\)}/(c ca Quite Notat reasons or
uestionnaire; ) Extremely abit  Moderately Slightly all did not do
Limited Limited Limited Limited Limited the activity
kedress a. Dressingyourself.............. 1 2 3 4 5 6
kcshowr b. Showering/Bathing. . ........... 1 2 3 4 5 6
kewalk c. Walking 1 block on level ground. . . 1 2 3 4 5 6
kchouswk d. Doing yardwork, housework or
carrying groceries. . .. .......... 1 2 3 4 5 6
kcstrs e. Climbing a flight of stairs without
stopping . ... 1 2 3 4 5 6
kehuryng . Hurrying or jogging (as if to catch a
bUS) . oo 1 2 3 4 5 6
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~ “fsymp11. Compared with 2 weeks ago, have your symptoms of heart failure (shortness of breath,
fatigue, or ankle swelling) changed? (KCCQ) number 2

My symptoms of heart failure have become...
Q. Much worse

Q, Slightly worse

Q. Not changed

. Slightly better

Much better

I've had no symptoms over the past 2 weeks

5

0o0o0o

6

keswin 12. 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? (KCCQ) number 3
O, Every morning
O, 3 or more times a week, but not every day
Q, 1-2times a week
O, Less than once a week
O, Never over the past 2 weeks

keswlamt{3, Over the past 2 weeks, how much has swelling in your feet, ankles or legs bothered you?
Extremely bothersome (KCCQ) number 4

Quite a bit bothersome

Moderately bothersome

Slightly bothersome

s Not at all bothersome

I've had no swelling

1

2

ES

Coopooo

6

kcfign 14. Over the past 2 weeks, on average, how many times has fatigue limited your ability to do
what you want? (KCCQ) number 5
All of the time

Several times per day

At least once a day

3 or more times a week, but not every day
1-2 times per week

Less than once a week

Never over the past 2 weeks

N =&

w

(2] o

~

O COoOoppOo0

keftgamt 15, Over the past 2 weeks, how much has your fatigue bothered you? (KCCQ) number 6
Extremely bothersome

Quite a bit bothersome

Moderately bothersome

Slightly bothersome

Not at all bothersome

I've had no fatigue

(& » w N -

Ooooo0o0o

(o2}
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kcsbn 16. Over the past 2 weeks, on average, how many times has shortness of breath limited your
ability to do what you wanted? (KCCQ) number 7
All of the time

Several times per day

At least once a day

3 or more times a week, but not every day
1-2 times per week

Less than once a week

Never over the past 2 weeks

N -

w

o

o

0CO0p0O00D

g

kcsbamt 17. Over the past 2 weeks, how much has your shortness of breath bothered you? (KCCQ) number 8
Extremely bothersome

Quite a bit bothersome
Moderately bothersome
Slightly bothersome

Not at all bothersome

I've had no shortness of breath

N

IS

(5]

mfa)a)ululs

[=2]

kcsleep 18. 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 shortness of breath?

Every night (KCCQ) number 9

3 or more times a week, but not every day
1-2 times a week

Less than once a week

Never over the past 2 weeks

1

N

»

o

© DppOCD

kcenjoy 19. Over the past 2 weeks, how much has your heart failure limited your enjoyment of life?
It has extremely limited my enjoyment of life. (KCCQ) number 12

It has limited my enjoyment of life quite a bit.

It has moderately limited my enjoyment of life.

It has slightly limited my enjoyment of life.

It has not limited my enjoyment of life at all.

N

EN

00000

o

kesatisf 20. 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? (KCCQ) number 13
. Not at all satisfied

Mostly dissatisfied
Somewhat satisfied
Mostly satisfied
Completely satisfied

2

3

4

D000 0

5

kedumps 21. Over the past 2 weeks, how often have vou felt discouraged or down in the dumps because
of your heart failure? (KCCQ) number 14

Q, |feltthat way all of the time.
Q, | felt that way most of the time.
Q. | occasionally felt that way.

Q, | rarely felt that way.

U, | never felt that way
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22. 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.

(KCCQ) number 15

Quite Limited for other
Extremely a bit Moderately Slightly Notatall reasons or did nof
Limited Limited Limited Limited Limited do the activity
kchobby a. Hobbies, recreational
activities . . .......... ... 1 2 3 4 5 6
kcchores b, Working or doing household
chores ................. 1 2 3 4 5 6
kevisits c¢. Visiting family or friends out
of yourhome .. :cox «cus - 1 2 3 4 5 6
kcrelat d. Intimate relationships with
lovedones............. 1 2 3 4 5 6

The following questions refer to your angina, chest pain or chest tightness:

sacpstrn 23. Compared with 4 weeks ago, how often do you have chest pain, chest tightness or angina
when doing your most strenuous level of activity? (Seattle Angina Questionnaire; SAQ)
| have had chest pain, chest tightness, or angina... number 2
Much more often

D1

Q, Slightly more often
U, About the same
Q, Slightly less often
Much less often

a

5

sacpavg 24. Over the past 4 weeks, on average, how many times have you had chest pain, chest
tightness, or angina? (SAQ) number 3
| get chest pain, chest tightness, or angina...

4 or more times per day

1-3 times per day

3 or more times per week, but not every day
1-2 times per week

Less than once a week

None over the past 4 weeks

1

2

FN

5

000000

6

sanitros 25. Over the past 4 weeks, how many times have you had to take nitros (nitroglycerin tablets)
for your chest pain, chest tightness, or angina?
| take nitros.... (SAQ) number 4

4 or more times per day

1-3 times per day
3 or more times per week, but not every day
1-2 times per week

1

2

I

Less than once a week

o

00 000D

None over the past 4 weeks

o

Page 6 of 10
STICH -Base_ver2.doc
created 01/Mar/2001; revised 01/Nov/2002

PDF created with FinePrint pdfFactory trial version http://www.fineprint.com




Site Number: __ __ __ __ Patient Number: __

saenjoy  26. Over the past 4 weeks, how much has your chest pain, chest tightness, or angina interfered
with your enjoyment of life? (SAQ) number 9
It has severely limited my enjoyment of life

It has moderately limited my enjoyment of life
It has slightly limited my enjoyment of life

It has barely limited my enjoyment of life

It has not limited my enjoyment of life

1

2

4

0o000o

5

sasatisf  27. If you had to spend the rest of your life with your chest pain, chest tightness, or angina the
way it is right now, how would you feel about that? (SAQ) number 10

Q, Not satisfied at all
U, Mostly dissatisfied
U, Somewnhat satisfied
O, Mostly satisfied
U, Highly satisfied

saworry 28. How often do you worry that you may have a heart attack or die suddenly? (SAQ) number 11
| can't stop worrying about it
, | often think or worry about it
, | occasionally worry about it
| rarely think or worry about it
| never think or worry about it

1

4

o0oopDo

5

29. How confident are you that you know how or can: (circle one number on each line)
(Cardiac Self Efficacy: CSE) Not At All Somewhat Moderately Very Completely
Confident Confident Confident Confident Confident

. .pact a. Control your chest pain by changing your

activity levels. . .. ....... ... o it 1 2 3 4 5
csesbact b. Control your breathlessness by changing your
activity levels . . .. ... . L 1 2 3 4 5
csecpmed ¢. Control your chest pain by taking your
medications. . . ... .. 1 2 3 4 5
csesbmed d. Control your breathlessness by taking your
medications. .. ... 1 2 3 4 5
csecallmd e.  When you should call or visit your doctor
about your heartdisease. . .. ............. 1 2 3 4 5
csemdkno f. How to make your doctor understand your
concerns about yourheart. . .............. 1 2 3 4 5
csetkmed g. How to take your cardiac medications. . ... .. 1 2 3 4 5
csephys h. How much physical activity is good for you. . . 1 2 3 4 5
csesocl i.  Maintain your usual social activities. . . ... ... 1 2 3 4 5
csefamly j. Maintain your usual activities at home with
yourfamily . ... ... ... 1 z 3 4 S
csewrk k. Maintain your usual activities at work. . .. .. .. 1 2 3 4 5
csesex | Maintain your sexual relationship with your
SPOUSE : cns s cmms smms c@umabmims § 85§ SmE 8 1 2 3 4 5
exer m. Get regular aerobic exercise (work up a sweat 1 3 4 5
and increase your heartrate). . . ........... 2
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sfpainin12 30. During the past 4 weeks, how much did pain interfere with your normal work (including
both work outside the home and housework)? (SF-12 BP) SF 36 number 8§

O, Notatall
Q, Alitte bit
U, Moderately
U, Quite a bit
U, Extremely

31. During the past 4 weeks, have you had any of the following problems with your work or
other regular daily activities as a result of any emotional problems (such as feeling
depressed or anxious)? (circle one number on each line) SF-36 number 5

Yee No
sfemcutw a. Cut down the amount of time you spent on work or other activities .(SF-36 RE) . 1 2
sfemaccl12 b. Accomplished less than you would like (SE-12RE) 1 2
sfemslop12c. Didn't do work or other activities as carefully as usual .(SF:12RE) ... ... .. ... .. 1 2

sfextent  32. During the past 4 weeks, to what extent has your physical health or emotional problems
interfered with your normal social activities with family, friends, neighbors, or groups?

0, Not at all (SF-36 SF) SF-36 number 6
O, Slightly

U, Moderately

U, Quite a bit

Q. Extremely

33. These questions are about how you feel and how things have been with you during the
past 4 weeks. For each question, please give the one answer that comes closest to the
way you have been feeling. SF-36 number 9

How much of the time . ..

All Most A Good Some A Little None
ofthe of the Bit of of the of the of the
Time Time the Time Time Time Time
sffipep a. did you feel full of pep? (SF-36VD) 1 2 3 4 5 6
sffinerv b. have you been a very nervous person? . . .
(SF-36 MH) 1 2 3 4 5 6
sffldown c. have you felt so down in the dumps
nothing could cheer you up? (SF-36. MH). . 1 2 3 4 5 6
sfflcalm12 d. have you felt calm and peaceful? (SF-12 MH) 4 2 3 5 6
sffinrgy12 e. did you have a lot of energy? (SF-12 VT). . 1 2 3 4 5 6
sfflblue12 f. have you felt downhearted and blue?.(SF-12 MH) 2 3 4 5 6
sffiworn g. did you feel worn out? (SF-36 V) 1 2 3 4 5 6
sfflhapy h. have you been a happy person? (SF-36 MH) 1 2 3 4 5 6
sffltird i did you feel tired? (SF-36 VT) 1 2 3 4 5 6
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sfsocint12 34. During the past 4 weeks, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting with friends, close relatives,
etc.)? (SF-12 SF) SF -36 number 10

All of the time
Most of the time
Some of the time
A little of the time
None of the time

1

2

w

4

ODCO0DD0D DO

5

35. Please choose an answer based on how you felt in the week before you were enrolled in STICH.
(CES-D) Occasionally
Rarelyor Someora oramoderate Most or
none of little of the amount of the all of the

the time time time time
(<1day) (1-2days) (3-4 days) (5-7 days)
csdbothr @. | was bothered by things that don't usually bother me. 1 2 3 4
csdappet b. 1did not feel like eating; my appetite was poor . . . . .. 1 2 3 4
csdblues c¢. |feltthat| could not shake off the blues even with 1 2 3 4
help from my familyorfriends . . .................
csdgood d. |felt that | was just as good as other people . . .. .. .. 1 2 3 4
csdmind e. | had trouble keeping my mind on what | was doing . . 1 2 3 4
csddepre f. Ifeltdepressed............... ... 1 2 3 4
jeffor 9. | felt that everything | didwas aneffort............ 1 2 3 4
csdfutur h. | felt hopeful about the future . . ................. 1 2 3 4
csdfail i. |thought my life had been afailure . ............. 1 2 3 4
csdfear j. Ifeltfearful. .. ... ... ... ... .. ... .. ... ... ... 1 2 3 4
csdrestl k. Mysleepwasrestless......................... 1 2 3 4
csdhappy I. Iwashappy.........ccoiiiiiiiiin.. 1 2 3 4
csdtalk m. ltalkedlessthanusual........................ 1 2 3 4
csdionei n. Ifeltlonely....... ... ... .. ... .. ... ... ... .. 1 2 3 4
csdunfrio. People wereunfriendly .. ...................... 1 2 3 4
csdenjoy P- lenjoyedlife................... ... ... ..... 1 2 3 4
cederyspg- lhaderyingspells....o..cvsrcvmrvmnsimns sumss 1 2 3 4
csdsad . Ifeltsad.......... ... ... . . .. ... .. . ... ... 1 2 3 4
csddislk s. | felt people dislkedme . ...................... 1 2 3 4
csdgoing t.  lcould notget"going”...................... ... 1 2 3 4
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36. On a scale of 0 to 100, with 0 being equal to death and 100 being equal to excellent health,
what number best describes your state of health in the past month?

(Health Utility)

# rate100

The next set of questions are about you and your household.

educatn_grp 37. What is the highest grade (# of years) you completed in school? (Circle one.) (Demo)

BASE ONLY
2 3 4 5 6 7 8

0
1
9 10 11 12  Equivalency Certificate
3 14 15 16

7 18 19 20 21+ EDUCATN_GRP [1= 0-8 (yrs); 2= 9-12 (yrs); 3= 13-16 (yrs); 4= 17+ (yrs)]

marstat 38. Are you presently: (Demo)
BASE ONLY W, Married or living as married

Q, Divorced
Q. Separated
Q, Widowed
Q. Never Married

5

Finally, we would like to ask your total household income level. It will not affect your medical
care in any way; it's strictly for demographic purposes for this study.

;ome 39. Roughly how much income from all sources (including earnings, pensions, investments, etc.)
did your household have last year (before taxes)? (Demo)
BASEONLY Q' $10,000 or less

, $10,001 to $20,000
. $20,001 to $30, 000
$30,001 to $45,000
s $45,001 to $60,000
s 960,001 or greater

4

oo 00
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gstatus FINAL QUESTIONNAIRE STATUS: REASON FOR INCOMPLETE OR NOT DONE: missreas
[ Patient Died; Date of Death _ _/ | dieddt

U Complete
dd mmm yyyy

Oz Incomplete @ 2233233 [,
Os NotDone 222232333 > .

Patient too ill or deaf
Patient unreliable
Q. Language barrier

infosrc. SOURCE OF INFORMATION: (s situation not conducive for phone call
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U Proxy O, Other: Specify: _missoth
s Translator Interview s Unable to locate/contact patient (UTL/UTC)
L): Medical record fustat FOLLOW-UP STATUS IF UTL/UTC: fustatdt ~FU ONLY

FU ONLY 1 Alive Date Last Contact Alive: / /

admntype TYPE OF ADMINISTRATION: dd mmm yyyy

)2 Unknown Date Last Contact Alive: o ____
(P In person dd mmm yyyy
(> Phone
s Mail
‘denc RESIDENCE (of pt at time Summary Completed): COMMENTS: __ comment

;' Community / Outpatient Clinic
(). Acute Care (in-pt hosp)

Qs Nursing Home

L. Rehab Institution

INTERVIEWER: _Intrvwr
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SSTICH

Site Number: __

EQOL Follow-Up Questionnaire
ON SUMMARY

__Patient Number: __ __ __ __ Patient’s Initials: __-__-

Follow-Up Interval: d 4 months [ 12 months [ 24 months 1 36 months

The following questions are about your overall health and recent activities. Please check (¢)
your choice for each question. The numbers beside each answer are there simply to help us
record the information. Do not worry about them. Answer each question as best you can.
This information is confidential and will not be released to anyone without your permission.

TODAY’S DATE: sl [Example: 01/Nov /2002]

dd mmm yyyy

sfgenhl12 1. In general, would you say your health is: SF 36 number 1

Excellent
Very Good
Good

Fair

Poor

2. The following items are about activities you might do during a typical day. Does your
health now limit you in these activities? If so, how much? SF-36 number 3

Yes, Yes, No, Not
Limited Limited Limited
AlLot A Little At All
sf~ ‘mod12a. Moderate activities, such as moving a table, pushing a vacuum
cleaner, bowling, or playing golfB. . .. ... ... . ... ... ... ... 1 2 3
sfactsts12 b. Climbing several flights of stairsD. .. ........ ... ... ... .. ..., 1 2 3
The next questions are about your work and daily activities. BAR/
wrkstat 3. Which one of the following best describes your current working status?
O, Working full-time
O, Working part-time
U, On short-term sick leave
U, Onlong-term sick leave (at least three months)
U, Temporarily laid off
U, Homemaker
Q, Disabled
U, Unemployed or looking for work
U, Retired
Q,, Other Please specify: Wrkothr
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4. Since the time of last contact, have you resumed working, stopped working or changed
jobs or the type of work you do (for example, work more or fewer hours, take a desk job,
quit a second job, retire)? BARI

What changed (check as many as apply)?

wrkch Qi Stopped working because of my health....Date: __/_ _ _ jWrkehstpijdt
wrkchstph dd mmmyyyy
U, Yes 2939339 | O, stopped working for some other reason...Date: _ _/ _ __ / Wrkehstpgdt
wrkchstpo dd mmm yyyy
4, No
wrkchres| (s Resumed Working..........oceeeeeeeveverieeenn. Date: __/__ _/Wrkchresgt

dd mmm yyyy

wrkchmor D4 Working more hours
FU ONLY wrkchfew D5 Working fewer hours
For ALL wrkchmstren| (. Doing more strenuous work
Question 4 Items )
wrkchlstren E|7 Doing less strenuous work

wrkchsck DB Went on long or short term sick leave

wrkchoff Dg Temporarily laid off

wrkchoth| . Other: wrkchotx

o

5. During the past 4 weeks, have you had any of the following problems with your work or other

regular daily activities as a result of your physical health? (circle one number on each line)
SF-36, number 4
Yes No
~““heutw a. Cut down on the amount of time you spent on work or other activities . . ... ....... 1 2
sfpnaccl12 b. Accomplished less than youwould like . .. ....... .. ... ... .. ... ... ... ... 1 2
sfphlimt12 c.  Were limited in the kind of work or other activities . . . . ........................ 1 2
sfphdiff d. Had difficulty performing the work or other activities (for example, it took extra effort) 1 2

The next questions refer to your heart failure and how it may affect your life.

6. 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 (shortness of
breath or fatigue) in your ability to do the following activities over the past 2 weeks.
KCCQ number 1

Limited for
other
Quite Notat reasons or
Extremely a bit Moderately Slightly all did not do
Limited Limited Limited Limited Limited the activity
kcdress a. Dressing yourself .. ............ 1 2 3 4 5 6
kcshowr b. Showering/Bathing. .. .......... 1 2 3 4 5 6
kewalk c. Walking 1 block on level ground. . . 1 2 3 4 5 6
kchouswkd. Doing yardwork, housework or
carrying groceries. . .. .......... 1 2 3 4 5 6
kestrs e.  Climbing a flight of stairs without
SIOPPING & « sums smms swns s saws s 1 2 3 4 5 6
Iryng f. - Hurrying or jogging (as if to catch a
bus)....... ... 1 2 3 4 5 6
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- fsymp7. Compared with 2 weeks ago, have your symptoms of heart failure (shortness of breath,
fatigue, or ankle swelling) changed? KCCQ number 2

My symptoms of heart failure have become...
O, Much worse

O, Slightly worse

O, Not changed

U, Slightly better

Q. Much better

U, I've had no symptoms over the past 2 weeks

keswin 8. 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? KCCQ number 3
O, Every morning
U, 3 or more times a week, but not every day
O, 1-2times a week
U, Less than once a week
U, Never over the past 2 weeks

keswlamt9, Over the bast 2 weeks, how much has swelling in your feet, ankles or legs bothered you?
U, Extremely bothersome  KCCQ number 4

, Quite a bit bothersome
s Moderately bothersome
. Slightly bothersome

s Not at all bothersome

¢ I've had no swelling

oo0ooo

kefign 10. Over the past 2 weeks, on average, how many times has fatigue limited your ability to do
what you want? KCCQ number 5
All of the time

Several times per day

At least once a day

3 or more times a week, but not every day
1-2 times per week

Less than once a week

Never over the past 2 weeks

o [s}] B w N -

~

keftgamt 11, Over the past 2 weeks, how much has your fatigue bothered you? KCCQ number 6
Extremely bothersome

Quite a bit bothersome

Moderately bothersome

Slightly bothersome

Not at all bothersome

I've had no fatigue

0o 000D0DO

N -

w

(&)

00000

(o]
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kesbn 12. Over the past 2 weeks, on average, how many times has shortness of breath limited your
ability to do what you wanted? KCCQ number 7
All of the time

Several times per day

At least once a day

3 or more times a week, but not every day
1-2 times per week

Less than once a week

Never over the past 2 weeks

1

2

w

o«

o

0000000

~

kesbamt 13. Over the past 2 weeks, how much has your shortness of breath bothered you? KCCQ number 8
Extremely bothersome

Quite a bit bothersome
Moderately bothersome
Slightly bothersome

Not at all bothersome

I've had no shortness of breath

1

2

3

4

5

Ooopo0o0oO

6

kesleep 14. 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 shortness of breath?
Every night KCCQ number 9

1
, 3 or more times a week, but not every day

1-2 times a week
Less than once a week
Never over the past 2 weeks

N

o

© DOOOD

kcenjoy 15. Over the past 2 weeks, how much has your heart failure limited your enjoyment of life?
It has extremely limited my enjoyment of life. KCCQ number 12

It has limited my enjoyment of life quite a bit.

It has moderately limited my enjoyment of life.

It has slightly limited my enjoyment of life.

It has not limited my enjoyment of life at all.

A0 N o

Ooooo

o

kesatisf 16. 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?KCCQ number 13
Not at all satisfied

Mostly dissatisfied
Somewhat satisfied
. Mostly satisfied

s Completely satisfied

1

2

00000

kcdumps 17. Over the past 2 weeks, how often have you felt discouraged or down in the dumps because
of your heart failure? KCCQ number 14

U, [felt that way all of the time.
Q, [felt that way most of the time.
U, | occasionally felt that way.

U, | rarely felt that way.

U, | never felt that way
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18. 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.
KCCQ number 15

Limited for other
Extremely Quite a bit Moderately Slightly Notatall reasons or did not

Limited Limited Limited Limited Limited do the activity
kchobby a. Hobbies, recreational
activities ... ......... 1 2 3 4 5 6
kcchores b, Working or doing
household chores . . . .. 1 2 3 4 5 6
kevisits c. Visiting family or friends
out of your home . . . . . 1 2 3 4 5 6
kcrelat d. Intimate relationships
with loved ones . .. . .. 1 2 3 4 5 6

The following questions refer to your angina, chest pain or chest tightness:

sacpstrn 19. Compared with 4 weeks ago, how often do you have chest pain, chest tightness or angina
when doing your most strenuous level of activity? SAQ question number 2
I have had chest pain, chest tightness, or angina...

, Much more often

, Slightly more often

, About the same

. Slightly less often

Much less often

I've had no chest pain over the last 4 weeks.

5

ooopo0oo

6

sacpavg 20. Over the past 4 weeks, on average, how many times have you had chest pain, chest
tightness, or angina? SAQ question number 3
| get chest pain, chest tightness, or angina...
U, 4 or more times per day

, 1-3times per day

, 3 0r more times per week, but not every day

1-2 times per week

Less than once a week

None over the past 4 weeks

4

5

ooooo

6

sanitros 21, Over the past 4 weeks, how many times have you had to take nitros (nitroglycerin tablets)
for your chest pain, chest tightness, or angina? SAQ question number 4
| take nitros....

, 4 or more times per day

, 1-3 times per day
3 or more times per week, but not every day
1-2 times per week

3

4
Less than once a week

None over the past 4 weeks

o

oo o0oooo

o
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saenjoy 22. Over the past 4 weeks, how much has your chest pain, chest tightness, or angina interfered
with your enjoyment of life? SAQ question number 9
, It has severely limited my enjoyment of life

, It has moderately limited my enjoyment of life
It has slightly limited my enjoyment of life

It has barely limited my enjoyment of life

It has not limited my enjoyment of life

w

4

o000

5

sasatist 23. If you had to spend the rest of your life with your chest pain, chest tightness, or angina the
way it is right now, how would you feel about that? SAQ question number 10
. Not satisfied at all

, Mostly dissatisfied
s Somewhat satisfied
Mostly satisfied

s Highly satisfied

IS

ooopoo

saworry 24. How often do you worry that you may have a heart attack or die suddenly? SAQ question number 11
| can't stop worrying about it
| often think or worry about it
| occasionally worry about it
| rarely think or worry about it
| never think or worry about it

N

4

00000

5

25. How confident are you that you know how or can: (circle one number on each line)
CSE Not At All Somewhat Moderately Very Completely
Confident Confident Confident Confident Confident

« opact a. Control your chest pain by changing your

activity levels. .. ......... ... ... ... ... 1 2 3 4 5
csesbact b. Control your breathlessness by changing your
activity levels . . . . .....coiiviiinonn. 1 2 3 4 5
csecpmed c.  Control your chest pain by taking your
medications. .. ........... ... ... 1 2 3 4 5
csesbmed d.  Control your breathlessness by taking your
medications. .. ......... ... . ... 1 2 3 4 5
csecallmd e. When you should call or visit your doctor
about your heartdisease. . ............... 1 2 3 4 5
csemdkno f.  How to make your doctor understand your
concerns aboutyourheart. .. ............. 1 2 3 4 5
csetkmed g. How to take your cardiac medications. . . . . .. 1 2 3 4 5
csephys h. How much physical activity is good for you. . . 1 2 3 4 5
csesocl i.  Maintain your usual social activities. . . ... ... 1 2 3 4 5
csefamly j. Maintain your usual activities at home with 1 2 3 4 5
yourfamily . ... ... ... ...
csewrk k. Maintain your usual activities at work. . . . . . .. 1 2 3 4 5
csesex |.  Maintain your sexual relationship with your 2
SPOUSE . . vttt e e 1 3 4 5
exer m. Get regular aerobic exercise (work up a sweat 1 2 3 4
and increase your heartrate). . ............ 5
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sfpainin12 26. During the past 4 weeks, how much did pain interfere with your normal work (including
both work outside the home and housework)? SF-36, number 8

U, Notatall
0, Adlittle bit
U, Moderately
O, Quite a bit
U, Extremely

27. During the past 4 weeks, have you had any of the following problems with your work or
other regular daily activities as a result of any emotional problems (such as feeling
depressed or anxious)? (circle one number on each line) SF-36, number 5

Yes No
sfemcutw a. Cut down the amount of time you spent on work or other activities . . ............. 1 2
sfemaccl12 b. Accomplished less than youwould like . . ......... ... ... .. ... . ... .......... 1 2
sfemslop12c. Didn't do work or other activities as carefullyasusual . .. ...................... 1 2

sfextent  28. During the past 4 weeks, to what extent has your physical health or emotional problems
interfered with your normal social activities with family, friends, neighbors, or groups?

U, Notatall SF-36, number 6
Q, Slightly

U, Moderately

U, Quite a bit

Q. Extremely

29. These questions are about how you feel and how things have been with you during the
past 4 weeks. For each question, please give the one answer that comes closest to the
way you have been feeling. SF-36, number 9

How much of the time . ..

All Most A Good Some A Little None
ofthe of the Bit of of the of the of the
Time Time the Time Time Time Time
sfflpep a. did you feel fullof pep? . ............... 1 2 3 4 5 6
sfflnerv b. have you been a very nervous person? . . . 1 2 3 4 5 6
sffidown c. have you felt so down in the dumps
nothing could cheer you up? .. ......... 1 2 3 4 5 6
sfflcalm12 d. have you felt calm and peaceful? . .. ..... 1 2 3 4 5 6
sfflnrgy12 e. did you have a lot of energy? . .. ... ..... 1 2 3 4 5 6
sfflblue12 f. have you felt downhearted and blue?. .. ... 1 2 3 4 5 6
sfflworn g. did you feelwornout? .. .............. 1 2 3 4 5 6
sfflhapy h. have you been a happy person?. ... .... 1 2 3 4 5 6
=ffltird i. did you feel tired? . ................... 1 2 3 4 5 6
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sfsocint1230. During the past 4 weeks, how much of the time has your physical health or emotional

31.

problems interfered with your social activities (like visiting with friends, close relatives,
etc.)? SF-36, number 10

. All of the time

» Most of the time
Some of the time
A little of the time
None of the time

»

00000

Please choose an answer based on how you felt in the past week. CES
Occasionally
Rarelyor Someora oramoderate Most or
none of  little ofthe amount of the all of the

the time time time time
(<1day) (1-2 days) (3-4 days) (5-7 days)
csdbothr @. | was bothered by things that don't usually bother me. 1 2 3 4
csdappet b. |did not feel like eating; my appetite was poor . . . . .. 1 2 3 4
csdblues c¢. |feltthat | could not shake off the blues even with 1 2 3 4
help from my family orfriends . ... ...............
csdgood d. | felt that | was just as good as other people . . . . . . .. 1 2 3 4
csdmind e. | had trouble keeping my mind on what | was doing . . 1 2 3 4
csddepre f. Ifeltdepressed .. ... ... .. 1 2 3 4
deffor 9. | felt that everything | didwas aneffort............ 1 2 3 4
csdfutur h. | felt hopeful about the future . . ................. 1 2 3 4
csdfail i. Ithought my life had been afailure.............. 1 2 3 4
csdfear j. Ifeltfearful.......... ... ... .. ... ... ......... 1 2 3 4
csdrestl k. Mysleepwasrestless......................... 1 2 3 4
csdhappy I Iwashappy...........co.uiiii.. 1 2 3 4
csdtalk m. ltalkedlessthanusual........................ 1 2 3 4
csdlonel n. Ifeltlonely............ ... .. ... ... ... ........ 1 2 3 4
csdunfrio. People were unfriendly . .. ..................... 1 2 3 4
csdenjoy p. lenjoyedlife......... ... .. .. .. .. ... .. ..... 1 2 3 4
csderysp 9. lhadceryingspells........... .. .. ... ... ...... 1 2 3 4
csdsad . Ifeltsad............. . ... ... .. ... ... ...... 1 2 3 4
csddislk s. | feltpeopledislikedme .. .................... . 1 2 3 4
csdgoing t.  lcould notget"going" . ........... .. ... .. ...... 1 2 3 4
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32. On a scale of 0 to 100, with 0 being equal to death and 100 being equal to excellent health,
what number best describes your state of health in the past month?

# rate100
Health Utility
The next set of questions are about you and your household. DEMO
33. How many people, including yourself, live in your household? # housenum people
FU ONLY
hsincml 34. Is your current monthly household income more, less or about the same as a year ago?
FUONLY Q. More PEMO
U, Less
U, About the same
U, DK
Q, RF

©

hsincadg 35. How well does your household's income meet your household's basic needs (i.e., food,
FUONLY  clothing, shelter, and medical expenses, including medicines)? DEMO

Not at all

Somewhat

N

Adequately

More than adequately
DK

RF

EN

@

O0O0O00D

©
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Randémized Patients ONLY:

0 4 12 24 36 intervl
Visit: O Initial Evaluation [ 4 Month [ 12 Month [ 24 Month [ 36 Month [0 48 Month EMI’OQOL
EuroQoL Thermometer (Have the patient complete this form at the beginning of the study visit.)
To help people say how good or bad a health
state is, we have drawn a scale (rather like a
thermometer) on which the best state you Best imaginable
can imagine is marked by 100 and the worst 100 —— health state
state you can imagine is marked by 0. T
We would like you to indicate on this scale -
how good or bad your own health is today, in 90--1--
your opinion. Please do this by drawing a -1
line from the box below to whichever point T
on the scale indicates how good or bad your -
current health state is. 80--{--
70--1--
60--{--
Your own
health state -
today 50--1--
40--1--
30----
20--{--
10 --{--
:: : Worst imaginable
o— | health state
Response on the EuroQoL Thermometer: Erclhrm_ Study coordinator initials: E_ur0|_n|t -

Complete the back side of this form.
Page 1 of 2
STICH-EuroQoL.doc
10/Apr/2003


aep18
Text Box
4



aep18
Text Box
12



aep18
Text Box
24



aep18
Text Box
36



aep18
Text Box
0



aep18
Text Box
intervl



aep18
Text Box
Eurothrm



aep18
Text Box
Euroinit




EuroQolL - Questionnaire

By placing a tick (M) in one box in each group below, please indicate which statement best
describes your own health state today.

Mobility: euromobl
1 ] I have no problems in walking about

2 [_] I have some problems in walking about
3 [ I am confined to bed

Self-care: eurocare
1[_1 I have no problems with self-care
2[ ] 1 have some problems washing or dressing myself

3[ 11 am unable to wash or dress myself

Usual activities (i.e. work, study, housework, family or leisure activities): euroactv
1[_] I have no problems with performing my usual activities

2[_] I have some problems with performing my usual activities

3[_] I am unable to perform my usual activities

Pain/Discomfort: europain
11 I have no pain or discomfort
2 [ ] I have moderate pain or discomfort

3] I have extreme pain or discomfort

Anxiety/Depression: eurodepn
1 [_]1 1 am not anxious or depressed
2 [_] 1 am moderately anxious or depressed

3 [ 11 am extremely anxious or depressed

Complete the front side of this form.

Submit this page with the Case Report Form to the
Duke Clinical Research Institute (retain copy at site).
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