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DATA TAPE CODI NG MANUAL

General Introduction

The Thronbolysis in Myocardial Infarction TIML Il was designed to
conpare the following two treatnent strategies in patients with acute
myocardial infarction: (1) routine coronary arteriography performed 18
to 48 hours after the administration of rt-PA followed by prophylactic
PTCA (or CABG if arteriography denonstrated that the anatony was
suitable (this was termed the "invasive strategy") and (2) conventiona
care without coronary arteriography and PTCA during the six weeks after
random assi gnnent to treatnent, unless there was evidence of recurrent
spont aneous or exercise-induced ischenmia (the "conservative strategy").
One substudy included in this trial examined the effects of early as
conpared with deferred administration of a relatively cardiosel ective
bet a- adrenergi c bl ocking agent in eligible patients. Patients were
treated with reconbi nant tissue plasm nogen activator (rt-PA). Data are

fromanalysis files as of January 1991. A summary of the design

features follows:

TIMI || Start Date: 4/11/86  Stop Date: 6/30/88
No. Treated: 3339
Desi gn Features:
rt-PA (GL1044) 150 ng over 6 hrs (90 with
initial 9 ng bolus, 20, 10, 10, 10, 10);
On Cctober 21, 1986 dose changed to rt-PA
100 ng over 6 hrs (60 with initia
6 mg bolus, 20, 5, 5, 5, 5);
Onset of pain < 4 hrs;
Randoni zed to PTCA at 18-48 hrs or a
conservative strategy in which PTCA was
used only if ischemia occurred spontaneously
or at the time of pre-discharge exercise testing;
Heparin 5000 U bol us and

1000 U/hr one hour after bolus; IV heparin for 5 days;

Aspirin 80 ng qd;

In 1B study patients were also randoni zed to inmediate

|V Beta-bl ocker or deferred oral Beta-blocker



Description Oof Variables on the Data Tape
The first (short version) analysis file documentation contains a list of
items by form (page vi to xiii). The second (long version) analysis file docu-
mentation contains the itens, variable nanes and possible codes (Appendix B).
Copies of TIMI forms with annotations denoting the variable nanes are being

submtted in a separate binder with this manual.

Dat a Tape Specification

The acconpanying tape is g-track, -labeled, and witten in EBCDIC with a
density of “ bpi. Thus, although witten on a Data General Conputer, the
tape is in IBMfornat.

Tape specifications: SAS datasets in transport format.

S T

The datasets on the tape can be read under the A0S/vS, PRI MOS, or VMS
operating system using the COPY procedure with the IMPORT option. The datasets
can be read under a CM5, OS, or VSE operating system using the XCOPY procedure
with the MPORT option. The reserved |ibref |XTAPE nmust be used in the PROC
COPY to refer to the transport library.

The tape contains seventeen SAS files corresponding to TIML fornms or data
files. SAS output documenting each variable with means for continuous variables

and frequency distributions for discrete variables is being subnmitted in a

separate binder.

Svecial Consi derations

a) The original identification nunber containing clinic and patient
nunber has been replaced with a new sequence nunber, NEWID (|-3339).

b) Time is recorded in mlitary tinme.

c) Days to event are calculated with reference to treatment initiation

date. Time to events occurring on the sane date as treatnment

initiation is defined as zero days.



Further Information on TIM 1|

For further information on the TIML Il study, the user is directed to the

fol | owi ng publications.

1.

TIML Study G oup. Conparison of invasive and conservative strategies
after treatnent with intravenous tissue plasm nogen activator in acute
nyocardial infarction: Results of the Thronbolysis in Myocardial
Infarction (TIMI) Phase Il Trial. N Engl J Med 1989;320:618-27.

Bairn DS, Braunwald E, Feit F, Knatterud G., Passamani ER Robertson TL,
Rogers W, Solonon RE, WIlianms Do. The Thronbolysis in Mocardi al
Infarction (TIMI) Trial Phase Il: Additional information and perspectives.
J Am Coll Cardiol 1990;15:1188-92.

Gore JM Sloan M Price TR, Randall AM Bovill E Collen D, Forman S,
Knatterud G Sopko G Terrin M. I ntracerebral henorrhage, cerebral
infarction, and subdural hematoma follow ng acute nyocardial infarction
and thronbolytic therapy in the Thronbolysis in Myocardial Infarction
Study (TIML Il Pilot and Clinical Trial). Grculation 1991;83:448-459.
Roberts R Rogers W Mieller HS, Lambrew CT, Diver DJ, Smith HC, WIIerson
JT, Knatterud G., Forman S, Passanmani E, Zaret BL, Wackers FJT, Braunwald
E. | medi ate versus deferred beta-blockade follow ng nyocardi al
infarction: Results of the Thronbolysis in Mocardial Infarction (TIMI)
[1-B Study. Circulation 1991;83:422-437.

Bovill EG Terrin M, Stump DC, Berke A Frederick M Collen D, Feit F,
CGore J, Hillis LD, Lambrew C, Leiboff R, Mann KG Markis JE, Pratt C,
Sharkey S, Sopko G Tracy R Chesebro J for the TIML I|nvestigators.
Henorrhagi c events during treatment with intravenous reconbinant tissue-
type plasm nogen activator, heparin and aspirin for acute nyocardi al
infarction: Results of the Thrombolysis in Mocardial Infarction (TIMI)

Phase Il Trial. AvmIntern Med 1991;115:256-265.



10.

iv
Bairn DS, Diver DJ, Feit F, Greenberg MA, Holnes DR, Weiner BH WIIlianms
DO, Schwei ger MJ, Brown BG, Frederick MM Knatterud G., Braunwald E for
the TIML Il Investigators. Coronary angiopl asty perfornmed within the
Thrombol ysis in Myocardial Infarction (TIML I1) Study. G rculation
1992;85:93-105.
Zaret BL, Wackers FJT, Terrin M, Ross R Wiss M Slater J, Mrrison J,
Bourge RC, Passamani E, Knatterud G Braunwald E for the TIM
I nvesti gat ors. Assessnment of global and regional left ventricular
performance at rest and during exercise follow ng thronbol ytic therapy for
acute myocardial infarction: Results of the Thronbolysis in Mocardia
Infarction (TIML I1) Study. AmJ Cardiol 1992;69:1-9.
WIllianms DO, Braunwald E, Knatterud G Babb J, Bresnahan J, G eenberg MA
Rai zner A, Wasserman A, Robertson T, Ross R and the TIMI |nvestigators.
One-Year results of the Thronbolysis in Mocardial Infarction
I nvestigation (TIMI) Phase Il Trial. Crculation 1992;85:533-542.
Miel l er HS, Cohen LS, Braunwald E, Forman S, Feit F, Ross A Schweiger M
Cabin H Davison R, MIler D, Solonobn R, Knatterud G, for the TIM
I nvesti gat ors. Anal yses of patient subgroups in the Thrombolysis in
Myocardi al Infarction (TIMI) Trial, Phase II: Predictors of early
morbidity and nortality. Circulation 1992;85:1254-1264,
Kleiman NS, Terrin M Mieller H £ Chaitman B, Roberts R Knatterud G,
Sol onon R, McMahon RP, Braunwald E and the TIML Investigators. Mechanisns
of early death despite thronbolytic therapy: Experience fromthe

Thronbolysis in Myocardial Infarction Phase Il (TIM 11) Study. JACC
1992;19:1129-35.
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NIH.
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Form

TIMI |l Analysis File Docunentation
Item List

03 Rey 1. 2. 3. 4 5 Screening Form

Form

ltem 3 - date and time of qualifying ECG

[tem5 - sex

Item 7 - age

[tem9A - date and tine of pain onset (if mssing use Form5D Item 2)
[tem 10A - leads with ST elevation

[tem 10B - ST elevation in inferior |eads

[tem 10C - ST elevation in anterior |eads

[tem 10D - ST elevation in | and AVL |eads

[tem 11 - presence of Q waves

[tem 11A - |l eads with Q waves

I[tem 12 - ST depression » 0.1 nv

ltem12A - leads with ST depression

Itens 15A-15G, 16 - beta-blocker exclusion criteria
Items 17-22 - risk factors

[tem 31 - location of qualifying ECG (Rev 5 only)

04 Rev 0. Adnmission Form

Iltem 3 - race

[tem 4 - education

Items 5, 5A-5E - snpking habits

ltem 6 - activity at pain onset

Items 7, 7A, 8, 9, 9B - previous pain episodes

I[tems 10, 10B1-10B5 - history of M

Itens 11A-11D - previous events

Items 12A-12J - previous diseases or conditions

[tenms 15A-15P - previous nedications

I[tem 16 - baseline height

[tem 17 - baseline weight

I[tem 18 - baseline heart rate

Item 19 - baseline respiratory rate

I[tem 20 - baseline blood pressure

I[tem 21 - baseline neck vein distension

|tens 22A-22D, 22D1A-22D1E - heart sounds

Itens 23A, 23B - i nt egunent

I[tems 25-38 - baseline blood chemstries (if #31, 32, or 35 is missing,
appropriate itemon Form 19 is used)

Vi



Form 05 Rev 0. Treatnent Assignment Form

ltem 5 - treatnent assignnent

Itens 6, 7A, 7B - initiation of rt-PA

Items 8, 9A, 9C - initiation of netoprolol

[tem 10 - date and time of heparin bolus

[tem 1l - date and tinme of rt-PAinitiation

[tem 12, 13 - date and time of IV and oral beta blockers
Iltem 14 - date and tine of heparin infusion initiation
[tem 16 - transfusions within 24 hours

Iltem 17, 18A-18M - conplications within first 24 hours
Item 20 - henpdynami ¢ nmeasurenents

Itens 21A-21H - tinming of events during rt-PA infusion
Items 22, 23A-23H - arrhythnmias within 24 hours

| tens 24A, 24C, 24D, 24E - assessnment of chest pain

Form 06 Rev 0., 1 PTCA Procedures Form (maxi mum of 2 forns,
nonpr ot ocol )

one protocol and one

Rev 0 Rev 1
[tem [tem
2 2 - date and tine of PTCA
3 3 - PTCA type
4 4 - enmergency or elective PTCA (only for nonprotocol PTCA)
5 5 - indication for PTCA (only for nonprotocol PTCA)
6,7 6,7 - PTCA attenpts
8A-8V 8A-8W - procedure notes for PTCA on lesion 1
9A-9G 9A-9H - PTCA conplications
10 10 - total elapsed fluoroscopy tine
12 12 - 24 hour conplications

14A-14C  14A-14C - angina status prior to PTCA (only for nonprotocol PTCA)

Form 7C Rev O, Cardiac Catheterjzation Procedures Form (maxi mum of 3 forns:
protocol, nonprotocol and hospital discharge)
Item 2 - date and tinme of catheterization
Item 4 - protocol/nonprotocol catheterization
I[tem5 - reason for nonprotocol catheterization
Itens 6A-6D - left ventricular pressure
Itens 8A, 8B - perfusion grade and stenosis
ltem9 - infarct artery
I[tem 12, 13A-13E, 14, 14A-14C - conplications
ltem 15 - arrhythm as
Item 16A-16D - clinical conplications



Viii

Form 7F Rev 0. 1, 2. 3 4 Coronarv Arterioeranhv Visual Asessment (maximum of 3
forms: protocol, nonprotocol and hospital discharge)

Rev 0,1 Rev 2,3 Rev 4

[tem [tem [tem

3 calc 4 4 - film type (P, NP, HD)

7 6 6 - domi nance

5 7 7 - infarct artery
7.1-7.16 7.1-7.16 7.1-7.27 - stenosis inallsegnents (sequence 1 filnonly)
7.1-7.16 7.1-7.16 7.1-7.27 - collaterals in all segnents (sequence 1 film

onl

6A 8Dl 8D1 - pre s){)enosis, pre grade

8B 8D2 8D2 - post stenosis, post grade

calc 8F 8F - success of procedure (recalcul ated

based on grade and stenosis)

Eorm 8A Rev 0. Rest/Exercise RVG Shipping Form (hospital discharge and 6 weeks)

[tem2 - date of study
[tem 4A - rest study done
Item 4B - exercise study done

I[tem 32 - peak exercise stage (if mssing use Form 8D #17)
I[tem 33 - exercise ECG results (dinic interpretation)
I[tem 34 - chest pain (used if Form39 Item 11 is m ssing)

Eorm 8C Rev 01, Resting RVG Analvsis Report_(hospital discharge and 6 weeks)

[tem 8A - resting global LVEF (left ventricular ejection fraction)

Form 8D Rev 0. 1. Exercise RVG Analvsis Report (hospital discharge and 6 weeks)

I[tems 5A - baseline LVEF
Items 14A - recovery RVG results
Item 16 - LVEF change (recal cul ated using peak exercise and baseline EF)

I[tem 17 - peak exercise stage (only used if Form 8A Item 32 is mssing)
I[tem 18 - peak exercise LVEF

Form 10 Rev 0. Hospital Di scharge Form

Iltem?2 - Date of hospital discharge

Item 3 - patient dead or alive at hospital discharge
Items 5, 5A, 5B - confirmation of myocardial infarction
Item 7 - clinical conplications occurred

I[tem 10 - date of congestive heart failure

Item 11 - date of cardiogenic shock

I[tem 12 - date of ventricular septal rupture

Item 13 - date of nmitral regurgitation



Eorm 10 Rev 0. Hospital Discharge Form (Conti nued)

I[tem 14 - date of cardiac arrest

[tem 15 - date of recurrent ischenic pain

Itens 16, 16A-16L - henorrhagic conplications with dates

Itens 17, 17A-17B - occurrence of infection with dates

Itens 18, 18A-18F - vascul ar conplications with dates

Items 19, 19A-19F - thoracic conplications with dates

Items 20, 20A-20D - other conplications with dates

Items 21-30 - special procedures with dates

I tens 40A1-40P2 - drugs prescribed during hospitalization and at hospital
di schar ge

Items 41, 41A - heparin infusion

Items 42, 42B - oral beta bl ocker therapy

Form 11 Rev 0. Follow-up Visit Form (6 weeks and 1 year)

[tem?2 - date of follow up

Iltem6 - activity |evel

Item 7 - current Canadian heart class

[tem 9B - cardiac arrest

I[tem 9C - congestive heart failure

[tem 9D - angina pectoris

Itens 134, B, A, ¢5, DK, L-P - current nedication

Form 12 Rev 0. Mssed Visit Form (6 weeks and 1 year)

[tem 2 - date of contact

Item4 - able to |ocate patient

I[tem 4B - need Coordinating Center help

l[tem5 - alive at contact

[tem7 - reason visit was nissed

[tem 8B - cardiac arrest

I[tem 8C - congestive heart failure

Item 8D - angi na pectoris

Item 12A - source of information for this form

Form 13 Rev 0. Telephone Contact Form (3 months, 6 nmonths, 18 nmonths, 2 years, 3
years, 4 years)

Item 2 - date of contact
Iltem4 - able to locate patient
Item 4B - need Coordinating Center help



Form 14 Rev 0. Subseauent Hospitalization Form (up to 5 forns)
Iltem2 - date of hospitalization

Item 7 - cause of hospitalization is cardiovascular
Itens 8A-8G - description of cardiovascular reasons

Form 15 Rev 0. Death Notification Form

ltem 3
[tem 5

date of death (use only if missing on Form 17)
prelimnary cause of death

Form 16 Rev 0. Cause of Death Form

[tem 16 - autopsy

) - c : ficati

ltem 2 - date and time of death (if mssing use Form 15)
Itens 6A-6E - conplications
Itens 7, 8A, 8B, 8Bl - death from cardi ovascul ar disease (For Rev 2)

Itens 7, 8A, SB, 8Bl, 8B2 - death from cardi ovascul ar di sease (For Rev 3)
Items ac - fatal cardiac disease

Form 19 Rev 0. lLaboratory Data Form

[tem3 - CK upper linit of nornal

I[tens 3A-3S - date and tine of CK neasurenents and total CK in (IU/L)

Iltem4 - Hospital linmits APTT

Itens 5A-5C - henoglobin, hematocrit, platelet count (used only if Form 04 itens
are mssing)

Item6A - first day heparin dose (U USP)

Item 6B - first day aspirin dose (nm)

I[tem 6C - first day coumadin dose (nm)

Item 6D - first day netoprolol dose (ng)

Item 6E - other beta-blockers given on first day

Itens 7A, 7B, 7C, 7D, 7E - second day | aboratory data

Itens 8A, 8B, SC, 8D, 8E - third day laboratory data

Itens 9A, 9B, 9C, 9D, 9E - fourth day |aboratory data

Itens 104, 10B, 10C, 10D, 10E - fifth day | aboratory data

Itenms 11a, 11B, 11C, 11D, 11E - sixth day | aboratory data

Itens 12A, 12B, 12C, 12D, 12E - seventh day l|aboratory data

Itens 13A, 13B, 13C, 13D, 13E - eighth day | aboratory data

Itens 14A, 14B, 14G, 14D, 14E - ninth day | aboratory data

Itenms 15A, 15B, 15C, 15D, 15E - tenth day | aboratory data



Xi

Form23 Rev 0. 1. 2 Meocardial Infarction Fvent Form (nultiple events possible,
current maximum = 3)

Item 2 - date and time of event (used only if Form43 is m ssing)
Item 3B - reappearance of pain

Form24 Rev 0. 1. Henorrhagic Fvent Form (multiple events possible)

Iltem?2 - date and time of event (used only if Form 44 #2 is missing)

Item 13 - transfusion given to treat event

|tems 14A, 14B - whol e bl ood and packed cells transfused (used only if Form 26,
#4 i s missing)

Form25 Rev 0. 1. Cardiac Surgerv_Form (nultiple events possible)

ltem 2 - date and time of surgery
Item 4 - enmergency or elective
Item 4A - reason for surgery
Item 5A, B, C - angina status
Item 6, 6A, 6Bl - exercise test
Item 7 - angi ography performed
Items 8A-8F - arteries grafted
Itens 9A-D - conduits used

Itens 10A, 10B - conplications
I[tem 11 - transfusion (Rev 1 only)

Form 26 Rev 0. Transfusion Report Form

[tem 2 - date of first transfusion
[tens 3A-3D - reason for transfusion

Items 4A, 4B - nunber of units transfused (whole blood and packed cells) - (if
m ssing, Form 24 is used)

Form 27 Rev 0. Severe Neuroloeic Event Form

Item 6 - al cohol consunption
Iltem 11 - date and tinme of onset

Item 12 - signs and synptons

[tem 13 - onset

[tem 14 - maximm stable deficit -
I[tem 15 - inprovenent within 24 hours

Item 16, 16A - blood pressure change
I[tem 17 - nedication

I[tem 18 - cardiovascular stability
[tem 19-21 - exami nation

Item 46 - CT scan

[tem 53 - recovery



Form 28 Rev Q. Severe Neuroloaic Event Cassification Form

ltem 2 - date of event

Item 3A-E - classification

| tem 4A-F, 5A-F - | ocation

ltem 6 - hours fromonset to entry
Iltem7 - class of infarct

Item 8 - class of henorrhage

Iltem 9, 10 - extension of henorrhage
Item 11A-N - casual factors

Form 39 Rev Q. Bicvyele Ergonometry Test Form (hospital discharge and 6 weeks)

Item 11 - chest pain

: : e i ,

Item 2 - date of study

ltem5 - primary reason for stopping

[tem?7 - total treadnmill tine

Iltem8 - final stage entered

ltem 9 - % maxi mum heart rate achieved

Item 10A, 10B, 10C - heart rate and blood presure at rest, peak exercise and

recovery

Items 11, 12 - chest pain

Items 13, 14 - fall in systolic blood pressure

Itens 15A, 15B, 15C, 15D - resting ECG showed LBBB, RBBB, LVH or ST-segnent
el evation

l[tems 16, 17, 18, 19A, 19B, 20, 21 - description of ST depression
Items 22, 23 - description of ST-segnent elevation

Items 27, 28 - ischenic response (calcul ated)

I[tem3 - reason for not performng test

Form43 Rev 1. 2. Nonfatal Mocardial Infarction Event G assification Form (nmultiple
events)

Rev 1 Rev 2
[tem [tem
2 2 - date and tinme of nonfatal M

— 4 -timng of M
4 SD, 6A - classification of event



Xiii

Form 44 Rev 1. 2 Henorrhagic Fvent Cassification Form (nmultiple events)

Iltem 2 - date and tinme of henorrhagic event
Item 4A - severity of event

[tem 4B - surgical event

[tem3A - primary |ocation

I[tem 5B - contributing |ocation

I[tem 8A - event occurred within 24 hours of rt-PA initiation

File Qualifying ECG

- ECG nunber

sequence nunber

- nmean RRinterval in msec
- PR interval in msec

- Qanplitude in leads I, Il, IlIl, AVR AVL, AVF, V;-Vg
- R anplitude in leads I, IIl, IIl, AVR AVL, AVF, V,-Vg
- ST deviation in leads I, Il, Ill, AVR, AVL, AVF, V,;-Vg

(positive value indicates ST elevation, a negative value indicates ST
depr essi on)

File GI. Coagulation Core lLab Data

fibrinogen (Claus) at pre-treatnent, 50 minutes, 5 hours and 8 hours
FDP at pre-treatment, 50 minutes, 5 hours, and 8 hours

TPA at pre-treatnent, 50 minutes, 5 hours, and 8 hours

Pl asmi nogen at pre-treatnent, 50 minutes, 5 hours, and 8 hours

Al pha-2 antiplasnmin at pre-treatnment, 50 nminutes, 5 hours, and 8 hours

File LV. Contrast Left Ventriculograms_(protocol, hospital di scharge andnonprotocol)

systolic and diastolic vol une

stroke vol une

cardi ac out put

ejection fraction

hypoki nesi s

hyper ki nesi s

l ength of hypokinetic segnent

[ ength of akinetic or dyskinetic segnent

4



Draft 1/8/93
APPENDI X B
TIML |1 ANALYSI'S FILES
ARRANGEMENT OF FILES AS OF 9/90

—_FORM SAS FILE PAGE _NUMBER
03 FORMO3.SSD B- |
04 FORMO4 . SSD B- 4
05 FORMOS5 . SSD B-8
06 FORMCATH. SSD B-12

7¢, 7F FORMCATH. SSD B-18

8A, 8C, 8D FORMOS8.SSD B- 23
10 FORM10.SSD B- 27

11, 12, 13 FORMFU. SSD B- 32
14 FORM14 . SSD B- 34
15 FORM17.SSD B- 37
16 FORM17.SSD B- 38
17 FORM17.SSD B- 39
19 FORM19.SSD B- 40
23 FORM17.SSD, FORM14.SSD B- 42

RECURRENT PAI NFUL

| SCHEM C EVENTS RPI E. SSD B- 43
24, 44 FORM44 . SSD B- 44
25 FORM17.SSD B- 47
26 FORM44 . SSD B- 49
27 FORM2728.SSD B-50
28 FORM2728.SSD B-52
31 FORMCATH. SSD B- 54
39 FORMO8 . SSD B- 55
40 FORM40.SSD B- 57
41 FORM40 . SSD B-59
43 FORM17.SSD B- 60

CORE LAB DATA

QUALI FYI NG ECG FI LEECG SSD B- 62

COAGULATI ON FI LEGT. SSD B-63

CONTRAST VENTRI CULOGRAM FI LELV. SSD B- 64



| TEM

9A

9A

10A

10A

10B
10C
10D
11

11A

11A

F10.5

12

11

11
11
11
11
12

11

B- |

FORM 03 (REV 0, 1, 2, 3, 4, 5)

FORMD3

ERTI ME

SEX

AGE

ONMO
ONDA
ONYR
ONHR
ONMN

ONTIME

NSTE

STE! |
STEII |
STEAVF
STEV1
STEV2
STEV3
STEVA4
STEVS
STEV6
STEI
STEAVL 1
STEAVR

STEI NF
STEANT
STEAVL

QWAVES
NQ

QII
Qll
QAVF
QVl
Q2
Q3
QV4
QV5
Q6
QI
QAVL
QAVR

>

Screening Form

CODES
1 = Form received

Emer gency-room time (days) to treatment initiation
(negative)

1 = Male, 2 = Fermal e

Year s

Month of pain onset

Day of pain onset

Year of pain onset

Hour of pain onset (mlitary)
M nute of pain onset

Onset of synptons tine (days) to treatnment initiation
(negative)

Total nunber of leads with ST elevation: O 12

=
]

item checked
0 = item not checked

1 = Yes, 2 = No

1 = Yes, 2 = No

Nunber of leads with Q waves: O 12

1 = item checked
0 = item not checked



15A
15B
15c¢
15D
15E
15F
15G
16

17

18

18A

19
20
21
22
31

I1

I1

Il

Il

I1

I1

I1

I1

FORM 03 (REV 0, 1, 2, 3, 4, 5)
Screening Form
(Cont i nued)

STD

NSTD
STDI |
STDIT
STDAVF
STDV1
STDV2
STDV3
STDV4
STDVS
STDV6
STD
STDAVL
STDAVR

BBI NELA
BBI NELB
BBI NELC
BBI NELD
BBI NELE
BBI NELF
BBI NELG
BBI NEL
BLM
BLRALES

BLEXTENT

BLHYPO
BLAF
BLPE
BLSHOCK
VWHEREECG

CODES

1 -Yes, 2 = No

Nunmber of |eads with ST depression:

[y ol

1

ST depression present in |ead

= not present

nn nn

Yes, 2 = No

Yes, 2 No

Yes, 2 = No

Yes, 2 = No

None

<173 lung fields

> 173 lung fields but not all
both entire lung fields

Yes, 2 -No

Yes, 2 = No

Yes, 2 = No

1 -Yes, 2 -No

1 =TM dinical Center
2 = Emergency room extension (only

avail able on Rev. 5)

012

B-2



CALCULATED

CALCULATED

—

11

I1

T

FORM 03 (REV 0, 1, 2, 3, 4, 5)

NANVE

HIGHRISK

TWOHRS

B-3

Screening Form
(Conti nued)

CODES

1 = Yes

0 = No

(Defined as any of the follow ng being present: Age
> 70, prior M, anterior M, rales > 1/3 lung fields,
hypotension, atrial fibrillation or flutter,

pul nonary edena or cardi ogeni c shock)

1 = Treatnent was initiated within 2 hours (< 2)
of pain onset

0 = Treatnment initiated later than 2 hours after
pain onset



S5A

5B

5c

5D

SE

TA

11

11

11

11

Il

11

11

Il

T

NAME
FORMD4
RACE

EDUCATE

SMXKE

MAXPACKS

YRSMOKE
CURSMOKE

PACKSDAY

STOPSMXK

ACTONSET

| NDXPAI'N

OTHEPI SD

FORM 04 (REV 0)
Adm ssion Form

CODES

1-

~NogFswnE
]

=
I

0
1
2 =
3
4

Form recei ved
White, 2 = Black, 3 = Hispanic, 4 = O her

No formal education

< Grade 11

H gh school graduate
Sone col |l ege

4 yr degree

Sonme graduate schoo

G aduate degree

=Yes, 2 =No

None
< 1/2 pack
1/2 < packs <1

1 < packs £ 2
> 2 packs

nunber of years snmoked (0 = None)

1 -Yes, 2 = No

S WN O PWNHO
i ]

VWA WN P
1

[EEN

oM wWNR O3

None

< 1/2 pack

1/2 < packs
1 < packs <
> 2 packs

~IA
=

Never stopped
< 3 nonths

3 < months < 12
1 < years £5
> 5 years

Never snoked

sl eepi ng

rest

m|d physical activity
moder ate physical activity
mar ked physical activity

-Yes, 2 = No

ni mum of 7A1-7A6:

None

< 1 hour
1-2 hours
3-5 hours
6-11 hours
12-23 hours
24- 48 hours



ITEM

8A
8B
8C
8D
8E
8F
8G

CALCULATED

CALCULATED

9A

9B

10

10B1
10B2
10B3
10B4
10B5

11A
11B
11C
11D

12A
12B
12c

12D
12E
12F
12G
12H
121

123

—

Il

Il

I1

Il

Il
I1
I1
I1
I1

I1
I1
Il
I1

I1
I1
Il
I1
I1
Il
I1
I1
I1
Il

T

NAME

BLPATTA
BLPATTB
BLPATTC
BLPATTD
BLPATTE
BLPATTF
BLPATTG

PATT3WK

ANG3WK

CHSTPAI'N

BLANG NA

ANGONSET

FO4BLMI

BLMILOC1
BLM LOC2
BLM LOC3
BLM LOC4
BLM LOC5

BLCHF
BLICl A
BLSTK
BLIC

BLDI AB
BLHYP
BLPVD
BLVHD
BLCOCD
BLG
BLHVD
BLRENAL
BLNEURO
BLOTHDI S

w N O Nwmr R o

- O
I

~No o wNnE O
] I

[
11

FORM 04 (REV 0)

Adm ssi on Form
(Conti nued)

CODES

0 -No, 1 = Yes

= None

= No pattern

= New onset (D)

= Increasing frequency (E and no D)
- Variant (F only) or (F and G only)
- None A

- Unstabl e B) or (G only)

- Stable (C, D, E and not B)

= Vari ant (F and Gonly) or (F only)

1 -Yes, 2 -No

Probably not angina or not angina
Definite angina or probabl e angina

- None

< 7 days

8-14 days

15-21 days

22- 30 days

31- 180 days

6 nonths-| year
> 1 year

Definite, 2 - No, 3 - Suspect, 4 = Unknown

0 -No, 1 = Yes

1 - Definite, 2 - No, 3 - Suspect, 4 - Unknown

1 =Yes, 2 = No, 3 - Unknown

B-5



m
<

20A
20B

21
22A
22B
22¢C
22D
22D1
22D1B
22Dh1cC
22D D
22D1E

23A
23B

25
26
27
28

11
11

F4.1
13
F4.1
14

NANVE

BLRXA
BLRXB
BLRXC1
BLRXC2
BLRXD
BLRXE
BLRXF
BLRXG
BLRXH
BLRXI
BLRXJ
BLRXK
BLRXL
BLRXM
BLRXN
BLRXO
BLRXP

BLHT
BLWI
BLHR
BLRESP

BLSBP
BLDBP

BLNKVEI N
BLS3
BLS4
BLPFR
BLMURVUR
BLBSE
BLMR
BLAR
BLVSR
BLOTHVUR

BLECCHY
BLHEMAT

BLCREAT
BLBUN
BLBI LI
BLSGOT

FORM 04 (REV 0)
Adm ssion Form
(Conti nued)

CODES

No

< 6 hrs.
6-24 hrs
> 24 hrs.

W O

Hei ght in cm

Weight in kg

Heart rate in beats/mnute

Respiratory rate in respirations/ mnute

Systolic blood pressure (nmm Hg)
Diastolic blood pressure (nm Hg)

1 = Present, 2 = Absent, 3 = Unknown

—
it

Present, 2 = Absent, 3 = Unknown

0 = No, 1 = Yes

1
1

Present, 2 = Absent
Present, 2 = Absent

mg/dl
mg/dl
mg/dl

IU/L

B-6



32

33

34

35

36

37

38

F4.1

F4.1

F3.1

11

11

11

NAME
BLLDH

BLALKPHS
BLHCT

BLHGB
BLWBC
BLK
BLPLAT
BLUPROT
BLOCCBLD

BLGU Al C

FORM 04 (REV 0)
Adm ssion Form
(Conti nued)
CCODES
1U/L

1U/L
% (if mssing, Form 19 It

em 5B was used)

gn/dl (if missing, Form 19 Item 5A was used)

t housands/ nm’

mEq/L

t housands/ mm’ (i f i ssi ng,
1 = Present, 2 = Absent,
1 = Present, 2 = Absent,

1 = Present, 2 = Absent,

Form 19 Item 5C was used)
3 = Unknown
3 = Unknown

3 = Unknown



CALCULATED

CALCULATED

CALCULATED

TA
7B

9A
9C

10

11

11

11

11

11

11

11

13
12

11

12
13

11
F10.5

512

FORM 05 (REV 0)

Treat ment Assignnent Form

FORMD5

PHASE

ASSI GN

DOSEASGN

PTCAGRP

BBCGRP

TRTINIT

RTPADOSE
RTPALESS

[ VMET

| VDCSE
ORALDOSE

HEPBCL
HEPBTI ME

TIMO,  TI DA,
TIYR TIHR
TI MN

CODES

1 = Form received

Qpen Label E
Phase |1

0o =
|

2 hr PTCA
18-24 hr PTCA
No PTCA

|V BB/18-48 hr PTCA
|V BB/No PTCA

- DEF BB/18-48 hr PTCA
DEF BB/No PTCA St udy
- BB Inel./18-48 hr PTCA

- BB Inel./No PTCA

PTCA Timng Study

oCooNOULPH W
Ll

150 ng rt-PA
= 100 ng rt-PA

N
L

-
]

| medi ate invasive
=~ Del ayed invasive
Conservative

w N
1

| medi ate Bet a- Bl ocker
= Deferred Beta-Bl ocker

N =
i

1=Yes, 2 =No

= Urticaria

= Fever or chills

= Nausea or vomting

Bleeding at arterial access

= Bl eeding at central vein access
= Bl eeding at other puncture sites
= Qther bleeding

= Convul si ons

= Anaphyl axi s

10 = Hypot ensi on

11 = Bronchospasm

12 = Death

13 = Ot her

WeoNAUL P WN
1

1 =Yes, 2 -No

mg
mg

0 = No, 1 = Yes
Time from treatnment initiation (days)

Date and tinme of rt-PAinitiation
(ALL TIME VARI ABLES ARE CALCULATED
FROM TH S ONE)

B-8

Bet a- Bl ocker



12

13

14

16
17

18A
18B
18C
18D
18E
18F
18G
18H
181

18J

18K
18L
18M

20

FORM 05 (REV 0)
Treat ment Assignnment Form

(Conti nued)

LENGTH NAVE CODES

11 | VBB 0 = No, 1 = Yes
F10.5 | VBBTI ME Time fromtreatment initiation (days)
11 ORALBBOS 0 =No, 1= VYes
F10.5 ORBBTI ME Time fromtreatnent initiation (days)
11 HEPI NF 0=No, 1= VYes
F10.5 HEPI TI ME Time fromtreatnent initiation (days)
11 TF24 1=Yes, 2 =No

11 Cowp 1=1Yes, 2=No

11 COVPA

11 COvPB

I1 CowPC

I1 COWPD

11 COVPE 1 =Did not occur

11 COVPF 2 = Cccurred, but did not interrupt
11 COMPG rt-PA treatnent

Il COVPH 3 = Interrupted rt-PA treatnent
11 COWPI

11 COWPJ

11 COWPK

11 COVPL

I1 COVPM

13 HRO

13 HR30

13 HR60

13 HR90 Beats per mnute

13 HR120

13 HR150

13 HR180

13 SBPO

13 SBP30

13 SBP60

13 SBP90 mm Hg

13 SBP120

13 SBP150

13 SBP180

13 DBPO

13 DBP30

13 DBP60

13 DBP90 mm Hg

I T DBP120

13 DBP150

13 DBP180

B-9



B-10

FORM 05 (Rev 0)
Treat ment Assignment Form
(Cont i nued)
EM LENGTH NAME CODES
21A 11, 13 RPEVA, RPEVAM N
21B 11, 13 RPEVB, RPEVBM N
21c 11, 13 RPEVC, RPEVCM N 1-Yes, 2 -No
21D 11, 13 RPEVD, RPEVDM N If Yes, mnutes fromtreatnment initiation
21E 11, 13 RPEVE, RPEVEM N
21F 11, 13 RPEVF, RPEVFM N
21G 11, 13 RPEVG RPEVGM N
21H 11, 13 RPEVH, RPEVHM N
22 11 ARR24 | = Yes, 2 = No
23a1 11 ARRA1 \
23B1 I1 ARRB1
23C1 11 ARRC1
23D1 I1 ARRD1 < 1 = None
23E1 I1 ARRE1 0 = Arrhythm as appear ed
23F1 Il ARRF1
23G1 Il ARRG1
23H1 I1 ARRH1 )
23A2 I1 ARRA2 ]
23B2 11 ARRB2
23C2 11 ARRc?2
23D2 I1 ARRD2 > 1 = Prior to thronbol ytic therapy
2332 I1 ARRE2 0 = None prior
23F2 11 ARRF2
23G2 Il ARRGR
23H2 11 ARRH2 ]
23A3 11 ARRA3 )
23B3 I1 ARRB3
23C3 Il ARRc3
23p3 11 ARRD3 b 1 = During thronbol ytic therapy
2333 11 ARRE3 0 = None during
23F3 I1 ARRF3
23G3 11 ARRG3
23H3 I1 ARRH3 ]
23A4 13 ARRA4 ]
23B4 13 ARRB4
2364 13 ARRc4
23p4 13 ARRDA > Mnutes after onset of thronbolytic therapy
2334 13 ARRE4 (mssing if none during therapy)
23F4 13 ARRF4
23G4 13 ARRGA
23H4 13 ARRH4 ]
23A5 11 ARRAS )
23B5 11 ARRB5
23c5 11 ARRc5
23D5 I1 ARRDS 1 = After conpletion of thromnbolytic
2335 I1 ARRES < t her apy
23F5 11 ARRFS 0 = None after
2365 11 ARRG5
23H5 11 ARRH5 )




NN DN DN
NG NG NG\ IE
moo >

I1
11
11
11

FORM 05 (REV 0)

Treat nent Assignnent Form
(Conti nued)

NANVE CODES
PAI NPRE 1 =1Yes, 2 =No
PAINI NI T 1 = Yes, 2 = No
PAI NCONC 1 =Yes, 2 -No
PAI NCOVP 1 = | ncreased

2 = Decreased but

3 = Sane

4 = None

still

present

B-11



8Al
8B1

F10.5
13

F10.5
F10.5
F10.5
F10.5

11

11

11
11

11
12

FORM 6 (REV 0)

PTCA Procedures Form

Data fromthe Protocol
(Protocol

NAVE

FO6P/FO6NP

F6TIMEP/F6TIMENP

PTCADAYS
PPROTDAY
PNP1DAY
PNP2DAY
PNP3DAY

PTCAEENP

REASONNP

SITE1P/SITE1NP
SITE2P/SITE2NP

L18AP/L18ANP
L18BP/L18BNP

CODES

1 = Formreceived, 0 = not

and first Nonprotocol PTCA
vari abl es suffixed by "P," Nonprotocol

Time to PTCA (days)

Integer days to first PTCA

Days to Protocol

PTCA

Days to first NP PTCA
Days to second NP PTCA
Days to third NP PTCA

1 = Energency
2 = Elective

1 = Ischem a post
2 = Re-infarction post
3

= Ot her
1=1Yes, 2 =No

1 =VYes, 2 =No

1 =Yes, 2 =No
1 = Prox RCA

2 =Md RCA

3 = Dist RCA
4 - RPDA

5 - RPLS

6 = 1st RPL

7 = 2nd RPL

8 = 3rd RPL

9 = Inf. septal
10 - AC narg
11 - IMCA

12 = Prox LAD
13 - Md LAD
14 - Dist LAD
15 = 1st diag
16 - 2nd diag
17 - 1st septal
18 = Prox CX
19 = Dist CX

20 = 1st Ob marg
21 - 2nd o narg
22 - 3rd b marg

23 - LAV

24 - 1st LPL
25 - 2nd LPL
26 = 3rd LPL

27 = LPDA

i nfarction

by "NP. n)

recei ved

on FORM17.SSD

i nfarction

B-12



8F1
8G1

8H1
811
8J1
8K1
8L1
8M1
8N1
801
8P1
8Ql

8R1

CALCULATED

851
ST1
8ul
8V

8VA
8VB

9A
9B
9C
9D
9E
9F
9G

10

I—
%
T

Il

11

13
11
F3.1
12
13
13

Il
11
11
11
I1
11
11

12

FORM 6 (REV 0)

PTCA Procedures Form

NANVE

L18CP/L18CNP
L18DP/L18DNP
L18EP/L18ENP
L18FP/L18FNP
L18GP/L18GNP

L18HP/L18HNP
L18IP/L18INP
L18JP/L18JNP
L18KP/L18KNP
L18LP/L18LNP
1.18MP/L18MNP
L18NP/L18NNP
L180P/L18ONP
L18PP/L18PNP
L18QP/L18QNP

L18RP/L18RNP

L18SP/L18SNP

L18TP/L18TNP
L18UP/L18UNP
L1MMP/L1MMNP
L1INP/L1INNP
L1SCP/L1SCNP
LI ATP/ LI ATNP

COVPAP/ COVPANP
COVPBP/ COVPBNP
COVPCP/ COVPCNP
COVPDP/ COVPDNP
COVPFP/ COVPENP
COVPGP/ COVPGNP
COVPHP/ COVPHNP

FTI MEP/ FTI MENP

(Conti nued)

CODES

1 -Yes, 2 -No

Perfusion grade pre PTCA = 0, 1,

1 -Yes, 2 -No

Perfusion grade post-PTCA = 0, 1, 2, 3

% stenosis pre-PTCA (0 - 100)
% stenosis post-PTCA (0 - 100)
G adient pre-PTCA (mm Hg)

G adi ent post-PTCA (nm Hg)

Qut cone code

2,

3

B- 13

1 = > 20% absol ute reduction in stenosis -
sust ai ned
2 = > 20% absol ute reduction in stenosis -
with transient reocclusion
3 = > 20% absolute reduction in stenosis -

fol l owed by sustained reocclusion
= Failure to enter vessel
= Failure to reach |esion
Failure to cross |esion

= \/essel

WoONOUVE
L

= Ot her

Measur e code
1 Vi sual

resists dilation

= Equi pnent failure

estimate

2 = Electronic calipers

3 = Manual
1 = full
2 = partial
3 = none

Seconds

cal i per

Nurmber of catheters

mm

Nunmber of inflations

Seconds
At nospher es

1l = Yes, 2 = No

M nut es



14B

l4c

I—
%
T

Il

Il

CALCULATED 11

CALCULATED 1I1

FORM 6 (REV 0)

PTCA Procedures Form

NAVE

DEATHP/DEATHNP
MIP/MINP

SURGP/ SURG\P

ANG NANP

CHCNP

EPI SOCDNP

PTCASTAT

NPREASON

(Conti nued)

CODES

1 =

Yes, 2 = No

1 -Yes, 2 = No

1 -Yes, 2 = No

oo

RowpR O
]

2:
3=

4

definite angina
probabl e angi na
probably not angina
no angi na

0

I
[
11
IV
Yes, 2 = No

< 15 hours

Protocol PTCA (declared protocol)

Excl uding Protocol, PTCA within
15 hours-14 days

No procedure in 14 days

Reason for Non-Protocol PTCA (defined by

Drs.

oW bdbwmPpEFE, O
[}

0~
n

Di ver and Bairn)

Emergency PTCA in first 15 hours

Angi na

Re-infarction

Positive ETT

Physi ci an request

Ainical determination

Del ay due to unavailability of OR
backup or clinical instability

To facilitate non-cardiac surgery

Error in treatnent assignnent

B- 14



8Al
8B1

B- 15

FORM 6 (REV 1)
PTCA Procedures Form

Data fromthe Protocol and first Nonprotocol PTCA
(Protocol variables suffixed by "P," Nonprotocol by "NP.")

LENGTH NAVE CODES
I1 FO6P/FO6NP 1 = Form received, 0 = not received
F10.5 F6TIMEP/F6TIMENP Time to PTCA (days)
13 PTCADAYS Integer days to first PTCA
F10.5 PPROTDAY Days to Protocol PTCA
F10.5 PNP1DAY Days to first NP PTCA on FORM17.S8SD
F10.5 PNP2DAY Days to second NP PTCA
F10.5 PNP3DAY Days to third NP PTCA
I1 PTCAEENP 1 = Energency
2 = Eective
I1 REASONNP 1 = Ischenmia post infarction

2 = Re-infarction post infarction

3 = Other
11 SITE1P/SITEINP 1 -Yes, 2 = No
11 SITE2P/SITE2NP 1 -Yes, 2 = No
11 L18AP/L18ANP 1 -Yes, 2 -No
12 L18BP/L18BNP 1 = Prox RCA

2 =Md RCA

3 = Dist RCA

4 = RPDA

5 = RPLS

6 = 1st RPL

7- 2nd RPL

8- 3rd RPL

9 = Inf. septa

10 = AC marg

11 = LMCA

12 = Prox LAD

13 = Md LAD

14 = Dist LAD

15 = 1st diag

16 = 2nd diag

17 = 1st septal
18 = Prox CX

19 = Dist CX

20 = 1st Ob marg
21 = 2nd Ob narg
22 = 3rd Ob marg
23 = LAV

24 = 1st LPL

25 = 2nd LPL

26 = 3rd LPL

27 = LPDA



8F1
8G1
8H1
811
8J1
8K1
8L1
8M1
8N1
801
8P1
8Q1

8R1

8581

8T1
sul
8Vl
8W1
8WAl
8WB1

9A
9B
9C
9D
9E
9F
9G
9H

10

I1

11

13
I1
F3.1
I2
13
I3

I1
Il
Il
I1
I1
Il
I1
I1

12

FORM 6 (Rev 1)

PTCA Procedures Form

NANVE

L18CP/L18CNP
L18DP/L18DNP
L18EP/L18ENP
L18FP/L18FNP
L18GP/L18GNP
L18HP/L18HNP
L18IP/L18INP
L18JP/L18JNP
L18KP/L18KNP
L18LP/L18LNP
L18MP/L18MNP
L18NP/L18NNP
L180P/L180NP
L18PP/L18PNP
L18QP/L18QNP

L18RP/L18RNP

L18SP/L18SNP

L18TP/L18TNP
L18UP/L18UNP
L1MMP/L1MMNP
L1INP/L1INNP
L1SCP/L1SCNP
LI ATP/ LI ATNP

COVPAP/ COVPANP
COVPBP/ COVPBNP
COVPCP/ COVPCNP
COVPDP/ COVPDNP
COVPEP/ COVPENP
COVPFP/ COVPFNP
COVPGP/ COMPGNP
COVPHP/ COVPHNP

FTIMEP/FTIMENP

(Conti nued)

CODES
1 = Yes, 2 -No

Perfusion grade pre-PTCA =0, 1, 2, 3

1 -Yes, 2 - No

Perfusion grade post-PTCA = 0, 1, 2, 3
% stenosis pre-PTCA (0 - 100)
% stenosi s post-PTCA (0 - 100)
G adi ent pre-PTCA (nm Hg)
G adi ent post-PTCA (nm Hg)
Qut cone code
1 =< 60%initial residual stenosis -
sust ai ned
2 =< 60%initial residual stenosis -
with transient reoccl usion
3 =< 60%initial residual stenosis -
fol  owed by sustained reoccl usion
Failure to enter vesse
Failure to reach lesion
Failure to cross |esion
Vessel resists dilation
Equi pnent failure
G her

© oo 4o o1 PN

Measure code
1 = Visual estimte
2 = Electronic calipers
3 = Manual caliper

1 = full
2 = partia
3 = none

Seconds

Nurmber of catheters
mm

Nurmber of inflations
Seconds

At mospher es

1 = Yes, 2 = No

M nut es

B-16



12c

14A

14B

l4c

11

11

Il

I1

I1

CALCULATED 11

CALCULATED 11

FORM 6 (REV 1)

PTCA Procedures Form

NAME

DEATHP/ DEATHNP
MIP/MINP
SURGP/ SURGN\P

ANG NANP

CHCNP

EPI SCDNP

PTCASTAT

NPREASON

(Conti nued)

CODES

1 =Yes, 2 =No

1 =Yes, 2 =No

1 =1Yes, 2 =No

1 = definite angina

2 = probabl e angina

3 = probably not angina

4 = no angina

0=20

1 =

2 =11

3 =11l

4 = |V

1 =Yes, 2 =No

1 = Early (< 15 hours)

2 = Protocol PTCA (declared protocol)

3 = Excluding Protocol procedures, PTCA
wi thin 15 hours-14 days

4 = No procedure in 14 days

Reason for Non-Protocol PTCA (defined
by Drs. Diver and Bairn)

0 = Energency PTCA in first 15 hours
1 = Angina

[ 3N E, BF SR VLR )

00~

Rei nfarction
Positive ETT
Physi ci an request
Cinical deterioration
Del ay due to unavailability
of OR backup or clinical instability
To faciliate non-cardiac surgery
Error in treatment assignment

B-17



ITEM

2
2

6A
6B
6C
6D

12

13A
13B
13¢C
13D
13E

14

14A
14B
14c

15

16A
16B
16C
16D

B-18

FORM 7C (REV 0)
Cardiac Catheterization Procedures Form (dinic)

There is a set of variables for the protocol/hospital discharge/

first

LENGTH
F10. 5
12
F10.5
F10.5
F10.5
F10. 5
F10.5
11

Il

nonprotocol catheterizations.

NAVE
CATHTI ME/ CTI MEHDY CTI MENP
CATHDAYS

CPDAY
CHDDAY
CNP1DAY
CNP2DAY
CNP3DAY

F7C/F7CHD/F7CNP

REAS7C

LVPSBPP/ LVPSBPHDY LVPSBPNP
LVEDBPP/ LVEDBPHDY LVEDBPNP
ASBP/ ASBPHD/ ASBPNP
ADBPJADBPHD/ADBPNP

F7CCOMP/F7CHDC/F7CNPC

F7CCOMPA/F7CHDCA/F7CNPCA
F7CCOMPB/F7CHDCB/F7CNPCB
F7CCOMPC/F7CHDCC/F7CNPCC
F7CCOMPD/F7CHDCD/F7CNPCD
F7CCOMPE/F7CHDCE /F7CNPCE

F7COCC/F¥7CHDOC/F7CNPOC

F7COCCA/F7CHDOCA/F7CNPOCA
F7COCCB/F7CHDOCB/F7CNPOCB
F7C0OCCC/F7CHDOCC/F7CNPOCC

F7CARR /F7CHDARR /F7CNPARR

F7CPE/F7CHDPE/F7CNPPE
F7CHPO/F7CHDPO/F7CNPPO
F7CCA/F7CHDCA/F7CNPCA
F7CANA/F7CHDANA /F7CNPANA

CODES
Time (days) to catheterization

Integer days to first catheterization
(on FORM17.SSD)

Days to Protocol cath

Days to HD cath

Days to first NP cath on FORM17.SSD
Days to second NP cath

Days to third NP cath

1 = formreceived, 0 = none

1 = Ischem a post infarction
2 = Re-infarction

3 = Other

mm Hg

mm Hg

mm Hg

mm Hg

1 -Yes. 2 = No

1 - Yes, 2 = No

1l = Yes, 2 = No

1 = Yes, 2 = No



12

13A
13B
13c
13D
13E

14
14A
14B
14c

15

16A
16B
16C
16D

B-19

FORM 7C (REV 0) _
Cardiac Catheterization Procedures Form (Cinic)

Three sets of variables corresponding to the first three catheterizations.

LENGTH
F10. 5

I1

Il

I1
Il
I1
11
11

11
11
11
Il

I1

11
11
11
11

NANME
CTIME1/CTIME2/CTIME3
F7C1/F7C2/F1C3

LVPSBP1/LVPSBP2/LVPSBP3
LVEDBP1/LVEDBP2 /LVEDBP3
ASBP1/ASBP2/ASBP3
ADBP1/ADBP2/ADBP3

F7CGR1/F7CGR2/F7CGR3
F7CST1/F7CST2/F7CST3

F7CIRA1/F7CIRA2/F7CIRA3

F7CCOMP1/F7CCOMP2 /F7CCOMP3

F7CCMPA1/F7CCMPA2/F7CCMPA3 )
F7CCMPB1/F7CCMPB2/F7CCMPB3
F7CCMPC1/F7CCMPC2/F7CCMPC3
F7CCMPD1/F7CCMPD2/F7CCMPD3
F7CCMPE1/F7CCMPE2/F7CCMPE3 |

F7C0CC1/F7C0CC2/F7C0CC3 1
F7COCCA1/F7COCCA2/F7COCCA3
F7COCCB1/F7COCCB2/F7COCCB3

F7COCCC1/F7COCCC2/F7COCCC3 |
F7CARR1/F7CARR2/F7CARR3

F7CPE1/F7CPE2/F7CPE3
F7CHPO1/F7CHPO2/F7CHPO03
F7CCA1/F7CCA2/F7CCA3
F7CANA1/F7CANA2/F7CANA3

CODES
Days to catheterization

1 = Protocol, 2 = HD, 3 = Non-Protocol

Gade =0, 1, 2 or 3
¢ stenosis O 100

dinic assessnent of |RA
= LAD

Di agonal

G reunfl ex

ot use mar gi nal
RCA/RPDA

LMCA

[op WS BN -NNJON G
]

1 = Yes, 2 = No

1 = Yes, 2 = No

1 =Yes, 2=No

1 =Yes, 2 =No

1 -Yes, 2 = No



B- 20
FORM 7F (REV 0, 1, 2, 3, 4, 6)
Coronary Arteriography Visual Assessment (Core Lab)

There is a set of variables for the protocol/hospital discharge/
first nonprotocol catheterizations.

| TEM LENGTH NANVE CODES
Rev 0, 1 header 11 F7F/F7FHD/F7FNP 1 = formreceived, 0 = none
Rev 2, 3, 4, # 4
Rev 0, 1 # 7 I1 DOMNANCE* 1 = bal ance
Rev 2, 3, 4, # 6 2 = right
3 = |eft
Rev 0, 1 #5 12 ARTERY* Rev 0, 1, 2, 3 Rev 4, 6
Rev 2, 3, 4, # 1 1 = Prox RCA 1
Rev 6, #6 2 = Md RCA 2
3 = Dist RCA 3
4 = RPDA 4
5 = RPLS 5,6,7,8,9,10
6 = IMCA 11
7 = Prox LAD 12
8 = Md LAD 13
9 = Dist LAD 14
10 = 1st DI AG 15
11 = 2nd DI AG 16,17
12 = Prox CX 18
13 = Dist CX 19
14 = OMB 1 20
15 = OMB 2 21,22
16 = LAV 23,24,25,26,27

18 = Anterior infarct 29
19 = Inferior. (or
other infarct) 30

CALCULATED 11 VESSEL* 1 = RCA (if mssing, Form 7C item
2 = LMCA 9 was used)
3 LAD
4 = cx
CALCULATED 11 NOVES* Nurmber of vessels with > 60%
st enosi s
CALCULATED 13 STENRCA* % stenosi s
Rev 0, 1, 2, 3: Maxi mum of #7-1
to #7-5
Rev 4: Maxi mum of #7-1 To #7-10
Rev 6: Maxi mum of #6-1 To #6-10
CALCULATED 13 STENLMCA* % stenosi s

Rev 0, 1, 2, 3. #7-6
Rev 4: #7-11
Rev 6: #6-11

*Only available for the first filmanalyzed by the Core Lab.



IT

CALCULATED

CALCULATED

to #7-16

REVISIONS 0, 1
#6A

#6B

B-21
FORM 7F (REV 0, 1, 2, 3, 4, 6)
Coronary Arteriography Visual Assessment (Core Lab)

There is a set of variables for the protocol/hospital discharge/
first nonprotocol catheterizations.

REVISIONS 2, 3, 4

#8D1

#8D2

REVI SI ON 6
#7A1

#7A2

CALCULATED

CALCULATED

(Conti nued)
LENGTH NAVE CODES
13 STENLAD* $ stenosis
Rev 0, 1, 2, 3: Maxi mum of #7-7
to #7-11
Rev 4: Maxi mum of #7-12 to #7-17
Rev 6: Maxi mum of #6-12 to #6-17
13 STENCX* % st enosi s
Rev 0, 1, 2, 3: Maxi mum of #7-12
Rev 4: Maxi mum of #7-18 to #7-27
Rev 6: Maxi mum of #6-18 to #6-27
11 PREGR/GRADEHD/GRADENP 0-3 b If mssing, Form7C #8
13 PREST/ STENHD/ STENNP % was used
11 POSTGR 0-3
13 POSTST %
11 PREGR/GRADEHD/GRADENP 0-3 { If missing, Form 7C #8
13 PREST/ STENHD/ STENNP % was used
11 POSTGR 0-3
13 POSTST %
Il PREGR/GRADEHD/GRADENP O- 3 | If mssing, Form7C #8
13 PREST/ STENHD/ STENNP % was used
11 POSTGR 0-3
13 POSTST % )
11 SUCCESS* 1 = full success
2 = partial success
3 = not successful
Il COLLAT=* 0 = None, 1 = collaterals to

| RA present

*Only available for the first film analyzed by the Core Lab.




There is a set of variables for the first three catheterizations.

| TEM
Rev 0, 1 header
Rev 2, 3, 4 #4
Revisions 0, 1
#6A
#6B

Revisions 2, 3, 4
#8D1

#8D2

Revision 6
#7A1

#7A2

FORM 7F (REV 0, 1, 2, 3, 4, 6)

Coronary Arteriography Visual Assessnent (Core Lab)

LENGTH

11

11
13

11
13
11
13
11
13
11
13

11
13

NAME CODES
F7F1/F7F2/F7F3 1 = Protoco
2 = HD

3 = Non-Protoco
F7FPREG1/F7FPREG2/F7FPREG30-3
F7FPRES1/F7FPRES2/F7FPRES3%
F7FPSTG1/F7FPSTG2/F7FPSTG30-3
F7FPSTS1/F7FPSTS2/F7FPSTS3%
F7FPREG1/F7FPREG2/F7FPREG30-3
F7FPRES1/F7FPRES2/F7FPRES3%
F7FPSTG1/F7FPSTG2/F7FPSTG30-3
F7FPSTS1/F7FPSTS2/F7FPSTS3%
F7FPREG1/F7FPREG2/F7FPREG30-3

F7FPRES1/F7FPRES2/F7FPRES3%

F/FPSTG1/F7FPSTG2/F7FPSTG30-3
F7FPSTS1/F7FPSTS2/F7FPSTS3%

B- 22



Data col |l ected at Hospital

LENGTH

LTEM

2 13
4A 11
4B 11
17E-18E* 13
19E-26E* 13
27E* 13
17F-18F%* 13
19F-26F%* 13
27F 13
32%% 11
33 11
34% 11
*Used only if

**Used only if

FORM 8A (Rev 0)

NANME

F8ADAYHD, F8ADAY6W
RESTHD, REST6W
EXERHD, EXER6W
RSTSBPHD, RSTSBP6W
EXSBPHD, EXSBP6W
RECSBPHD, RECSBP6W
RSTHRHD, RSTHR6W
EXHRHD, EXHR6W
RECHRHD, RECHR6W
STAGEHD, STAGE6W

MUGAHD, MUGA6W

EXPAI NHD, EXPAIN6W

Radi onucl i de Shi ppi ng Record - REST/EXERCI SE RVG (dinic)

Di scharge (HD) and 6 weeks post study entry (6W

CODES

Days fromtreatnent initiation
1 = Done, 2 = Not done
1 = Done, 2 = Not done

Mean resting systolic blood pressure (nmm Hg)
SBP at peak stage during exercise (nmm Hg)
Recovery systolic blood pressure (nmm Hg)
Mean resting heart rate (beats/nmnute)
Exercise heart rate at
Recovery heart rate (beats/mnute)
Stage =1, 2, . . . . 8

1 = Posit@ve

2 = Negative

3 = Indeterm nate

1 -Yes, 2 = No

corresponding itenms on Form 39 are nissing.

corresponding itenms on Form 08D are mi ssing.

B- 23

peak stage (beats/m nute)



ITEM
8A
8B

9Al
9B1
9C1
9Dl
9E1
9F1
9G1
9H1
911
9J1
9K1

11
11A

12A1
12A2
12A7
12A10
12A11

12A1
12A2
12A7
12A10
12A11

12B4
12B5
12B6
12B8
12B9

13al1
13A3
13B1
13B3

14A1
14A2
14A3
14B1
14B2
14B3

Data col lected at Hospita

LENGTH

FS.

12
2

I1
Il
Il
I1
I1
I1
I1
I1
I1
I1
11

I1
I1

N e e

N e

13

12
13
12
12

FORM 8C (REV 0, 1)
Radi onucl ide Data Analysis Report - Resting RVG (Core Lab)

NAVE
RESTEFHD, RESTEF6W

PFRHD, PFR6W
ANAHD,
ANBHD,
ANCHD,
ANDHD,
ANEHD,
ANFHD,
ANGHD,
ANHHD,
ANI HD,
ANJHD,
ANKHD,

ANA6W
ANB6W
ANC6W
AND6W
ANE6W
ANF6W g
ANG6W
ANH6W
ANI6W
ANJ6W
ANK6W

RVM HD, RVMI6W
RVM HDA, RVMI6WA

SDBSEPHD, SDBSEP6W
SDASEPHD, SDASEP6W
SDI FAHD, SDIFA6W
SDl FLHD, SDIFL6W
SDPTLHD, SDPTL6W

RBSEPHD, RBSEP6W
RASEPHD, RASEP6W
Rl FAHD, RIFA6W
Rl FLHD, RIFL6W
RPTLHD, RPTL6W

SDABHD, SDAB6W
SDANTHD, SDANT6W
SDAPHD, SDAP6W
SDI NFHD, SDINF6W
SDPBHD, SDPB6W

LADPCHD, LADPO6W
LADPERHD, LADPER6W
RCAPCHD, RCAPO6W
RCAPERHD, RCAPER6W

PO1HD, PO16W
POLANTHD, PO1ANT6W
PO1INFHD, PO1INF6W
PO2HD, PO26W
PO2ANTHD, PO2ANT6W
PO2INFHD, PO2INF6W

N

CODES
%

Di scharge (HD) and 6 weeks (6W post study entry

v/sec (not available on Rev 0)

0 = No
1 = Yes
1 = Yes,

2 =No

1 = Diffuse, 2 = Loca

Mean S. D

%

Mean S. D

Mean S. D

Nurmber
Nurmber
Nurmber
Nurmber
Nurmber
Number

chords (0-100)

of anterior chords
of inferior chords
of chords (o0-100)
of anterior chords
of inferior chords
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15A1
15A2
15A3
15B1
15B2
15B3

—

T

FORM 8C (REV 0, 1)
Radi onucl i de Data Analysis Report - Resting RVG (Core Lab)
(Conti nued)

NANVE

PR1HD, PR16W
PR1ANTHD, PR1ANT6W
PR1INFHD, PR1INF6W
PR2HD, PR26W
PR2ANTHD, PR2ANT6W
PR1INFHD, PRLINF6W

CODES

Nunmber
Nunmber
Nunmber
Nunmber
Nunmber
Nunmber

of
of
of
of
of
of

chords (o0-100)
anterior chords
inferior chords
chords (o0-100)
anterior chords
inferior chords

(O 60)
(O 40)

(O 60)
(O 40)

B- 25
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FORM 8D (REV 0, 1)
Radi onucl i de Data Analysis Report - Exercise RVG (Core Lab)

Data collected at Hospital Discharge (HD) and 6 weeks (6W post study entry

ITEM LENGTH NAME CODES
5A 12 BASEEFHD, BASEEF6W %
5D 13 BASEBSHD, BASEBS6W )
5E 13 BASEASHD, BASEAS6W
5F 13 BASEI AHD, BASEIA6V¢ %
5G 13 BASEI LHD, BASEIL6W
5H 13 BASEPLHD, BASEPL&W |
PEAR STAGE C 14 PEAKCHHD, PEAKCH6W °
D 13 PEAKBSHD, PEAKBS6W
E 13 PEAKASHD, PEAKAS6W
F 13 PEAKI AHD, PEAKIA6W %
G 13 PEAKTLHD, PEAKIL6W
H 13 PEAKPLHD, PEAKPL6W |
14A 13 RECEFHD, RECEF6W
14c 14 RECCHHD, RECCH6W
14D 13 RECBSHD, RECBS6W
14E 13 RECASHD, RECAS6W %
14F 13 RECI AHD, RECIA6W
14G 13 RECI LHD, RECIL6W
14H 13 RECPLHD, RECPL6W t
15A 13 BESTHD, BEST6W %
15B 13 WORSTHD, WORST6W %
16 I1 EFCHGHD, EFCHG6W 1= fall > 5%
2 = increase > 5%
3 = no change
17 11 STAGEHD, STAGE&W Peak stage (I-8)
18 12 EXEFHD, EXEFé6W %
19 11 PSPESVHD, PSPESV6W 1 = Fal
2 = | ncrease
3 = No change
CALCULATED 11 RESULTHD,RESULT6W 1 = Test done, result was negative

(good out cone)
Test done, but not negative and
not positive
Test done, result was positive
Test not done, but patient was alive
= Test not done, patient had died

[N
]

o1 B o
[



5A
5B

10
10

11
11
12
12
13
13

14
14

15

15

16

16A
16A

16B
16B
16C
16C
16D
16D

16E
16E

13
I1
Il
11
11
11
11
13
11
13
11
13
11
13

I1
13

11

13

11

11
13

11
13
11
13
11
13

11
13

NAME
FORMLO
HDDAY
HDSTAT

M CONFI R
M CK

M ECG
CLNCOVHD
CHF
HDCHFT
SHOCK
HDSHKT
VSRUP
HDVSRUPT
M TRAL
HDM TT

ARREST
HDARSTT

PAI'N
HDPNT
HEMCOM

HEMCOMA
HDHEMAT

HEMCOMB
HDHEMBT
HEMCOMC
HDHEMCT
HEMCOMD
HDHEMDT

HEMCOME
HDHEMET

Hospi t al

FORM 10 (REV 0)

CODES

1 = Form received

Days fromtreat nent

1 - Alive, 2 - Dead
1 -Yes, 2 = No

1 - Yes, 2 - No, 3
1 - Yes, 2 = No, 3 -

1 -Yes, 2 = No

1 -Yes,
Days fromtreat nent
failure

1 = Yes, 2 = No
Days fromtreat nent

1l -Yes, 2 = No
Days fromtreat nent
rupture

1 = Yes, 2 -No
Days fromtreat nent

1 =Yes, 2 = No
Days from treatnent

1 -Yes, 2 -No
Days from treatnent
pai n

1 -Yes, 2 = No
1 -Yes, 2 -No
Days fromtreat nent

1 -Yes, 2 -No
Days fromtreat nent
puncture site

1 =VYes, 2 =No
Days fromtreat nent

1 -Yes, 2 = No

Days fromtreat nent

1l ="Yes, 2 -No
Days fro-m treatnent

Di scharge Form

initiation

initiation

initiation

initiation

initiation

initiation

initiation

initiation

initiation

initiation to hospital

to

to

to

to

to

to

to

to

to

di schar ge

congestive heart

car di ogeni ¢ shock

ventricul ar septal

mtral regurgitation

cardi ac arrest

recurrent ischemc

hemat oma

bl eedi ng at

GI bl eeding

initiation to significant
decrease in hematocrit or henpgl obin

initiation to transfusion



16G
16G

16H
16H

161

161

16J
16J

16K
16K

16L
16L

17
17A
17A

17B
17B
18

18A
18A

18B
18B

18C
18C

18D
18D

—

11
13

I1
13

11
13

I1

13

I1
13

I1
13

11
13

11
11
13

Il
13

11

11
13

I1
13

11
13

11
13

T

NAME
HEMCOVF
HDHEMFT

HEMCOMG
HDHEMGT

HEMCOWH
HDHEMHT

HEMCOM
HDHEM T

HEMCOMD
HDHEMI T

HEMCOWK
HDHEMKT

HEMCOML
HDHEMLT

| NFCOM

I NFCOVA
HDI NFAT

I NFCOVB
HDI NFBT

VASCOM

VASCOVA
HDVASAT

VASCOVB
HDVASBT

VASCOMC
HDVASCT

VASCOVD
HDVASDT

Hospi t al

FORM 10 (REV 0)
(Conti nued)
CODES

1 =Yes, 2 =No
Days from treat ment
requiring surgery

1 = Yes, 2 = No
Days from treat ment
bl eedi ng

1 = Yes, 2 = No
Days from treat ment
bl eedi ng

1 = Yes, 2 = No
Days from treat ment

1l = Yes, 2 = No
Days from treat ment

1 = Yes, 2 = No
Days from treat ment

1 = Yes, 2 = No
Days from treat ment
1 -Yes, 2 = No
1 = Yes, 2 = No
Days from treat ment
at puncture site

1 =Yes, 2 -No
Days from treat ment

at other site
1 -Yes, 2 = No
1 -Yes, 2 = No

Days from treat ment
embol i sm

1 = Yes, 2 = No
Days from treat ment
t hronbosi s

1l = Yes, 2 = No
Days from treat ment
t hrombophl ebi ti s

1 -Yes, 2 = No
Days from treat ment
acci dent

Di scharge Form

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

nitiation

to

to

to

to

to

to

to

to

to

to

to

to

to

bl eedi ng

retroperitoneal

i ntracrani al

fatal henorrhage

t hr onbocyt openi a

hemat uri a

ot her bl eeding

i nfection

i nfection

arteri al

arteri al

venous

cer ebrovascul ar

B- 28



ITEM
18E
18E

18F
18F
19

19A
19A

19B
19B

19C
19C

19D
19D

19E
19E

19F
19F

20
20A

20A

20B
20B

20C
20C

20D
20D

21

I1
13
I1
Il
13

I1
13

I1
13

I1
13

11
13

Il
13

I1
I1

13

I1
13

Il
13

I1
13

I1

T

NANME
VASCOVE
HDVASET

VASCOMF
HDVASFT
THROOM

THRCOVA
HDTHRAT

THRCOMVB
HDTHRBT

THRCOMC
HDTHRCT

THRCOMD
HDTHRDT

THRCOMVE
HDTHRET

THRCOMF
HDTHRFT

OTHCOM
OTHCOVA

HDOTHAT

OTHCOVB
HDOTHBT

OorHCOMC
HDOTHCT

OTHCOVD
HDOTHDT

SURPRO

Hospita

FORM 10 (REV 0)
Di scharge Form
(Conti nued)

CODES

1 =Yes, 2 =No
Days fromtreatnment initiation
di ssection

1 =Yes, 2 =No
Days fromtreatnment initiation
vascul ar conplication

1 -Yes, 2 -No

1 =Yes, 2 =0No
Days fromtreatment initiation
pl eural effusion

1 -Yes, 2 = No
Days fromtreatment initiation
pericardial effusion

1 -Yes, 2 = No
Days fromtreatnment initiation

1 = Yes, 2 = No
Days fromtreatment initiation

1 =Yes, 2 =No
Days fromtreatnment initiation
enbol i sm

1 -Yes, 2 = No
Days fromtreatnment initiation
conplication

1 = Yes, 2 -No

1l = Yes, 2 = No
Days fromtreatment initiation
reaction

1l = Yes, 2 = No
Days fromtreatment initiation
i nsuf ficiency

1 =Yes, 2 =No
Days fromtreatnent initiation
function abnormalities

1 -Yes, 2 = No
Days fromtreatment initiation
conplication

1 -Yes, 2 = No

to

to

to

to

to

to

to

to

to

to

to

to
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arteri al

ot her

pleuritis/

pericarditis/

henot hor ax

henomedi asti num

pul monary

ot her thoracic

allergic

r enal

liver

ot her



B- 30
FORM 10 (REV 0)
Hospi tal Discharge Form

=

(Conti nued)

TEM LENGTH NAVE CODES

22 11 ECARD 1 =Yes, 2 -No

22 13 HDCRDT Days fromtreatnent initiation to electrica
cardioversion/defibrillation

23 I1 RTCATH 1 = Yes, 2 = No

23 13 HDRCTHT Days fromtreatnent initiation to right heart
cat heterization

24 I1 CARDCATH 1 =Yes, 2 -No

24 13 HDCCTHT Days fromtreatment initiation to left heart
cardi ac catheterization

25 Il | ABP 1 = Yes, 2 = No

25 13 HDI ABT Days fromtreatnent initiation to intra-aortic
bal | oon counter pul sation

26 I1 CARSUR 1 -Yes, 2 = No

26A Il CABG 1l = Yes, 2 = No

26A 13 HDCABGT Days fromtreatment initiation to CABG

26B I1 OTHSUR 1 =Yes, 2 =No

26B 13 HDOSURT Days fromtreatment initiation to other
surgery

28 I1 EPACE 1 = Yes, 2 = No

28 13 HDPACET Days fromtreatnment initiation to electrica
paci ng

28A Il EPACETYP 0 = None, 1 = Tenporary, 2 = Permanent,

29 Il EPHYS 1 = Yes, 2 = No

29 13 HDEPHST Days fromtreatment initiation to electro-
physi ol ogy studies

30 I1 OTHSP 1 = Yes, 2 = No

30 13 HDOSPT Days fromtreatment initiation to other

speci al procedures



40A1
40A2
40B1
40B2
40C11
40C12
40021
40C22
40D1
40D2
40E1
40E2
40F1
40F2
40G1
40G2
40H1
40H2
4011
4012
4051
4052
40K1
40K2
40L1
40L2
40M1
40M2
40N1
40N2
4001
4002
40P1
40P2

41
41A

42
42B

HDRXA
HDDRXA
HDRXB
HDDRXB
HDRXC1
HDDRXC1
HDRXC2
HDDRXC2
HDRXD
HDDRXD
HDRXE
HDDRXE
HDRXF
HDDRXF
HDRXG
HDDRXG
HDRXH
HDDRXH
HDRXI
HDDRXI
HDRXJ
HDDRXJ
HDRXK
HDDRXK
HDRXL
HDDRXL
HDRXM
HDDRXM
HDRXN
HDDRXN
HDRXO
HDDRXO
HDRXP
HDDRXP

HEPSTCOP
HEPDAYS

ORALBB10
ORALBBT

FORM 10 (REV 0)
Hospi tal Discharge Form
(Conti nued)

CODES

1l = Yes, 2 = No

In-hospital variables prefixed by ®*Hp.»
Hospital discharge variables prefixed by "HDD"
(m ssing HDDRXA- HDDRKP if patient died

prior to Hospital Discharge).

1 =Yes, 2 = No
Days of heparin =0, 1, 2, 3, 4 or 5

1 =Yes, 2=No
Days fromtreatment initiation to ora
bet a- bl ocker therapy
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LTEM

Header of
Form 11 or
Form 12 or
Form 13

Header of
Form 11

Form 11
Form 12
Form 13

H HH*

Form 11 #

Form 11 #

Form 11 #
Form 12 #

Form 11 #
Form 12 #

Form 11 #
Form 12 #

Form 11

HFHHHHFHH TR RS

9B or
8B

9C or
8C

9D or
8D

13A
13B
13C1
13C5
13D
13E
13F
13G
13H
131
13J
13K
13L
13M
13N
130
13P

and vari abl es suffixed by "YE"

LENGTH

11

11

14

11

11

11

11

11

11
11
11
11
11
11
11
11
11
11
11
11
11
11
11
11
11

NANVE

TYPEFU

FU6W, FUYR

DAYSFU

FORMS 11/12/13
Fol | owup Fornms
(Variabl es suffixed by "6y" are fromthe 6-Wek Followup Visit.

PHYACT6W, PHYACTYE

HRTCLS6W, HRTCLSYR

CAFVO01l, CAFVO2

CHFFVO01l, CHFFVO02

PAINFVO1, PAI NFV02

FURXA6W,
FURXB6W,
FURXC16W,
FURXC56W,
FURXD6W,
FURXE6W,
FURXF6W,
FURXG6W,
FURXH6W,
FURXI6W,
FURXJ6W,
FURXK6W,
FURXL6W,
FURXM6W,
FURXN6W,
FURXO6W,
FURXP6W,

FURXAYR
FURXBYR
FURXC1YR
FURXC5YR
FURXDYR
FURXEYR
FURXFYR
FURXGYR
FURXHYR
FURXIYR
FURXJYR
FURXKYR
FURXLYR

FURXNYR
FURXOYR
FURXPYR

are fromthe |-Year Visit.)
CCODES
Most recent contact recorded was

1 = followup visit form

2 = mssed visit form

3 = tel ephone contact form
4 = Hospital discharge form
5 = Death

6 = Search agency

1 = Followup Visit

0 = No Followup Visit
Days fromtreatnment initiation to
most recent contact

1 -Yes, 2 = No
0=C(Cass 0

1 = Cass |

2 = Class Il

3 =dass Il

4 = Cass IV

1 = Definite

2 =No

3 = Suspect

4 = Unknown

1 -Yes, 2 = No

B- 32



ITEM

Form 12 # 4 or
Form 13 # 4

Form 12 # 4B or

Form 13 # 4B

Form 12 # 7

Form 12 # 12A

11

12

11

FORMVS 11/12/13

Fol | ow-up Forns

(Conti nued)

NAME

LOCATEFU

CCFU

MISS6W, M SSYR

SOURCE6W, SCURCEYR

CODES

At nost recent follow up:

1 =able to locate patient
2 = not able

At nost recent follow up:
1 = want Coordinating Center to help

(o BN o)) LW -

~NoOo VAWM

| ocate patient
2 =no help

patient ill

patient noved

reason related to study design
reason related to clinic

lack of family or physician
support

uncooperative

ot her

unknown

pati ent
spouse/ si gni ficant other
ot her kin

patient's doctor
patient's enployer
hospital chart

ot her

B- 33



3
2

N |

—~

8A

8C

8E

I1

14

I1

I4

11

14

I1

14

11

14

14

11

B- 34

FORM 14 (REV 0)

Subsequent Hospitalization Form
(Onl'y Cardiovascul ar Rehospitalizations EXtract ed)

NAME

HOSCDAY

CHOSC

RHPAI NT

RHPAI N

CHFDAY

CCHF

ARRDAY

CARR

STKDAY

CSTK

HOSPDAY1
STAY1

RHEL1

CODES

Days to hospitalization for cardiovascul ar reasons
(item#7 = 1) fromtreatnment initiation. If

# 7 = 0 then HOSCDAY = maxinum tine to followup from
Forms 11/12/13/14/15.

Censoring variable:
1 = cardi ovascul ar reasons
0 = none

Days to first re-hospitalization for definite angina

Patient was re-hospitalized for definite angina
(used to calculate variables in RPIE file)

1 = Yes

0 =No

Days to congestive heart failure from treatment
initiation. (Form 10 Item 10 al so used). If no CHF
this is time to death or followup

Censoring variable
1 = congestive heart failure
0 = none

Days fromtreatnent initiation to arrhythm a. [f no
arrhythma, this is time to death or follow up.

Censoring variabl e:
1 = arrhythm a
0 = none

Days from treatnent initiation to stroke. (Form 28
also used if category = infarction or henorrhage (1
or 2). If no stroke, this is tine to death or
fol | ow up.

Censoring variabl e:
1 = stroke, only if henmorrhage or infarction (on
Form 28) or if hospitalized for stroke (Form
14)
0 = none

Days to first re-hospitalization
Length of stay (days) for first re-hospitalization
First re-hospitalization was el ective

1 = Yes
2 = No



8A
8B
8C
8D
8E
8F1
8F2
8F3
8F4
8F5
8G

8A
8B
8C
8D
8E
8F1
8F2
8F3
8F4
8F5
8G

11

14

14

11

11

14

11

11

FORM 14 (REV 0)

Subsequent

NAME

RHMI1 A
RHANG1
RHCHF1 s
RHARR1
RHSTK1
RHCATH1
RHPTCA1
RHCABG1 }
RHPP1

RHOSUR1
RHOTH1

HOSPDAY2
STAY2

RHEL2

RHMI2 )
RHANG?
RHCHF2 -
RHARR2

RHsTK2

RHCATH2
RHPTCA2
RHCAB® |
RHPP2

RHOSUR2
RHOTH2

HOSPDAY3
STAY3

RHEL3

RHM 3 ]
RHANG3
RHCHF3 -
RHARR3
RHSTKS3
RHCATH3
RHPTCA3
RHCABG3 ¢
RHPP3
RHosUR3
RHOTH3

I\

Hospitalization Form

(Conti nued)

CODES

N

1

Days to second re-hospitalization
Length of stay (days)

Second re-hospitalization was el ective

1

Days to third re-hospitalization
Length of stay (days)

Third re-hospitalization was el ective

= Yes
= No
= Suspect

= Yes
= No

= Yes, 2 = No,

1 = Yes
2 = No

Yes
No
Suspect

= Yes
= No

3 = Suspect

= Yes, 2 = No, 3 = Suspect

1 = Yes
2 = No

Yes
No
Suspect

= Yes
= NO

= Yes, 2 = No, 3 = Suspect

B-35

for second re-hospitalization

for third re-hospitalization



8A
8B
8C
8D
8E
8F1
8F2
8F3
8F4
8F5
8G

CALCULATED

CALCULATED

CALCULATED

CALCULATED

CALCULATED

11

14

14

11

11

11

11

11

T

B- 36
FORM 14 (REV 0)

Subsequent Hospitalization Form

HOSPDAY4
STAY4

RHELA4

RHM 4 )
RHANG4
RHCHF4 >
RHARR4
RHSTK4
RHCATH4
RHPTCA4
RHCAB&AA ¢
RHPP4
RHOSUR4
RHOTH4

e

HOSPDAYS
STAYS

RHELS

RHML5 )
RHANGS
RHCHF5 <
RHARRS
RHSTKS5
RHCATH5
RHPTCAS
RHCABGS ¢
RHPPS
RHos UR5
RHOTH5

I

FORM14 1

FORM14 2
FORM14 3
FORM14 4

FORM14 S

(Conti nued)

S

Days to fourth re-hospitalization
Length of stay (days) for fourth re-hospitalization
Fourth re-hospitalization was el ective

1 = Yes
2 = No

—
]

Yes
No
Suspect

w N
non

1 = Yes

2 =No

1 =Yes, 2 = No, 3 = Suspect

Days to fifth re-hospitalization

Length of stay (days) for fifth re-hospitalization

Fifth re-hospitalization was elective

1 = Yes
2 = No
1 = Yes
2 = No
3 = Suspect
1 = Yes
2 = No

1 =Yes, 2 = No, 3 = Suspect

Total number of Form 14's received for a patient
(only cardiovascul ar re-hospitalizations)

1 = Second Form 14 received
1 = Third Form 14 received
1 = Fourth Form 14 received

1 =Fifth Form 14 received



B- 37

FORM 15 (REV 0)
Death Notification Form

LENGTH NAVE CODES
11 FORM15 1 = Form received
12 F15CAUSE Tentative cause of death
1 = Qalifying M
2 = New M, confirmed or suspected
3 = Sudden coronary death - arrhythm a suspected
4 = Congestive heart failure
S = Confirned cardiac arrhythm a
6 = Peri-operative cardiovascul ar surgical death
7 = Stroke
8§ = Non-cardiac, non-cerebral, atherosclerotic
arterial disease
9 = Pul monary enbolism
10 = Non-at herosclerotic heart disease
11 = Neopl astic disease
12 = Al other diseases
13 = Non-cardi ovascul ar surgically related death
14 = Homicide, suicide, accident

1s

Unknown



2

|

16

FORML6
AUTOPSY

FORM 16 (REV 0)
Cause of Death Form

CODES

1 = Form received

1 = Yes, 2 -No

B- 38



ITEM

Header

6A

6B
6C
6D
6E
7

8A

8B/8B1

8B2

8C

15

14

11

11

I1

11

11

11

11

11

11

11
11
I1
11

F6.1

DEATH

DTI ME

DDAYS

DCOWP

DHEMORR

DPTCA

DCABG

DOTHER

DCVD

DCARDI AC

F17MI

F17TIME

DPMPFAI L
DVENTRUP
DARRTH
DOTHCAR

DI CDCODE

B-39

FORM 17 (REV 2, 3)

MMCC Death dassification Form

CODES

1 = Patient died (at any tine)
0 = Patient alive

Tinme (days) fromtreatment initiation to death (if
mssing Form 15 is used). |If patient has not died, this
is days of follow up.

Integer days fromtreatment initiation to death. I|f
patient has not died, this is days of follow up.

1 = natural causes
2 = conplications

1 -Yes, 2 -No

1 = Yes, 2 No

1 -Yes, 2 = No

1 =Yes, 2 -No

1 = Yes, 2 = No
1 = Yes, 2 = No
0 = No or unknown
1 = Qualifying M
2 = Recurrent M
If DCOWP = 1:
1 = Before any procedures
2 = After any procedures
3 = No procedures perforned
[ f DCOWP = 2:

1 = Before any conplications
2 = After any conplications

1 = Yes, 2 = No

| CD code



—
%
T

15,
15,
15,
15,
15,
15,
15,
15,

15,

Grlo1C1O1 01 O01 01 o101 010101 0101 0101 0101

Il
Il
11
Il
Il
I1
Il
I1
11
Il

FORM 19 (REV 0)
Laboratory Data Form

NAME
ULCK

CKTI MOOO
CKTI MD04
CKTI MO8
CKTI M12
CKTI M)16
CKTI M20
CKTI M)24
CKTI M30
CKTI M)36
CKTI M)42
CKTI M)48
CKTI M72
CKTI M)96
CKTI ML20
CKTI ML44
CKTI ML68
CKTI ML92
CKTI M216
CKTI M40

CKTOTOOO
CKTOTQ04
CKTOT008
CKTOr012
CKTOT016
CKTOT1020
CKTOT024
CKTOTr030
CKTOT036
CKTOT042
CKTOT048
CKTOr072
CKTOT096
CKTOr120
CKTOT144
CKTOT'168
CKTOr192
CKTOr216
CKTOr240

HEP19DO01,
HEP19D02,
HEP19DO03,
HEP19D04,
HEP19D05,
HEP19D06,
HEP19D07,
HEP19D0S8,
HEP19DO09,
HEP19D10,

IVDO1
| VD02
| VDO3
| VDO4
| VD05
| VDO6
| VDO7
| VDO8
IVDO9

IVD10 |

CODES

| V/L

Tine from treatnment

1U/L

U USP,

IV
Subcu
Bot h
None

- PARTS 1, 2, 3, 4, 5, 6-15(a-e)

initiation (days)



=
-3

6B
7B

9B
10B
11B
12B
13B
14B
15B

6C
7c
8C
9C
10C
11C
12C
13c
14C
15¢

6D

8D

9D
10D
11D
12D
13D
14D
15D

6E

8E

9E
10E
11E
12E
13E
14E
15E

PR RRPRRPRRPRRPRR R

T

FORM 19 (REV 0) - PARTS 1, 2, 3, 4, 5, 6-15(a-e)

NAME

ASA19D01
ASA19D02
ASA19D03
ASA19D04
ASA19D05
ASA19D06
ASA19D07
ASA19D08
ASA19D09
ASA19D10

CoU19D01
Cou19D02
COU19D03
COU19D04
COoUl9D05
COU19D06
COoU19D07
COU19D08
COU19D09
COU19D10

MET19D01
MET19D02
MET19D03
MET19D04
MET19D05
MET19D06
MET19D07
MET19D08
MET19D09
MET19D10

OBBDO1
0BBD02
0BBDO3
0BBDO4
0BBD0S
0BBDO6
OBBDO7
0BBD08
OBBDO9
OBBD10O

Laboratory Data Form
(Conti nued)

CODES

mg

mg

- mg

1=Yes, 2 =No

B-41



:

CALCULATED

3B

CALCULATED

CALCULATED

F10.5

I1

Il

14

12

14

B-42

FORM 23 (REV 0, 1, 2)
Infarction Event Form

Myocar di al

NAME
FORM23

F23_1
F23 2
F23 3
F23 4
F23 5

MIDATE, MIDATE2,.

MIDATE3

CLINI CM

F23PAIN1
F23PAIN2
F23PAIN3
F23PAIN4
F23PAINS

F23PNT1
F23PNT2
F23PNT3
F23PNT4
F23PNT5

PAI N23

PAIN23T

]

CODES

1 =At least 1 Form 23 received

First Form 23

Second Form 23

Third Form 23 on FORM14.SSD
Fourth Form 23

= Fifth Form 23

1
1
1
1
1

Tinme (days) fromtreatment initiation to
classified M (used only if Form43 # 2 is
m ssi ng)

Total nunmber of Form 23's received for
a patient (0, 1, 2, . ..)

Pain indicated on first Form 23
Pai n indicated on second Form 23
Pain indicated on third Form 23
Pain indicated on fourth Form 23
Pain indicated on fifth Form 23

Days to pain identified above. (Mssing
if no pain)

Pain indicated on at | east one Form 23

Tinme to first recording of pain on Form 23



13

13

11

I3

I1

13

B- 43

RECURRENT PAINFUL |SCHEM C EVENTS (R P.1.E.)
(Defined from Forms 10, 23, 43 and 14)

RPI EHD

RPI EHDT

RPI E

RPI ET

RPI EAFT

RPI EAFTT

DSM

DSM T

CODES

First in hospital RP.I.E was
1 = Definite M
2 = Suspect M
3 = Pain recorded on Form 10 [tem 15
0 = No event

Time to first in-hospital event (days). |If no
event, this is mssing.

First RP.I.E was
1 = Definite M
2 = Suspect M
3 = Rehospitalized for definite angina (Form 14)
0 = No event

Time to first event (days). If no event, this is
m ssi ng.

First RP.1.E after hospital discharge was
1 = Definite M
2 = Suspect M
3 = Rehospitalized for definite angina (Form 14)
0 = No event

Time to first event after hospital discharge (days).
If no event, this is nissing.

1 = Definite or suspect M
0 = None

Time to first definite or suspect M (days). [f no
event, this is nissing.



B- 44

FORM 24 (REV 0, 1)/44 (REV 0, 1) z
There are gix "sets" of variables (suffixed by 1, 2, 3, 4, 5 or 6) -- each is
based on a different subgroup of events (Form 44 #4A).
1. Patient's first gmjwore n t
2. Patient's first major or mnor event
3. Patient's first mpjor, minor or |0sSs no site event
4.  Same as #l, but only nonsurgical events*
5. Same as #2, but only nonsurgical events*
6. Same as #3, but only nonsurgical events*
7.  Same as #l, but only surgical events
8. Same as #2, but only surgical events
9. Sanme as #3, but only surgical events
*Nonsurgi cal events: Form44 # 4B = 2. All loss no site events are nonsurgical.
| TEM LENGTH NANVE CODES
I1 FORMA4 1 =At least 1 Form 44 received
Form 44 # 2 F10.5 HEMTIME1-9 Tinme (days) fromtreatment initia-
tion to event. If no event, then
this is days to hospital discharge
or death prior to
hospi tal discharge.
Form 44 # 4A 11 HEMSEV1, HEMSEVA4, 0 = none or mssing
HENMBEV7 1 = nmgjor
Il HEMSEV2, HEMSEVS, 0 = none or mssing
HEMSEV3 1 = major
2 = mnor
Il HEMSEV3, HEMSEVS6, 0 = none or mssing
HEMSEV9 1 = major
2 = mnor
4 = |0ss no site



| TEM

Form 44 #8

CALCULATED

CALCULATED

CALCULATED

CALCULATED

11

11

11

Il

Form 44 # 5A, 5B 12

Form 24 # 13

Form 10 # 2

Form 17 #6B

CALCULATED

CALCULATED

*Most

severe,

11

13

Il

F10.5

Il

nonsur gi ca

(Conti nued)

LT24_1-9

SEVTOT1

SEVTOT?2

SEVTOT3

SEVTOT4

HEMPRIM1-9

HEMTRNS1-9

HDDAY

HEMDEATH

HEMTIME

HENMSEV

event (defined by M Terrin for

B- 45

FORM 24 (REV 0, 1)/44 (REV 0, 1)

CODES

1 = Event occurred within 24 hours
of rt-PAinitiation

2 = BEvent did not occur within 24
hours of rt-PA initiation

0 = Loss no site (question not
answer ed)

Total number of nmajor events for a
patient
Tot al nunber
patient

of m nor events for a

Total nunber
patient
Total nunber of
patient

of no events for a

|oss no sites for a

0 = no event

1 = gastrointestina

2 = intracrania

3 = catheter site

4 - other puncture site

5 - genitourinary

6 = retroperitonea

7 = other

8 = unknown (includes loss no site)
10 = two or nore secondary sites

1 = yes
2 = no

Days fromtreat nent
hospital discharge

initiation to

1 = Death from henorrhage prior to
hospi tal discharge
2 = Other cause of death

Ti me of HERC* event

Severity of HERC* event
1 = No event
2 = Mjor
3 = Mnor

4 = Loss, no site

HERC Manuscri pt).



CALCULATED

* Mbst

severe

nonsurgi ca

B- 46

FORM 24 (REV 0, 1)/44 (REV 0, 1)

(Conti nued)

NAME CODES

HEMPRIM Site of

oo UM WNEFLO
]

—
o
L

HERC* event

no event
gastrointestina
intracrania
catheter site

other puncture site
genitourinary
retroperitonea

ot her
unknown (includes |oss
no site)

two or nore secondary sites

event (defined by M Terrin for HERC Manuscri pt)



2

|

S5A

5B

5¢

6A

6B1

6B2

8A/8B

8C/8D

8E

8F

F10.5

F10.5

11

I1

I1

I1

Il

13

13

13

Il

I1

I1

I1

I1

NANVE
FORM2S
SURGTI ME

SURGTI M2

SURGREAS

ANGSTAT

ANGCLAS S

ANGPAI N
F25EXER
F25PULSE
F25SYSTO
F25DIAST
F25CATH

LADGRAFT

CXGRAFT

RCAGRAFT

LMCGRAFT

B- 47

FORM 25 (REV 0, 1)
Cardiac Surgery Form

If nore than one event, data fromfirst event is used

(except for SURGTI M2)

CODES
Nunber of Form 25's received
Days from treatment initiation to first event

Days from treatnment initiation to second event

0 = elective

1 = angina without definite ECG changes
2 = angina with ECG changes

3 - persistent chest pain and ST el evation
4 = ot her

1 = Definite angina

2 = Probabl e angina

3 = Probably not angina

4 - No angina

0=0

1=

2 = |

3 =111

4 = |V

1 =Yes, 2 =No

1 =1Yes, 2 =No
beats/mn
nm Hg

nmm Hg
1 =Yes, 2 =No

1 = LAD di agonal

2 = other

1 = CX/obtuse narginal
2 = other

1 = RCA or RPDA

2 = other

1 = LMCA

2 = other



2

9A

9C

9D

10A

10B

11

| f

I—
%
T

Il

more than one event,
(except fo

NANVE

CONDSAP
CONDLI M
CONDRI M
CONDOTH

F25DEATH

F25M1

F25TRANS

FORM 25 (

REV 0, 1)

Cardiac Surgery Form

(Conti

CODES

nued)

data from first event is used

r SURGTIM2)

1 = Conduit used

Death within 24 hours of CABG
1 =Yes, 2 = No (calculated from events)

M within

24 hours of CABG

1 =Yes, 2 = No (calculated from events)

1 = Yes,

2 = No (Rev 1 only)

B- 48



ITEM

3A
3B
3c
3D

4A

4B

CALCULATED

I1
I1
I1
Il

F4.1

F5.1

B- 49

FORM 26 (REV 0)
Transfusi on Report Form

NAVE
FORM26

TRANTI ME

F26HEM
F26SURG
F26ANEM
F260TH

F26WBU

F26PCU

TFUNIT

CCODES
1 = Form received

Days fromtreatnment initiation to
first transfusion (if no transfu-
sion, this is days to hospital

di schar ge)

= No, |-Yes
= No, 1 = Yes
= No, 1 = Yes
= No, 1 = Yes

[eNeNe e}

Nurmber of units. If mssing
Form 24 # 14A is used.

Nunber of wunits. If missing
Form 24 # 14B is used.

F26WBU + F26PCU



3
2

- |

11A

11B

12A

13

14

15

16

16A

16B

12
12
12
12

12
12
12
I2
12

11
11
Il
11
11
11

11

11

11

11

11

11

Severe

ALCOH

EPMD \
EPDA

EPYR .
EPHR
EPWN

LPMO }
LPDA
LPYR S
LPHR
LPMN

ITEM12A
ITEM12B
ITEM12C
ITEM12D
ITEM12E
ITEM12F

| TEML3

| TEML4

| TEML5

| TEML6

ITEM16A

ITEM16B

FORM 27 (REV 0)
Neurologic Event Form

CODES

Al cohol consunpti on
1] =<1 oz

= 2-3 oz

= 4-5 oz

= > 6 oz

= unknown

wv b wN

Earliest date and time of synptons

Latest date and tine of synptons

Severe headache

Vomi ti ng 1 = Yes

Sei zures 2 = No

Focal deficit 3 = Unknown
Altered nenta

Cona

Onset was:

= Sudden
Steplike
G adual
Unknown

o
o

Maxi mum deficit achieved
= < 6 hours

7-12 hours

13-24 hours
25-48 hours
49-72 hours

= > 72 hours

Unknown

mu
1
2
3
&
5
6
7

| npr ovement
1 = Yes, 2 = No, 3 = Unknown

Change in blood pressure
1 =Yes, 2 = No, 3 = Unknown

Hypot ensi on
1 =Yes, 2 = No, 3 = Unknown

Hypert ensi on
1 = Yes, 2 = No, 3 = Unknown

B- 50



2

17A
178
17c
17D

18A
18B
18C

19

20

21

46

46A
46B
46C
46D
46E
46F
46G
46H

53

Il

I1

I1

I1
I1
I1
I1
I1
Il
I1
Il

I1

T

NANVE

ITEM17A
ITEM17B
ITEM17C
ITEM17D

ITEM18A
ITEM18B
ITEM18C

| TEMLO

| TEM2O

| TEM21

| TEMA6

ITEM46A
ITEM46B
ITEM46C
ITEM46D
ITEM46E
ITEM46F
ITEM46G
ITEM46H

| TEMB3

FORM 27 (REV 0)

Severe Neurologic Event Form

(Conti nued)

CODES

Antiplatelet agents

Cal ci um channel bl ockers
Er got anmi nes

IV nitroglycerine

Pr of ound hypot ensi on
Fl uctuations in systolic BP
Arrhyt hni as

Ver bal response

1 = Oriented and converses
Di sori ent ed/ conf used
| nappropriate words
I nconmpr ehensi bl e sounds
None
Unt est ed

2
3
4
5
6

Eye opening

1 = Spontaneous
To speech
To pain
None
Unt est ed

g b wro
TR

Mot or response
= (beys
- Localizes
= Wt hdr aws
Abnor mal flexion
= Abnor mal extension
- None
- Untested

~N o ol wNo
i

CT scan evi dence of |esion
1 - Yes, 2 - No, 3 = Unknown,

Deep lacunar infarction
Cortical infarction

Larger infarction

Mttled henmorrhagic infarction
Subarachnoi d henorrhage

I ntraparenchymal henorrhage
Wat ershed area infarction

More than one infarction

Recovery

= Full, no deficit

= Partial, mnor residua
= Partial, major residua
= Comat ose

= Deceased

o~ wNh -

1 = Yes
2 = No

3 = Unknown

4 = Not done
1 - Yes
2 - No
3 - Unknown

B-51



ITEM

3A
3B
3c
3D

4A
4B
4c
4D
4E
4F

5A
5B
5C
sD
5E
SF

TA
7B
7c
7E

8A
8B
8C
8D

9A
9B
9C
9D

10

11
11
11
11

11
11
11
11

11
11
11
11

FORM 28 (REV 0)

Severe Neurologic Event C assification Form

NAVE
F28DATE

ITEM3A
ITEM3B
ITEM3C
ITEM3D

ITEM4A
ITEM4B
ITEM4C
ITEM4D
ITEM4E
ITEM4F

ITEMSA
ITEMSB
ITEMSC
ITEM5D
ITEMSE
ITEM5F

| TEMB

ITEM7A
ITEM7B
ITEM7C
ITEM7E

ITEM8A
ITEM8B
ITEM8C
ITEM8D

ITEMSA
ITEM9B
ITEM9C
ITEMSD

| TEMLO

CODES

Date of event

I nfarction

Henor r hage 1 = Yes
TIA 2 = No
O her

Primary cerebral site

Gt her cerebral

Gt her cerebral

Gt her cerebral

Gt her cerebral

More than 5 sites 1 = Yes, 2 = No

Primary vascular territory

Gt her vascul ar

Gt her vascul ar

Gt her vascul ar

Gt her vascul ar

More than 5 territories 1 = Yes, 2 = No

Hours to onset

1 = < 12 hours

2 = 12-23 hours

3 = 24-71 hours

4 = > 72 hours
Lacune
Enbol i sm 1 = Yes
Thr onbosi s 2 = No
Unknown
Subdur al
Parenchym 1 = Yes
Subar achnoi d 2 = No
Epi dur al
Subdur al
Parenchym 1 = Yes
Subar achnoi d 2 = No
Epi dur al

Henmorrhage in infarct
1 = Yes
2 =No
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ITEM
11A
11B
11C
11D
11E
11F

11G
11H
111
11J
11K
11L
11M
11N

CALCULATED

11
11
11
Il
Il
11
11
Il
I1
Il
I1
Il
11
I1

I1

Severe Neurologic Event

NANVE

ITEM11A
ITEM11B
ITEM11C
ITEM11D
ITEM11E
ITEM11F
ITEM11G
ITEM11H
| TEMI11
ITEM11J
ITEM11K
ITEMI11L
ITEM11M
ITEM11N

STKCAT

FORM 28 (REV 0)

(Conti nued)

CODES

t- PA

Heparin controll ed
Heparin not docunented
Counadi n control | ed
Counadi n not document ed
Enbol i sm

Hypot ensi on

Hypert ensi on

Traum

Aortic balloon pump
PTCA

Surgery

Vascul ar nal formati on
O her

Type of neurol ogical events:

= Henorrhage
| nfarct
TIA
Subdur al

SO N e
n

Cl assification Form

w N

Prinmary

Secondary

Not

at

al |

B-53



10

Cat heterization and PTCA During Initial

LE|

11

11

11

12

H

NANVE

PTO1DONE

PTO2DONE

PTCADONE

PTCAREAS

FORM 31 (REV 0)

CODES

Pr ot ocol

1 = Yes,

Hospi t al
1 = Yes, 2 = No

Pr ot ocol

1 = Yes,
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Hospitalization

Cat h Done
2 = No

Di scharge Cath Done

PTCA Done
2 =No, 3 = Attenpted

Reasons why Protocol PTCA was not
perf or med

1 = Patient deceased

2 = Patient refused

3 = Physician refused

4 = Enmergency CABG

5 = Emergency PTCA

6 = Other energency procedure

7 = Total occlusion

8 = Stenosis < 60%

9 = Distal lesions

10 = Lesion too long (> 20 m)

11 = Lesion involves bifurcation
of major coronary branches

12 = Tortuous proximal vessel

13 = Infarct related lesion is
in LMCA

14 = Stenosis > 70% in LMCA

15 = Closure of IRA at the site
of stenosis woul d result in
severe henodynam c col | apse

16 = Bl eeding conplications

17 = Conplication of catheterization

18 = Cath lab not available

19 = PTCA physician not available

20 = Surgi cal backup not avail able

21

O her
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FORM 39 (REV 0)
Bi cycl e Ergometry Test Form (Clinic)
Data collected at Hospital Discharge (HD) and 6 weeks (6W

| TEM LENGTH NANVE CODES

5 12 REASHD, REAS6W Reason for stopping test
1 = Chest pain
ST-segnent change
= Arrhythm a - supraventricul ar
= Arrhythmia - ventricul ar
= Hypertension
= Hypot ensi on
= Fati gue/ exhausti on
Dyspnea
= Di zzi ness
= Poor nmotivation
= Physician's request
12 = Patient conpleted protocol
13 = Adequate HR achi eved
14 = C audication

- P
PO W JTo orlh wiro
]

6A I1 Nl TRTHD, NITRT6W
6B I1 BBHD, BB6W
6C I1 CABLCKHD, CABLCK6W [ 1 -Yes, 2 = No
6D I1 ANTI AHD, ANTIA6W
6E 11 DI URETHD, DIURET6W
6F 11 DI G THD, DIGIT6W
7 14 BTl MEHD, BTIME6W Seconds
8 14 LEVELHD, LEVEL6W kpm
9 13 PMAXHRHD, PMAXHR6W %
10A* 13 RSTHRHD, RSTHR6W beat s/ m nute
13 RSTSBPHD, RSTSBP6W mm Hg
13 RSTDBPHD, RSTDBP6W nmm Hg
10B* 13 EXHRHD, EXHR6W beat s/ m nute
13 EXSBPHD, EXSBP6W nmm Hg
13 EXDBPHD, EXDBP6W mm Hg
10C* 13 RECHRHD, RECHR6W beat s/ mi nut e
13 RECSBPHD, RECSBP6W nmm Hg
13 RECDBPHD, RECDBP6W mm Hg
11% 11 EXPAI NHD, EXPAIN6W 1 = Yes, 2 = No
11A 11 PAI NTHD, PAINT6W 0 = No pain, 1 = angina, 2 = atypical chest pain
12 1 SBPDECHD, SBPDEC6W 1 =Yes, 2=No
12A 13 SBPMCHHD, SBPMCH6W nmm Hg
13% 11 HRDECHD, HRDEC6W 1 -Yes, 2 = No

13A%* 13 HRMCHHD, HRMCH6W beat s/ m nut e



ITEM
14A
14B
14C
14D
15
16
18A
18B
20
21

23A
23B

24A

24B

24C

24D

11

11

Il

I\ EEN

Data collected at

FORM 39 (REV 0)

Bi cycle Ergonetry Test
Hospi t al

LBBBHD, LBBB6W
RBBBHD, RBBB6W
LVHHD, LVHéW
STEHD, STE6W

RSTSTDHD, RSTSTD6W
EXSTDHD, EXSTD6W

EXSTDDHD, EXSTDD6W
EXCFHD, EXCFéW
RECSTDHD, RECSTD6W
RECCFHD, RECCF6W

LEADSHD, LEADS6W
STDLDHD, STDLD6W
EXSTEHD, EXSTE6W
STEQHD, STEQ&W

STENCQHD, STENQ6W

| PVCNHD,  IPVCNéW
| PVCRHD,  IPVCRéW
| PVCEHD, = IPVCE6W
| PVCRCHD, IPVCRC6W

FPVCNHD,  FPVCN6W
FPVCRHD,  FPVCR6W
FPVCEHD, = FPVCE6W
FPVCRCHD, FPVCRC6W

VCPNHD,  VCPN6W
VCPRHD, = VCPR6W
VCPEHD,  VCPE6W
VCPRCHD, VCPRCEW

VICHNDH,  VTCHN6W
VICHRHD,  VTCHRé6W
VICHEHD,  VTCHE6W
VTCHRCHD, VTCHRC6W

CODES

1 -Yes, 2 = No

1 = Yes, 2 = No
1-Yes, 2 -No

mm
1, 2 or 3
mm

1, 2 or 3

Number of | eads
Nunber of | eads
1 =Yes, 2 -No
mm
mm

1 = Yes

*If mssing or not available Form 8A is used.

Form (dinic)
Discharge (HD) and 6 weeks (6W
(Cont i nued)
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E

104

10B

10C

11

12
13
14

FORM 40 (REV 0,1)
One Year Treadnill Exercise Test Form

LENGTH NAVE CODES
11 FORMAO 1 = Form received
| 4 F40DAYS Days to 1 year exercise test
12 REASYR Primary reason for stopping test
1 = Chest pain
2 = ST-segment change
3 = Arrythmia - supraventricul ar
4 = Arrythmia - ventricular
5 = Hypertension
6 = Hypotension
7 = Fatigue/ exhaustion
8 = Dypsnea
9 = Dizziness
10 = Poor notivation
11 = Physician's request
12 = Patient conpleted protocol
13 = Adequate HR achieved
14 = C audi cation
14 TTI MEYR Seconds
12 FSTAGEYR Final exercise stage
1-o0
2 =172
3=1
4 = 1|1
5=111
6 =1V
7=V
8 =V
9 = VI
13 PMAXHRYR %
13 RSTHRYR beat s/ m nute
13 RSTSBPYR mm Hg
13 RSTDBPYR mm Hg
13 EXHRYR beat s/ mi nute
13 EXSBPYR mm Hg
I3 EXDBPYR nm Hy
13 RECHRYR beat s/ m nute
13 RECSBPYR mm Hg
I3 RECDBPYR mm Hg
I1 EXPAI NYR 1 =Yes, 2 =No
11 PAI NTYR 1 = Angina, 2 = Atypical
Il SBPDECYR 1-Yes, 2 -No
13 SBPMCHYR

mm Hg
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15A
15B
15¢
15D
16
17
18
19A

19B

20

21

22

23A
23B

CALCULATED

12

11

F3.1
F3.1

Il

One Year Treadm ||

NANVE

LBBBYR
RBBBYR
LVHYR
STEYR

RSTSTDYR
STDMCHYR
EXSTDYR
EXSTDDYR
EXCFYR
RCSTDDYR
RECCFYR
ONSTGYR
STDLDYR
EXSTEYR

STEQYR
STENQYR

RESULTYR

FORM 40 (REV 0, 1)
Exerci se Test Form
(Conti nued)

CODES

1 -Yes, 2 = No

1 =Yes, 2 = No
mm
1 = Yes, 2 = No

mm
1, 2 or 3

mm

1, 2 or 3

Exercise stage (O 7)
Nurmber of | eads

1 =Yes, 2 =N

nm

nmm

1 = Severe ischena (Definition

2 = Ischem a supplied by
3 = Nor nal Dr. Chaitnan)
4 = Non-di agnostic

If result could not be assessed due
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to mssing data, the clinic interpretation

was used (ltems 27 and 28)
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FORM 41 (REV 1)
One Year Treadm || Exercise Test Non-Perfornance Form

LENGTH NAVE CODES
11 FORMA1 1 = Formreceived
12 F41REAS 1 = Resting angina
2 = Ot her cardi ac disease
3 = Peripheral vascul ar disease
4 = Muscul oskel etal reasons
5 = Patient refused
6 = Mowved/lost to followup
7 = Treadm || test performed within past

three nonths

a =D fferent test performed (not Bruce
Pr ot ocol )

9 = Physician refused

10 = Protocol violation

11 = No funds for payment

12 = Other
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FORM 43 (REV 1)
MMCC Myocardial Infarction Event Cassification Form

Only events that were classified as an event, i.e., nust have
Form43 #4 =1 or Form 17 # 8Bl = 2,

or Form15 # 5 = 2 (if Form 17 missing)

ITEM LENGTH NAVE CODES
11 FORMA3 1 = At least one Form 43 received
2 (or Form 17 F10.5 MIDATE Tinme (days) fromtreatnent initiation to first
#2 if Form 17 recurrent M (if no M then this is days to death
#8Bl = 2, or or follow up)
Form 15 #2 if
Form 17 is

m ssing and
Form 15 #5 = 2)

(same as MIDATE) F10.5 MIDATE2 Tinme (days) fromtreatnent initiation to second
recurrent M (if no second M then this is mssing)

(same as MIDATE) F10.5 MIDATE3 Tinme (days) fromtreatnent initiation to third
recurrent M (if no third M then this is mssing)

CALCULATED 14 M DAYS Integer days to first recurrent M

CALCULATED I1 MITYPE O =no M

1 =recurrent M (Form43 #4 = 1, or Form 17 # 8Bl =
2, or Form 17 # 8Bl is missing and
Form 15 #5 = 2)

CALCULATED 11 MMCCM Total nunmber of classified nonfatal M's (Form 43)
for a patient (0, 1, 2, . ..)

CALCULATED I1 FATALM 1 = Yes, 0 = No

CALCULATED 11 NONFATM 1 = Yes, 0 = No
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FORM 43 (REV 2)
MMCC Myocardial Infarction Event Cassification Form

Only events that were classified as an event, i.e., nust have
Form 43 #5D = 1 or Form 43 # 6 A = 1, or Form 17 #8Bl = 2 or
Form 15 #5 = 2 (if Form 17 nissing))

ITEM LENGTH NAVE S
11 FORMA3 1 = At |east one Form 43 received
2 (or Form 17 F10.5 MIDATE Tinme (days) fromtreatnment initiation to first
#2 if Form 17 recurrent M (if no M then this is days to death
#8Bl = 2 or or followup)
Form 15 #2 if
Form 17 is
m ssing and
Form 15 #5 = 2)
(same as MIDATE) F10.5 MIDATE2 Time (days) from treatment initiation to second
recurrent M (if no second M then this is mssing)
(same as MIDATE) F10.5 MIDATE3 Time (days) from treatment initiation to third
recurrent M (if no third M then this is mssing)
CALCULATED 14 M DAYS Integer days to first recurrent M
4 11 F43TIME 1 = < 18 hours

2 = > 18 hours
If Rev 1, assigned a "2"
If no M, assigned a "0o"

CALCULATED 11 M TYPE 0 =N M
1 = Recurrent M (Form43 #5D = 1 or Form 43 #6A = 1,
or Form 17 # 8Bl = 2, or Form 17 # 8Bl is missing
and Form 15 # 5 = 2)

CALCULATED 11 MMCCM Total number of classified nonfatal M's (Form 43)
for a patient (0, 1, 2, . ..)
CALCULATED 11 FATALM O = No, 1 = Yes

CALCULATED 11 NONFATM 0 = No, 1 = Yes



NAME
FI LEECG
ECGNUM

SEQNUM
MEANRR
PRI NTER

QAMPLI
QAMPLI |
QAMPLI | |

QAMPLAVR
QAMPLAVL

QAVPLAVF
QAMPLV1
QAMPLV?2
QAMPLV3
QAVPLVA
QAMPLVS
QAMPLV6

RAVPLI
RAVPLI
RAWVPLI |
RAMPLAVR
RAMPLAVL
RAVPLAVF
RAMPLV]
RAMPLV2
RAMPLV3
RAMPLV4
RAMPLV5
RAVPLV6

STDVLI
STDVLI |
STDVLI |
STDVLAVR
STDVLAVL
STDVLAVF
STDVLV1
STDVLV2
STDVLV3
STDVLV4
STDVLVS
STDVLV6

QUALI FYI NG ECG FI LE

CODES

1 = ECG received
ECG nunber
Sequence number

Mean RR interval (msec)
PR interval (nsec)

» Q anplitude

+ R anpl i tude

» ST deviation (+ value = ST elevation
- value = ST depression)

B- 62



PLSPRER
PLS50MNR
PLS5HRR
PLS8HRR

FI BPRER
FIBSOMNR
FIB5HRR
FIB8HRR

TPAPRER
TPA50MNR
TPASHRR
TPASHRR

FDPPRER
FDP50MNR
FDP5HRR
FDP8HRR

ALPPRER
ALP50MNR
ALP5SHRR
ALP8HRR

CODES

Bl ank

Bl ank

Bl ank

Bl ank

Bl ank

i f

i f

i f

i f

i f

FILE GT
Coagul ation Core Lab Data
(RED TUBES ONLY)

m ssi ng

m ssi ng

m ssi ng

m ssi ng

m ssi ng
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I1

14
14
14
F5.1
14
F10.
F10.
F10.
F10.
F10.
F10.
F10.
F10.

12
12
12
F10.
F10.
13

13

i3

11

14
14
14
F5.1
14
F10.
F10.
F10.
F10.
F10.
F10.
F10.
F10.

Apr DB D

i O NG N NG N N NG

DISCAT

FLVO1

EDV

ESV
STKV

co
RVGEFO1
POSLAD
POMLAD
POSRCA
POVRCA
PERSLAD
PERMLAD
PERSRCA
PERVRCA

YEARO1
MONTHO1
DAYO1
HYPO
HYPER
ONESD

TWOSD

CHORDS

FLVHD

EDVHD
ESVHD
STKVHD
00 D)
RVGEFHD
POSLADHD
POMLADHD
POSRCAHD
POVRCAHD
PRSLADHD
PRMLADHD
PRSRCAHD
PRVRCAHD

}

FILE LV

CONTRAST LEFT VENTRICULOGRAPHY

CODES

1 = Single LAD
2 = Multi LAD
3 = Single RCA
4 = Milti RCA
5 = Undefi ned

1 = LV data available for protocol

cat heteri zation
0 = no data

End diastolic vol une
End systolic vol une
Stroke vol ume

Cardi ac out put

Ej ection fraction

Hypoki nesi s single vessel LAD

Hypoki nesis nultiple vessel

LAD

Hypoki nesi s single vessel RCA

Hypoki nesis nultiple vessel

RCA

Hyper ki nesi s single vessel LAD

Hyper ki nesis multiple vessel

LAD

Hyper ki nesi s single vessel RCA

Hyper ki nesis nultiple vessel

Date of protocol cath

Hypoki nesi s protocol
Hyper ki nesi s protocol

RCA
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Length of segnent with hypokinesis nore than -1 SD

(NL1L)

Length of segnent with hypokinesis nore than -2 SD

(NL2L)

Length of segment with akinesis or dyskinesis

(NLOL)

1 = LV data available for HD catheterization

0 = no data

End diastolic volune
End systolic vol une
Stroke vol ume

Cardi ac out put

Ej ection fraction

Hypoki nesi s single vessel LAD

Hypoki nesis multiple vessel

LAD

Hypoki nesi s single vessel RCA

Hypoki nesis nultiple vessel

RCA

Hyper ki nesi s single vessel LAD

Hyper ki nesis nultiple vessel

LAD

Hyper ki nesi s single vessel RCA

Hyper ki nesis nultiple vessel

RCA



B- 65

FILE LV
CONTRAST LEFT VENTRI CULOGRAPHY
(Conti nued)
LENGTH NAVE CODES
12 YEARHD
12 MONTHHD Date of HD cath
12 DAYHD
F10.4 HYPCHD Hypoki nesis HD
F10.4 HYPERHD Hyper ki nesis HD
13 ONESDHD Length of segnment with hypokinesis more than -1 SD
(NL1L)
13 TWOSDHD Length of segment wi th hypokinesis nmore than -2 SD
(NL2L)
13 CHORDSHD Length of segment with akinesis or dyskinesis
(NLOL)
11 FLVNP 1 = LV data avail able for non-protocol
catheterization
0 = no data
14 EDVNP End diastolic volune
14 ESVNP End systolic volune
14 STKVNP Stroke vol unme
F5.1 CONP Cardi ac out put
14 RVGEFNP Ej ection fraction
F10.4 POSLADNP Hypoki nesis single vessel LAD
F10.4 POMLADNP Hypokinesis multiple vessel LAD
F10. 4 POSRCANP Hypoki nesis single vessel RCA
F10.4 POMRCANP Hypokinesis multiple vessel RCA
F10.4 PRSLADNP Hyperkinesis single vessel LAD
F10.4 PRMLADNP Hyperkinesis nmultiple vessel LAD
F10.4 PRSRCANP Hyperkinesis single vessel RCA
F10.4 PRMRCANP Hyperkinesis multiple vessel RCA
12 YEARNP
12 MONTHNP Date of non-protocol cath
12 DAYNP
F10.4 HYPONP Hypoki nesi s non- protocol
F10.4 HYPERNP Hyper ki nesi s non- prot ocol
13 ONESDNP Length of segment wi th hypokinesis nmore than -1 SD
(NL1L)
13 TWOSDNP Length of segment with hypokinesis nmore than -2 SD
(NL2L)
13 CHORDSNP Length of segment with akinesis or dyskinesis

(NLOL)
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