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

TIML PHASE |1 FORVB*

*List of all TIML Phase Il Forns and npbst recent version of each form
encl osed.



- rorm
Number

01

03

3A

04

05

5A

5F

56

06

68

TA

78

7c

76

8A

10

11

— 12

13

Form
Type

SCo1

RFO1

ADO1

TAO1

TAO2

TAO3

TAO4

PP

NPO1

VE

CA

cc

NC

RS

HDO1

Fv

MV

TC

TIMI PHASE 11 FORMS

Title

A. FORMS COMPLETED AT CLINICAL CENTERS

Patient Information Sheet

Screening Form

Patient Refusal Form

Admission Form

Treatment Assignment Form

Documentation of Incorrect Treatment Assignment

Docunentaticn of Loss of RT-PA
Dccunentation of Use of Back-up Mailer

PTCA Procedures Form

PTCA Non-Performance Form

Ventriculography Form

Coronary Arteriography Form

Cardiac Catheterization Procedures Form
Cardiac Catheterization Non-Performance Form
Rest/Exercise RVG Shipping Form

Hospital Discharge Form

Follow-up Visit Form

Missed Visit Form

Telephone Contact Form

Status

October 11, 1988

Rev 0 03/03/86 (Kept at clinic)

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

Rev

0
1
2
3
4
5

03/03/86
05/28/86
07/17/86
08/21/86
10/06/86
01/05/87

0 03/03/86

0 03/14/86

0 03/04/86

0 03/03/86

0 08/13/86 (Not keyed)

0 10/07/86 (Not keyed)

—_ = = O

03/03/86
05/28/86
06/13/86
10/08/86

0 03/03/86
1 05/20/86
1 09/02/87

0 03/03/86

N —

03/03/86

04/07/86

07/22/86

02/19/86

02/19/86

03/03/86

03/04/86

03/04/86

03/03/86

03/03/86

(Instruction update)
(Instruction update)

(Signature)



orm
~wumber

14

15

16

19

20

21

22

23

24

25

26

27

39

40

41

50

31

32

TE

Form
Type

HP

DNO1

co01

LDO1

BRO1

NBO1

RO

HM

cs

TF

SNO1

BE

ETO01

NTO1

TAOO

PT

DTO1

TIMI PHASE |l FORMS (Continued)

Title

A. FORMS CDMPLETED AT CLINICAL CENTERS (Continued)

Subsequent Hospitalization Form

Death Notification Form

Cause of Death Form

Laboratory Data Form

Coagulation Core Laboratory B8lood Samples Record Form

Coagulation Core Laboratory Blood Sample Shipping Form

No Blood Samples Record Form

Myocardial Infarction Event

Hemorrhagic Event

Cardiac Surgery Form

Transfusion Record Form

Severe Neurologic Event Form

Bicycle Ergometry Test

One Year Treadmill Exercise Test

Treadmill Exercise Test Non-Performance Form

B. PRELIMINARY INFORMATION FORMS

Telephone Docunentaticn of Treatment

Catheterization and PTCA Telephone Documentation

Hospital Discharge Telephone Docwntation

C. FORMS COMPLETED AT CORE LABS

Notification of Irregularities in Coronary Angiogram

Notification of Irregularities in Ventriculograms

October 11, 1988

Status

Rev 0 03/03/86

Rev 0 03/03/86

Rev 0 03/03/86

Rev 0 03/14/86

Rev 0 08/19/86

Rev 0 08/20/86 (Not keyed)

Rev 0 02/19/87

Rev 0 03/03/86

Rev 1 07/02/87 (More digits CK)

Rev 2 12/08/87

Rev 0 03/04/86
Rev 1 11/10/86

Rev 0 03/03/86
Rev 1 11/10/86

Rev 0 11/10/86
Rev 0 08/01/88
Rev D 08/12/87
Rev 0 04/02/87

Rev 0 03/24/87

Rev 0 03/04/86
Rev 0 03/03/86
Rev 1 05/20/86
Rev 1 06/13/86 (Skip box change)

Rev 0 02/28/86

Rev 0 03/03/86

Rev 0 03/03/86



—orm
Number

7F

88

8C

17

43

44

74,84

77,87

Form
Type

AV

RA

RD

OMO1

RC

HC

1D

TIMI PHASE 11 FORMS (Continued)

Title
C. FORMS COMPLETED AT CORE LABS (Continued)

Coronary Arteriography Visual Assessment

Rest/Exercise RVG Acknowledgement Receipt Form

Rest RVG Data Analysis Report Form

Exercise RVG Data Analysis Report Form

D. MMCC AND HERC FORMS

MMCC Classification of Death

Myocardial Infarction

Hemorrhagic Event Classification

Individual Reviewer Myocardial Infarction Event

Individual Revieuer Hemorrhagic Event Classification

Individual Reviewer Death Classification

October 11, 1988

Status

Rev 0 03/03/86 (Not used)
Draft Rev 1 04/15/86 (Not used)
Draft Rev | 05/01/86 (Not used)

Rev 1 05/20/86

Rev 2 08/05/86

Rev 3 04/03/87 (Rhode Island)

Rev 4 09/02/87 (Rhode Island)

Rev 0 03/03/86 (Not used)
Rev 1 04/17/86

Rev 0 03/03/86
Rev 1 08/08/86

Rev 0 03/03/86 (Not used)
Rev 1 04/17/86

Rev 0 03/03/86 (Not used)

Rev 1 017/20/87 (Not used)

Rev 2 03/15/88

Rev 2 04/12/88 (Corrected coding)
Rev 3 07,/08/88

Rev 0 03/03/86 (Not used)
Rev 1 10/27/86
Rev 2 08/12/87

Rev 0 03/04/86
Rev 1 04/28/87

Rev 1 10/27/86
Rev 2 08/12/87

Rev 1 04/28/87

Rev 1 10/27/86 (Not used)

Rev 1 01/20/87 (Not used)

Rev 2 03/15/88

Rev 2 04/12/88 (Corrected coding)
Rev 3 07/08/88



Rev 5 01/05/87
TI ML PHASE ||

| NSTRUCTI ONS FOR COMPLETI NG
TIML FORM 03
SCREENI NG FomM

GENERAL INSTRUCTIONS

This form should be completed for all screened patients who meet the inclusion criteria.
These patients have a diagnosis of suspected MI with at least 30 minutes of pain and ST
segment elevation > 0.1 mV and are |l ess than 76 years of age_and can be treated “Within
four hours since onset of symptans.

The patient should be issued an ldentification number (ID No.) from the Patient ldentifi-
cation Number List furnished to your clinic. The patient’s identification number shoul d
appear inthe box In the upper right-hand corner of the first page, as well as in the
lower right-hand corner of all pages. The clinic number should appear in the upper right-
hand corner of the first page.

If a check mark () is made in anyspace on thisform designated as "STOP," the patient
isineligiblef or further consideration for entry into the study. Do not conplete the
rest of the form and do not send form to the Coordinating Center.

If a check mark (/) is made in any space on this form designated as "INEL," the pat i ent
is ineligible for random zation in this study. Conplete the entire formeven If an "INEL"
item i S encountered.

If a check mark (») is made in any spaceonthi s form designated as "NoBB," the patient
is ineligible for randomzation to intravenous beta-blockers. Conplete the entire form
even if a "NOBB" itemis encountered.

Please use black inkt 0 conpl ete this form For itemswhi ch cannot be answered by acheck
mark (), PRINT clearly all responses in the spaces provided. M not use abbreviations
unl ess absol utely necesary, and then use only widely recognized abbreviations. A com-
pleted copy of thisform shoul d be retained for your files

I TEM INSTRUCTIONS:  Itens with instructions outlined belowhavethesynbol [#*]
preceding the itemnunber on the form

REFER TO | TEM 3, PAGE 1

Tinme of qualifying ECG taken ineither the tmMI Ginical Center or referral center.

(OVER)



TIMI PHASE 11

TIMI 1T Form 03
Rev 5 01/05/87

THROMBOLYSIS | N YYOCARDI AL | NFARCTI ON 5 Pages
SCREENI NG  FoRM
Ciinic No. ; ; :u
ID No. 3 E ~r ] i E B
FormType ' s 'cC ! 0} ]
PART 1 Visit Identification 91 9. Can the tine of onsetof
pain be identtfled? {1 )(sSTOP)
. Yes No
1. Patient's ¥aMe CODE:
- - - I'f YES, answer @nd @.
2. Screening date: If %, skip to item 10.
“Fonth- T Day  ~ Year G Tine of onset of pain: pN—r\m c,aQ;,
. . pata - ONMO _ NP _ Owy
(%3 Time of qualifylng ECG EAT\Me. (C“'Q,C> Tonth | ey e
A, Date wee - —_— w - Mlitary tine: -()”H_R: OUML}
Month Day T Vear hours  minutes
B. Mlitary time ee e TWDH‘RSL?:[C)_
hours  minutes Wil the time be no
greater than 4 hours
) fromonset of pain
(%1 4. Does the patient agree to to treatment? ( 1)(STOP)
conpletion of this forn? —-ee ( )(STOP) Yes No
Yes No
{*110, Does an ECC reveal ST
5. Sex - (1) (2) 567( segnent el evation of at
Yale Femal e least 0,192 - —— (1 )(STOP)
ves No
PART I1: Inclusion Criteria
| If yes, ansver( through@.
6. Date of birth: ) . .
1 N0, skip to item 11,
. e wsTeA ek
Honth Day Year @ In which |eads? (Check all
that apply.)
- Stet 1 SNy STET
7. A Age —_——— P R V3 V‘;) w1,
8. Isthe patient less than 111 ok ?(\p Vs ("5) avr.Pf",‘g:
<5 T N
76 years of age’ (;{e)s(s?\'gp) seOH V%“(;}S ve ?1(3 5\7;”?,)

[*) 8, Has the patient reported
severe ischemic pain of at

| east 30 minutes duration? =={; J{STOP)

Yes No

I's ST segment elevation
present in at least two

of the three inferior > 1.11
leads (11, 111, aVF)? ~== (1) (2)
Yes No

ID No.

e




[*#]10. (Continued)

@ |S ST segment elevation
present In at least two
contiguous leads of the
six precordial leads
(V1=V6)?

@ Is ST segment elevation
present In leads | and
aVL?

Is a least one Item of

@ or @answered
yes?

11. Does an ECG reveal:

Q waves of at least 30 msec
width and 0.2mV depth? eeewes

If YES answerO } ‘
If No, skip to Item 12.

In which leads? (Check all
that apply.)
th vl N A
1) v (1) Vy (1)
&b AN

QI\I,:.(U é(‘) &\5(?

1) V3

12. TNoes an ECC reveal ST
segment depression of
at least 0.1 mv?

If YES, answer @ .

If NO,skip to item 13.

@ In which leads? (Check
all that apply.)
AV

el ;; H
IIT ( ,)
5%, @) el

TIM1 Il Form 03
Rev 5 01/05/87
Page 2 of 5

Part Ill: Exclusion Criteria

13. Are any of the following exclusion
conditions satisfied?

(1) (2)QTepdT Yes No
Yes No A. Left bundle branch

(1) « 2)%’€P’VL"

Yes

block? (INEL)( 2)

B. Premenopausal? ———oo (INEL)(2)

. Known advanced or terminal
Illness? (e.g., Cancer) — (INEL)(2)

If YES, name
INEL
o TNEL) D. Known dilated
cardiomyopathy? ————— (INEL)(2 )
E. Previous cerebrovascular
disease (stroke or TIA)? = (INEL)(2)
F.  Any bleeding disorder
(«y'e; ( 2) QW AVES or a history of signif=-

fcant gastrointestinal
bleeding? (INEL)( 2)

(]

Current oral anticoagulant

U(Q (Wfﬂ) " therapy? . (INEL)( 2)

H  Prosthetic heart valve? —= (INEL)(2)

I I.  Uncontrolled hyper-
tension or SBP > 180 or
(9\11 DBP >110? ———————— (INEL)( 2)
a (1
v@(ﬂ J. Significant surgical

procedure within the
last two weekS? = (INEL)(2)

K. Prolonged cardiopulmonary

(1) 9"0 resuscitation within the
Yes (Ng) last two weeks? =——0onw (INEL)(2)

L. Previous coronary artery
bypass surgery? --- (INEL)(2)

M. Agitation or lethargy
N 97’0 (@ﬁv> such that Informed
consent cannot be
obtained? (INEL)( 2)
N. Severe trauma within the
STpL last 6 MoNthsS? = (INEL)( 2 )
I (1)
av§*°°‘)“\- 0. Infusion of any throm-
DB bolytlc agent for
A «L y .
avk (1 myocardlal Infarction

within the last 2 weeks? = (INEL)( . )

P. Previous participation in
TIMI Phase 11? -- e (INEL)(2 )

ID No.




13,

14,

PART IV:

(Continued)
Yes No

Q. Unable (physically or
psychologically) to
participate in the
TIMI Study? (INEL)( 2)

If YES, explain

A. Participating in other
protocols that would
conflict with the TIMI

Study? (INEL)( 2)

If YES, explain

S. PTCA within the last six

months? (INELY( 2)

Are any "INEL" conditions
checked on this form? —ee—e— (INEL)( ;)

Yes No

If YES, tihe patient. i3 inligibie,
slkip to Mmart WIiD.

TEND, tHehPadak bink s Sel RGN,
complete the rest of this fwrm.

Beta-Blocker Exclusion Criteria

15.

Are any of the -following
contraindications for
immediate Intravenous
metoprolol therapy
satisfied?

Yes No

A. Current treatment with a
beta-blocker (within
48 hours), verapamil
(within 24 hours), or
diltiazem (within 24
hours)?

B. Ventricular rate at rest
consistently < 55 beats
per minute?

C. Systolic BP consistently
<100 mm Hg?

D. Hoist rales that do
not clear wfth coughing,
involving 1/3 or more
of the lung fields and
interpreted as signs of

TIMI |l Form 03
Rev 5 01/05/87
Page 3 of 5

15. (Continued)
Yes No

E. Presence of significant
first-degree AV block
(PR> 0.24 sec), Or second= RO INEL!
or third-degree block? === (NOBB)(2}

0 A (VLS

F. Implanted pacemaker? —we== (NOBB)(2 )

G. Asthma by history,
wheezing by physical
examination, or chronic
obstructive pulmonary
disease requiring
chronic therapy with

corticosterolds or 5 BINGLG
stimulants? (NoBB) (2 )
{*]16. Are any Ineligible conditions
for immedfate |ntravenous Ig[bh\lfb(
beta-blockers checked? (NoB( 2 )
Yes No

oomy (2) BHINGLEY 19,

oeBY( 2 % iNe LD

PART V: Risk Determination H{éf{R[SK &a&&

17. History Of Previous MI? =wee== (1) (2)

Yes No
C
18. Rales which do not clear SLRN‘&
on coughing: (1) (2)
Yes No
If YES, answer @.
If NO, skip to item 19,

@ To what extent? BL%X'(Q\I'(
£1/3 lung fields = (1)
>1/3 lung fields but
not all - (2)

Both entire lung flelds === ( 3)

Hypotension (systolic

pressure < 100 mm Hg)

and sinus tachycardla

(atrial rate > 100

beats/min)? (

B wifo

N (2)
Yes MNo

wose) 2) @@ iplgLc

CHF, or pulmonary edema
with consistent chest

ID No. L

N
—l

(voBB) ( 2) H\NELY

x-ray findings?




20.

21.

22.

Atrial fibrillation or
flutter?

(1) ()QBE

Yes

Pulmonary edema?

(Rales over - bot h entirelung
fields and severe orthopnea
or rales over both entire

No

TIMI Il Form 03

Rev 5 01/05/87

Page 4 of 5

PART VII: Administrative Matters

{#1 25. Was this patient

lung fields and frothy sputum

or pulmonary edema on chest
X ray)

Cardlogenic shock?

(Systolic blood pres-

sure <85 mmHg |nterpreted as
left ventricular dysfunction
with evidence of diminished
tissue perfusion on initial
evaluation)

PART VI: Consent

(1 (z)@‘ﬁt
Yes No

(1Y (2)

MR NE-UTC R

COMPLETE ONLY FOR ELIGIBLE PATIENTS

23.

24.

Does t he patient's physician
consent to randomixatfon of
the patient Into the TIMI

Study?

I'f YES, skip to item 24. |

If NO, answer@ . ‘

@ Explain

( ' )(REFUSE)

Yes

No

Skip to item 25.

Does the patient consent to
be randomized?

If YES, skip to Item 25.

I If NO, answer @ . |
@ Explain

(1 ){REFUSE)

Yes

No

randomized? (1) (2)
Yes No
If YES, skip to ltem 27.
\
If Mo, answer |tens @
@ Reason not randoni zed:
(check adl tha apply)
A. INEL condition(s) checked
(Item 18) ()
Physiciandid not consent
(item 23) (1)
C. Patient did not consent
(Item 29 )
D. ER staff failed to notify TIMI
personnel. ()
Explain
E. TIMI personnel could not be
located. - )
Explain

F. Patient’s condition changed
before randomization =

Explain

a

G. Cther

Speci fy

Q

Skip to item 29.

[}
ID No. : ' M ' ' ]




27.

28.

29.

30.

(*131.

Is the qualifying ECG being
sent with this form? =—— (1) (2)
Yes No

Did the TIMI physician have

afollow-up conference with

this patient to review the

nature and purpose, possible

benefits, and possible risks

of the study procedures and

drugs? «n (2)
Yes No

Patient Hospital Chart Number:

Person assessing eligibility
of patient:

Name:

TIMI Staff NO: === = - - -

Where was the qualifying
N .
ECG obtained? WHW%LG

TIMI Clinical Center = (1)
(2)

Emergency room extension

Speecify

32. Research Nurse/Coordinator:

Signature:

TIMI Il Form 03
Rev 5 01/05/87

Page 5 of S

TIMI Staff NO: = _

33

FOR CC USE ONLY

(1)

(2)
No

ID No.




Rev 0 03/14/86
TIMI PHASE II

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 04
ADMISSION FORM

GENERAL INSTRUCTIONS

This form should be completed for all randomized patfents. Information collected on this
form refers to the time and condition of the patient up to the time of rt-PA initiation.

The patient’s ldentlflcatlon number should appear In the box In the upper right-hand cor-
ner of the first page, as well as In the lower right-hand corner of all pages. The clinic
number should appear-in the upper right-hand corner of the first page.

Please use black Ink to complete this form. For Items which cannot be answered by a check
mark (v, PRINT clearly all responses In the spaces provided. Do not use abbreviations
unless absolutely necessary and then use only widely recognized abbreviations. A com-
pleted copy of this form should be retalned for. your files.

ITEM INSTRUCTIONS: Items with Instructions outlined below have the symbol [*]
preceding the Item number on the form.

REFER TO ITEM 5 PAGE 1

Smoking Status:. The objective is to determine If the patient is currently, or has ever
been a cigarette smoker -- the figure of 100 cigarettesis an arbitrary guideline. If a
person has smoked only a handful of cigarettes scattered through his/her lifetime, this
Individual is to be considered a nonsmoker: t.e., answer "NO." However, If a patient

smoked regularly during any period In his/her 1ifetime, classify that Individual as a
smoker by answering "YES."

REFER TO ITEM 6, PAGE 2

Activity status
Rest = seated or lying In bed
Mild physical activity = walking, etc.
Moderate physical activity = climbing stairs, etc.

Marked physical aetivity= running, etc.

REFER TO ITEM 10¢, PAGE 3

Date of prior myocardlal Infarction

If the date 18 completely unknown, check the unknown box and leave the
month, day, and year Items blank.

Record whatever Items of the date are known and enter 88 for items not available.

Items Known Values to be Recorded
Month Day Year

Year only 88 88 Year
Month and Year only Month 88 Year




PART |I:

1.

TIML PHASE 11

THROMBOLYSIS | N MYOCARDI AL INFARCTION

ADMISSION FORM

Identification

Patient’s NAME CODE:

Screening date:

Wonth— Day

PART Il _Background Data

" s.

Race:
ancé
White (1)
Black (2)
Hispanic (3)
Other (4)

What is the highest grade of

education completed? 600031’!‘/
No formal education (1)
Grade 11 or eSS =————— {2
High school graduate = (3)

Some college (4)
Degree from 4 year college -- (s)
Some graduate education we—eme= ()
Graduate degree (1)

Has the patient smoked more

than 100 cigarettes in

hieher lifetime? e (1) (2 Srobt
ves NO

If YES, answer @.and @

If NO skiptw Item 6.

TIHI 11 Form o4
Rev 0 03/14/86

0

6 Pages
Clinic No. ; ; =
mw. 1 T 1 1 0
FoomType | ao'! Di o ! 1
("1 5. (Continued)
@ Maximum packs/day: MArf k C/CS
< 1/2 pack (1)
172 < packs < 1 (2)
1 <packs < 7 (3)
> 2 paoks (4)
N
Number of years smoked ___‘/RS(Y)UKt
@ Is the patient a current
smoker? (Rased on three
weeks prior to qualifying (’/UAWK?
MI) (1) (29
Yes No

| f YES,answer @ .
If NO answer@ .

Packs/day: W}'Cv‘ew1
£ 172 pack (1)
172 < packs < | (2)
1 < packs £ (3)
> 2 packs (4)

Skip to Item 6. |

How long ago did the
patient stop smoking?

StmOX

£ 3 months (1)
3 < months ¢ 12 (2)
1 < years <5 (3)
> 5 years = (4)

ID No.




PART Ill: Present Illness

THE FOLLOWING QUESTIONS PERTAIN
TO THIS QUALIFYING EPISODE.

6. What was the activity at
onset of pain?

Sleeping

Rest

Mild physical activity

Moderate physical activity e
Marked physlical activity meeee—

7. Was the Index pain the only
chest discomfort suffered
during the past 48 hours? === (1)
Yes

If YES, skip to Item 8.

If NO, answer @

{A) When were other episodes
related to the pain
leading to enrollment In

TIMI? (cheek all that
apply):
1. <1 hour -
2. 1 =2 hours
3. 3=5 hours
4, 6 « 11 hours
5. 12 =23 hours -
6. 24 - 48
weeksjy thethree
to the qualifying
A. None
B. At rest
c. Exertlonal
D. New onset
E. Increasing frequency
F. Variant
G. At nlght

9. Has the patient experienced

TIMI 11 Form 04
Rev 003/14/86
Page 2 of 6

éH ‘57/’71 | v

previous cheat pain or

anglna? )y (2)
Yes No
If YES, answer Q)
- If NO, skip to Item 10.
o
ACTONS{A BLANGIN A
(1) Angina classification: (CﬂJC,
()
(3) Definite angina (1)
(4) Probable angina (2)
(3) Probably not angina {(s)
Not angina = (a)
IND¥ fAIN
( 2) If DEFINITE or PROBABLE answer
No ' °
If PROBABLY NOT or MOT sKip to
Item 10.
G) Date of onset of angina: ﬁN6‘ON5€T
£ 7 days (1)
B - 14 days (2)
15 = 21 days (3)
22 = 30 days (4)
31 - 180 days (3)
6 months = 1 year (%)
QTHQQ\SD > 1 year (1)
(1)
)
1)
)
(ORI
(GRS
HN@gWK
Po 173wk caQr/
(1) BLPATTA
(1) BLPATTD
(1)BpLPATTC
(1) SLLATTD
(1) 2 ¥1TE
(1) S\ 1T
(D) QueaTe
ID No. R




PART xv: Medical History

PRIOR TO CURRENT EPISODE

10. Does the patient have a history of myoecardtal infarction prior

to the current episode?

TIMI || Form 04
Rev 0 03/14/86
Page 3 of 6

FodBLMI

() (2) (3) (4
Defi- NO Sus— Une
nite pect known

1f DEFINITE or_SUSPECT answer @‘T@ and @ If @ or UNKNOWN, skip to item 11. [

@ Criteria for Infarction: (answer each item)

Patient history

Physician history
ECG

Cardiac enzymes

ocation (check all areas involved)

Anterior

Inferior

Lateral

BN L S R S o

Posterior

5. Unknown

[‘]@ Date: -

‘Month D a y Year Unknown

11, Has the patient ever experienced any of the following events?
(See Manual of Optratfons for definitions. Answer each item.)

A. Congestive heart failure

B. Intermittent cerebral ischemtie attack

C. Stroke

D. Intermittent claudlcatlon

12. Has the patient ever had any of the following diseases or conditions
diagnosed? (Answer each question.)

A. Diabetes mellitus

B. Hyptrttnslon

C. Peripheral vascular disease

D. Valvular heart disease

E. Other cardiac disease

Specify

F. Gastrointestinal disease

G. Htmatologlcal disease

H. Renal disease

I. Ntutologlcal disease
J. Other significant disease

Specify

Una
Yes No known
(1) (2) ¢3)
(1) (2) (3)
1Y)y (2) (3)
1y 2y (3)
(yetmIvoct
(1IBLMI Lo
(DR Lmlocd
pum: Coon
Blmicoces
(1)
Defi- Suse Une

nitt No peet known

(1) (2) (3) (4)BLLWE
(1) (2) (3) (4) BLTotp
(1) (2> (3)  ()BleTk
(1y 2y (3) (4) BLiC

Une
Yes No  known

(1) (2) (3) BLoiag
(1) (2) ¢3) BLHYP
1y 2y (3)8LPVP
C1y (2) (3) DLHP
1y (2) (3) fLoch

(1) (2) (3) BLGT
(1o (2 GOHBLme
1) (2 (3 B ReNA
(1Y (2) (})%LN‘OUO\Q
() (2) 03 §oni0is

ID No.

o




TIMI Il Form o4
Rev 0 03/14/86

Page 4 of 6
Une
Yes No known
13. was coronary angiography performed within 12 months prior to
the current M1? 1y (2) (3)
14, Was percutaneous transluminal coronary angioplasty (PTCA)
ever performed? (1Y (2) (3)
PART v: _Medication
15. Have any of the following drugs or types of drugs

patient during the past week prior to admission?

If YES is checked. indicate time last dose was name(s)
Time last dose taken
Yes No <6 hrs 6-24 hrs >28 hrs
. LIAN 'Y
A. Long-sating nitrates end oral vasodilators eeweeee (1) (2) (1) (2) (3)
. . . BB
B. Short-acting nitrates (1) (2) (1) (2) 3)
QdLaxest
Cl. Metoprolol (1) (2) () L’Q\(Z) (3)
»LAXe >~
C2. Other beta=blockers (1) (2) (1) (2) (3)
@ Name (s)
GLAxXD
D. Caleium channel blockers (1) (2) (1) (2) (3)
@ name(s)
E. Antlarrhythmlcs (other than bate&lockers or . RLAXE
calcium channel blockers) (1) (2) (1) (2) (3)
: PLAXE
F. Intravenous inotropie agents or pressoragentS—e= (1) (2) (1) (2) (3)
. O \LAX(y
G. Cardiac glycosldes and oral inotropic agents weeee (1) (2) (1) (2) (3)
) ) & LQ)‘}—\
H. Diuretics (172 (2) (1) 2) (3)
- Xy
|. Intravenous vasodilators vy (2) (1 )Qul (2) (3)
J. Antihypertensives (other than diuretics and ) INNN'E
beta=blockers) (1 Y(2) (1) (2) (3)
ax
K. Aspirin (1Y (2) (1 )@\, \%z ) (3)
pLeX
L. Dipyridamole - (1) (2) (1) (2) (3)
M, Platelet active agents (other than aspirin and QLix m
dipyridamole) (1) (29 (1) (2) (3)
. L
N. Methyl xanthines vy 2y 1 )G NN: ) (3)
0. Heparin Gy oy () OXQ,, ()
P. Anticoasgulants (other than heparin) GID I (1) Q\O\xé’z ) (3)
ID No. R
| 1 1 | — [}




PART VI:

Physical Exam

16.

17.

18.

19.

20.

21.

22.

THE FOLLOWING ITEMS PERTAIN TO
THE PHYSICAL EXAM AT THE TIME OF
CONFIRMING TIMI ELIGIBILITY

Height _E)\iT_ cm
BLwWT
Weight e, kg
Heert rat@ ——=e bnt&}lﬁg\uto
Respiratory rate BL
LAY

_ _ respirations/min.
Blood pressure: (First recording
taken at the time of screening
for eligibility)
A. Systolic - _?’_L_%_%Lm Hg

B. Diastolic = _Saﬂ%_q_m Hg

Pre- Ab- Un-
sent sent known

Abnormal neck vein ¥ N\k\f‘b\(\j
distension ——————— (1) (2) (3)

Heart sounds:

bLSy
A. S5 (v) (2) (3)
BLsy
B. Sy vy () (3)
C. Pericardial Lot A
friction rub -- (1) (2)(3)
Q,X,muo\m\ﬁ\
D. Murmurs (1 (2) (3)

If PRESENT, answer @) .
If ABSENT or UNKNQWN, skip to item 23.

TIMI Il Form 04
Rev O 03/14/86

Page 5 of 6
22. (Continued)
D. (Continued)
@ Murmur(s) characteristic of
the following are present
(check all that apply):
a. Benign systolic
ejection
b. Mitral regurgitation -- (1) @LmK
e. AMortie regurgitation == (1 )BL,AR
d. Ventricular septal
rupture
a. Other
Specify
Pre= Abe
sent sent
23. Integument:
A. Ecchymosis
B. Hematoma
24. Were other significant
findings present? e (1) (2)
Yes No
If YES. specify
ID No.

]

3

(1)L B9

¢BLVSR
1) By gTHMUR

(1) 2 1B\geCHY
C1) C2) BLyemep



PART MII:

Local

TIMI || Form 04
Rev 0 03/18/86
Page 6 of 6

Laboratory Data PART MIll: Administrative netters

LABORATORY MEASUREMENTS At TIME OF
SCREENING FOR ELIGIBILITY

39. Physician performng physical e xns

Nae
Not TIMI Staff No: ew= - - - -
Avail-
able /Coordt
40. Research Nurse/Coordinator:
25. Creatinine _%\,_O@\%PF\/_ mg/dl (1)
Signature
26. BUN _‘g;\.(bEJN Q 1fdl ¢1) TIMI Staff Nor ee= . - - - -
et
27. Tot81 bilirubin ee= _ B_\’G. s mesdl (1)
28. sGOT BUSGoT  a (ny
29, LDH _BL_LD_H _run (1)
BLALKHS
30. Alksline phosphatase =~ _ - o (1)
31, Hematocrit EB_\'E_QA’__ 2 (1)
32. Hemogl obin  eeemeee _ED\:X\_(”B__ gmasdl (1)
33. White blood cell
(BL'W(BC’. ___ thousands/ma3 (1)
34, Potassium = _§\‘K__[I Eq/L (1)
35. Plrtelet count
A. _B'\:i\'_k_'r_ thousands/md (1)
Only e nauer B if A not available
B. Adequate ON SMEAr mm=w= (1) (2} (3)
Yes No Unknown
Pre ap= Un-
sent sent known
. _ CORoT
36. Urine protein 1) (2) (3)
B\l LD
37. Uine occult blood semeweee (1) (9)08( 3)
BLEUTAIC
38. Stool guiatic (1) (2) (3)
mw. | TR T T T




Rev 0O 03/04/8
TIMI PHASE Il

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 05
TREATMENT ASSIGNMENT FORM

GENERAL INSTRUCTIONS

This form should be completed to document opening the Treatment Allocation Mailer and to

evaluate therapy at 24 hours. This form should be completed for all randomized patients.
This form is completed at the Clinical Center. The original of this form is sent to the
Coordlnat ing Center.

The patient’s ldentification number should appear in the box in the upper rightehand
corner of the first page, as well as in the lower rightehand corner of all pages. The
clinic number should appear in the upper rightehand corner of the first page.

Please use black ink to complete this form. For Items which cannot be answered by a
check mark (v), PRINT clearly all responses in the spaces provided. Do not use abbree
viations unless absolutely necessary, and then use only widely recognized abbreviations.
A completed copy of this form should be retained for your files.

ITEM INSTRUCTIONS: Items with instructions outlined below have the symbol [#]
preceding the item number of the form.

REFER TG ITEM 3, PAGE 1

Record Treatment Allocation Mailer sequence and patient therapy kit label actually used.

REFER TO ITEMS 11 THROUGH 15. PAGE 3

If the date is the same as the date recorded in the previous item, check SAME DATE and
leave DATE blank.




TIMI PHASE 11

THROMBOLYSIS IN MYOCARDIAL INFARCTION
TREATMENT ASSIGNMENT FORM

TIMI || Form 0S
Rev 0 03/04/86
6 Pager

1cL

T T T
Clinicwm. | ; M |[TelD
A T N A T T
] 1] [ [
rotn‘lypo-;r;,\; o:ll
PART | Identification 5. (Continued )
. . B. Beta-bl study:
1. Patient's NaMe cope: ockar Stucy
1. Beta=blocker cligible:
I Immediate beta~
blocker and 18-
2. Screening dater 48 hour PTCA (04)
i G Inmediate deta-
Hont Da ear blooker and no
PTCA (0%)
(#] 3. TIMI treatment assignment used: Deferred beta
_ Ki ber- blooker and 18«
A. Patient therapy kit number: 88 hour PTCA (06 )
— e " e ey Deferred betse
. look nd no
B. Mailer Sequence Number: - — l;r%% il to7)
2. -blocker ineligible:

4. Was the correct _soquoélco Beta-blocke g
nuler_mihr_aSSI gne 18=48 hour PTCa (08 )
to this patient? (1) (2) No PTCA t09)

Yea No
If ¥, Sorm SA (Documentation of PART 11: TIMI Treatment
Incorreet Treatment Assignment)
must be completed and submitted with 6. Was rt-PA treatment
this form. . Was rt- rea
{nittated? (1) 2 ) “TRTWN
Yea No
5. Group assignment (check one): P\%%“QN
A. PTCA timing study: If YES, skip to item 7.
2 hour PTCA Con) [If NO, specify the reasonin
18«48 hOUI PTCA e ( 02) IthT@ .
No PTCA
(03) If the patient has died, submit
PTCMKM) a Death Motification Form.
pper P (ald) Dted s
Patient refused (2)
Other (specify below) (3 )
Skip to Part III.

IID No.




VOS LR LN CcaXc 3

7. rtePA treataemt Q\T? 9o G 9.
A. Dose: —_— ——— TS
8. If less than protocol
iheck prissry ressont N2y
Urticaria Co1)
Feverofchill8 Co2)
Nausea Or vomiting e=we=we= (03)
Bleeding at © rteri8l
access (od)
Bleeding ct central
vein access (os)
Blesdingat of her
puncture sites (0s)
Specify site:
Other Dl eedi NQ =————— (07)
Specify sitar
Convulsions (o8)
Anaphylaxis (08 )
Hypotension (10 )
Bronchospasm ()
Death az2)
Other (specify bel OW) awmme {13 )
8. Was intravenous netoprol ol
therapy initiated? )y (2 \\; M‘(,’(
Yes No

Ir p_:i, skip to item 9,
If NO, specify the reason in item @ .

If the patient has died, submit a
Death Notification For m (TIMI Form

15).
G\: ‘ot assigned to intra-
venous metoprolol (1)
Died (z2)
Pattent refused - (3)
Other (specify bel ow) (¢ )

Skip to item 10.

TIMI 11 Form 0%
Rev 0 03/04/86
Page 2 of 6

Metoprolol treatment

A.

A,

Intravenous dose

R

If less than protocol

speeified doss gi ven,
cheek sil reasons:

1.

10.

11.
12.

C. Orsl dose during first
28 NOU S = ——

Hesrt rate < 49

bests/minute 1)
Systolic bl ood pres-

sure < 95 mm Hg (1)
P«} interval > 0. 26

seconds (1)
2%heart bl oak (1)
3° heart Dl 0CK ——m—— 1 )
Worsening dyspnea Q)
Cal 4 sweats (1)
Wheezi ng (1)
Rales ® xteeding > 1/3

t h way t he

fields (1)
Chestray f i n d i n g 8

of pulmonary edema (1)
Neath (1)

Other(specify below) w—m=w (1)

OAREDOSY
mg

ID No.




.9.

10.

(sni.

[*1a2.

[*ni.

(*)1s.

{‘115.

16.

(Continued)

TIMI 11 Form 0S
Rev O 03/04/86
Page 3 of 6

D. It oral metoprolol less than prot 000l speeified dose given, check all ressons:

1. Hesrt rate < 49 beats/minute (1
2. Systolic blood pressure ¢ 95 mm Hg G
3. P«Q interval > 0. 26 seconds (1
8. Pneart bl ock 1
5. 39 heart block (1
6. Worsening dyspnea (1
7. cold swests (1
8. Wheezing O
9. Rales @ xtmding >1/3 of the way up the lung flelds 1
10. Chest X ray findings Of pulmonary edems 1
11. Death (1
12. Other (speeify below) (1
r DATE MILITARY TIME
Heparin bolus: “(\ﬂ 6 o- . LA .“ﬁ‘ﬂ@‘b_gff_u) :
SAME
Tt om0 IV v1yR  TTHR  TIMT
rt-PA treatment {nitiation: = (1) - - - :

Intravenous beta<blocker

initiation: 1) ( —— ™ e — e [ S
odr-:Has( &
| beta-bl ock - ORBBHTIM
gtitiasttzn: pil (1) (1) ——-*—%‘——%szg ——
hefin ] (T T cale
fafusion (starty: (1) _Ci—-. . _‘iﬁ S (_Ti_c — 2
rt-PA treatment conpleted —————— (1) - . . ..

Did thepatient receive 8 bl 00d transfusion within t he
first 24 hours of rt-PA treatment initiation?

awven D Dot cale)
1) - -

ID No.

327

DOSE (UusP)

RATE (UsP/hr




17.

J8

20.

TIMIII Form 05
Rev O 03704/86

Page 4 of 6
Were there any complications within the first 28 hours of C‘O”I{
rt=PA treatment initiation? (\'(e)s f\lzo’
| 1f 1S, answer ttem J8) amd (19, . 1T MO, sktp (O trem2n, |
Cavllcstlonsr (cheek one for @ seh {tem)
ocourred but did indication for
did not not Interrupt interruption of
oceur rt=PA trestmnt rt=PA treatment
A, Urticaria (1) (2) ¢ 3) COMPA
B. Fever or chills 1) (23 ¢sy Comff
C. Nausea Or vomiting () (2) (3) (me’
N, Bleeding at srtertial 8C0esS camece (1) (2) (3) Cbmpp
E. Bleeding St central VEiN 206888 wme (1) (2) (3) COM?f
F. Bleeding st other pmoture S| {SS wes (1 (2) ) oomfE
Specify site:
G. Other bleeding (1) (2) 3y Conf G
Speoify slter
H. Convulsions tn t2) ¢3» Comfi
1. Ansphylsrls (1) (2) ¢3) ComPL,
J. Hypotension (1) (2) (3) COMQO’
X. Bronchospasm (1) (2) (3 OQ{Y\QK
L. Desth (1 (2) (3) COMP\.
M, Other (1) (2) (3)y
Speol fy: (oum
Was rt-PA treetment restsrted? (1) (2) (3)
Yes No Not
Stapped
Hemodynamie measurements
Time from rt-PA Not Bl ood Pressure, mm Hg Not
teeatment | nltlstlon Heart Rate, bpm done Systolic Diastolic don.
0 Hho (1) pe0_ %0 o
30 minutes HRzo_ (1) 58820 BB3p  (n
60 minutes iw__ (1) = {)?2?(10 ()
90 minutes _H_Pﬂf_? —_ {1 _S_%Qﬂg_ _?_L?C(_O_ (1)
120 mimtes _HQ\LE‘O (1) i&u _Q(L?_\‘l_? {1

150 mimutes _&(’;\_‘i?—_ tn 260 \50 _ pBPSe t1)
180 minutes _H&‘_@_ M s&ﬂ& Qf\bp ‘GO (1)

[a)
o
Z
°

5--




21.

22.

®

Which of the following occurred during the time of rt-PAinfusion?

".

Ye3 Neo

Pev A

Dramatic relief of chest pain 1Y (2)

R?ev_%

Dramatic worsening Of chest pain (1Y (%)
o RPeNC

Raptd normalization of ST segments i) (2)
. Reevd

Exacerdation of ST segnent ® bnornalitira (v) (2)
PEVE

Appesrance of new a rrhythmias Or condustion disturbances ~—= (1) (2)
Rreve

Resolution Of arrhythmias Or condwt | on  distrubances —————e (1) (2)

Decreased blood pressure or clinical signs of R?E\JG

reduced perfusion 1y ea
Increased blood pressure or clinical signs of ﬁ?ﬁl/
increased perfusion (1) (2

TIMI Il Form 05
Rev 003/048/8%6
Pago 5 of 6

Time from rt-PA

treatment {nitiation

Rrug (et
RPEVB 77/ (ecate
TRPeVEMIN (el
TP us A m[od)
RIVEMM_[Cale)
RievEm/dfade)
RPev g mI(calo’
—R?Z\f MM A Cw’?}

Were there any ® rrhythmlaa within the first 24 nhours of treatment initiation? —={(1) (2 )
Yes Mo A—?\K}\’
lrr IES, anaver ttem 2f) . If M, skip to 24.
Indicate type and sppesrance of ® rrhythfdies. ® xoluding cathetareinduced srrhythmias,
(cheek all that apply.)
1 2 3 4 5
Number Of
minutes after
Prior to During onset of After completion
thrombolytic  thrombolytio thrembolytic of thrembolytic
None therapy therapy therapy t her apy
A. Ventricular tachycardia .
(> 3 beat8 tn a row at A'()‘RP'\ & ST ARARS AP\O\Q‘-\' ARRAS
a rate > 100/mtn) 1 %’\b\ (1) (1 %\{’)3_ (') 6
AndL AR YTy ARAD
8. Ventricular fibrillation - f'?‘) (113;) ® (I _EQ_:R_&‘_-\_ (‘R)
C. Bigeminy, trigeminy oOr Q
quadrigeminy lasting he\kc\ p’& o% PN?\Q,B P;M\Oq h(\q\a‘g
> 1 mn. (1) (1) (1) —— 1)
D. Sinus bradycardia p,Q\Q()( PRAD_ BARD3 Q({(\QL* pAA0S
(< 50/min) (1;1&\9\6\ (1) ¢ Mgy ——— (') 14
B LN
E. Second degree heart block = (1) (?&D\R L 1) PAREY (io); X
PrRAS - R
F. Third degree heart block ._(Q)RNZl (P;'(;\(\‘;l' (1) > _&Q:\’_\j_‘-\_ (1) 6
G. Acoeleratad idioventri- ad6l NARGS. ARAGH aRGY PRLbY
cular rhythm, rate < 100 —m= (P:) (1) ¢ |,Q\“ 21 ()
Re oY
li. Other (‘?g\m-\L (Dﬁx@\\*\’)— (1) ’) —Q(.Oﬁﬂ ( '039‘\“5
Specify
E




2"

25.

Asgsessment of chest pain:

A. Present immediately
prior to rt=PA
treataent 1)

Yes

If YES, skip to C. |
I!f_ll_)_, anmnr.

@Tin of relief of chest pain:

!

Wooth~ ~Der

Military times o= _ 1

hours

|sk1p to item 25 |

C. Present at initiation
of thrombolytic therapy - (1)
Yes

D. Present at conolusion
of thrombolytic therapy = (1)
Yes

E. Pain at conclusion Of
therapy compared to
pain at tnitiation Of

fﬂ |f‘“&6

(2)
No

Year

E‘mu

Pain 1T

(2)
No

PRINCOR,

(2)
No

G comf

therapy
Iner d (1)
Decreased but still
present (2)
Same (3)
None (%)
Was than evidence of
coronary thrombosis Or
myocardisl infaretion
within the first24hours
after initiation of TIMI
trestment? (1) (2)
Yes No
It YES, answer Q) and (B:; .
If N0, skip to Pare III,
@ Time event occurred:
Month  Day  tear
Military time: —— — e
hours . minutes

TIMI 11 Form 05
Rev 0 03704/86
Page 6 of 6

25. (Continued)

@Evidnn of coronary thrombosis
or myocardial infarction:

Yes No Unknown

1. Anglographic —— (1) (2} (3)
2. Reasppearance Of

pain vy (2 (3)
3. ECG evidence - (1) ( 2) (3)
8, CK evidenegws= (1) (2) (3)
5. Other enzymes

0 |0Vt 0] wememe= (t ) (2).(3)

Submit a Myocardial Infarection
Form (TIMI Form 23) to dooumt
this o writ.

PART 11I: Administrative Matters.

26. The following items are being
submittedto t he Coordinating
Center with this form.

A. First post treatment
ECS

27. 18 8 patient therapy kit
being sent to t he Orug

Distridution Center? === (1)(2)

29. Researcnh Nurse/Coordinator:

Signature

TIMI Staff NO: ==

29. CC USE ONLY |
Ye8 NO
A. ECG () )
mw. 1 1 R 1 | A
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TIHI PHASE II

INSTRUCTIONS FOR COMPLETING
TIMI FORH 06
PTCA PROCEDURES FORM

GENERAL INSTRUCTIONS-

Thisform shoul d be conpl et ed to document all PTCA procedures Inaluding those rquired by
protocol, emergency Or elective during t he dinitial hospitalization or during the follow=
up period. Balloon inflation must be doaumented angiographically at least once, Either 8
Form 06 or 8 Form 6B la rquired for all patients assigned t 0 PTCA. Complete Form 06 i f

therquired PTCA was performed or complete Form 6B if therqulred PTCA was not per f or med.
The original Of this form i S sent tothe Coordinating Center.

The patient's identification nunber and f or m type should appear in thebox in the upper
right=hand corner Oft he first page, S8 well as . in t he lower right<hand corner Of all

pages. The clinlo number should appear-in the upper.right-hand corner Of the first page.

Please Usc black ink to Complete this form. For itenB which cannot besnswered by 8 cheeck
mark (v}, PRINT clearly all responses in the spaces provided. Do not use abbreviations
unless absolutely necessary,and t hen use only widely recognized abbreviations. A come
plated copy of this form should beretained for your fil er.

Ly

ITEM INSTRUCTIONS: Items with instructions outlined below have the symbol (#1-
precedi ng theitem nunber of the form.

REFER TO 1TEM 88, PAGE 2

Note: |f there are twolesionsin the same segment of theinfaret-related artery,code
same site code for "Lesien 1" and " Lesi on 2."

Site Codes:

Site Codes (Continued):
RIGHT CORONARY ARTERY n \\ \ LEFT CORONARY ARTERY
1. Rox RCA 11.  LHCA
2. Mid RCA 12. Prox LAD
3. Dist RCA 13. Md LAD
4, RPDA 14. pist LAD
5. RPLS 15. 1st diag
6. 1st RPL 16. 2nd Diag
7. 2nd RPL 17.  1st Septal
8. 3rd RPL 18.  Prox cx
18. Jﬁ\efnaﬁ;'."’t'l 19. Dist CX

20. 1st ob Warg
21.  2nd ob Harg
22. 3rd Ob Marg

23. L AV
24, 1stLPL
25. 2nd LPL
26. 3rd LPL
27. LPDA

(OVER)



REFER TO | TEM 85, PAGE 3

TIML FORM 06 | NSTRUCTI ON PAGE

Rev 1 10/08/86

Full | nprovenent: a) .

b) .

Partial |nprovenent: a),

b)

Ho Inprovenent « ALl Qthers,

a) .
b)
e)

Post - PTCA ¢ 60% stenosis
and > 20%decrease | n stenosis
and perfusion grade 3

Post-PTCA < 60% stenosis
and > 208 decrease In stenosis
and change I n perfusion grade fromO0 orl to 2

Post - PTCA ¢ 60% stenosis or > 20% decrease | N stenosis)
and perfusion grade 0 or 1 Inproves to 2 or 3
orperfuslon grade 2 Inproves to 3
or perfusion grade 3 renains 3

Post - PTCA > 208 decrease | n st enosi s
and perfusion grade 2 remains 2

e.q.

Post PT' CA perfuslon grade 0 or 1

Stenosis > 60% and < 20% decrease | N stenosis

Stenosis <608 or > 20% decrease In stenosis but perfu5|on
grade worsens from 3 to 2

REFER TO | TEM 11, PAGE 3

Include any thronbolytlc therapy Including Protocol rt-PA This Item should be answered
Yes for all patients with two-hour PTCA

The second administration of rt-PA is not pernitted under Tmr Il Protocol. The use of
thronbol ytl ¢ agents other than rt-PAto treat TIM Il patients is not permtted under

Prot ocol .




TIMI PHASE II

TIMI |S Form 06
Rev 105/28/86

THROMBOLYSIS IN MYOCARDIAL INFARCTION S5 Pages
PTCA PROCEDURES FORM
e
Clinic No. 1 1 i1
ID No. ! ; i H ! i
- + [l - + [l 1
i N( : : ) ) | |
1:0("?/Fo(9 Form Type - E
prepsTe (cale) '
PART |: Identification @ What was the indication
for performing PTCA? FS&RSDN NT
1. Patient's NAME CODE: Ischemia post infarction ceme=e (1)
Reeinfaretion post infarction =(2)
Other (3)
2. Date and time of PTCA: FGTIM“/FGT’WNP&G{%‘) Specify
“Month  ~ Day _ Year
Military time =—eeemees _ ___: ___
hours minutes
PART 11: Procedure Notes
3. PTCA type:
6. WasPTCA attempted at the / )
Protocol PTCA (')‘:OGP site of the presumed occlusion e ZTEAP/SITEIN
Non Protocol PTCA (2 )FobNP or stenosis responsible For
the infarction? vy (2)
Yes No
If Protocol PTCA answer item@A . o NP
Sirea o
7. Was PTCA attempted at other
If Nonprotocol PTCA answer Items lesion sites? 1y (29
and . Yes No
If Protocol whtech type
(check one):
2 hour - 1)
18«48 hOUl ==w—eeecccaees (2)
Skip to Item 6.
Was PTCA an emergency or an
eiective procedure? VTOH e € N€
Emergency (1)
ElectiVe m————. . . (2)
] ] : ] i i I
1D No. R A NS R S S
FomType | p ! op ! |




PART 11:

Procedur e Notes

8. Conplete the Information bel ow for

A.

(*]B,

c.

D.

[*]G.

gL,

H‘

Infarct-related
artery

Site Code

Branch vessel

[ nvol ved

Lesion discrete ecae=
Lesi on eccentric eee

Lesion calCified we=

Perfusion grade «
pre=PTCA

Distal embolization
during PTCA ewwnewee

Dissection during
PTCA

Intimal tear, flap
or fissure poste
PTCA

Tnrembosis past -
PTCA e

Perfusion grade
post=-PTCA

Percent stenosis
pre=PTCA

Percent stenosis
post-PTCA.

G adi ent  pre=PTCA ==
(mm Hg)

G adi ent
(mm Hg)

post-PICA =

LIRA T Ligang M2 eston 3
1)y (2) (1) (2) (1 (2)
Yes No Yes No Yes No
_Li8BP/LIBAP
T Lisef/LigeNp
t v 2) (1 (2) (1) (2)
LI%D?JL_]%DN( Yes N O Ye5 No
(1Y (2) Y (2)
Y es
LiRepigeNC e M
(l) (2) (') (2) 1y (2)
No Yes No
L\%F
QD] (E/u@ N? (2) (1) (2)
Yes No Yes No Yea No
L [86F/LIBENC
LISHE/QING
1y (2) 1y (2 (1) (2)
Yes No Yes No Yes No
\IRTO/L\gING
(1) (2) (1) (2) (1) (2)
Yes No Yes No Yes No
LISTP/ LISTNP
(1) (2) 1y (2) (1) (2 )
Yes No Yes NoO Yes No
LGKe[L\RKN P
(ry (2) (1) (2) (1) (2)
Yes No Yes No Yes No
LSLPILRING
L\@MP/UgMNP
Ligne | LigNNe
L‘%OfL@QN) (1) (r)
N ot - - - Not - - - Not
Do one
u%?*’)M@Dﬁw " °
— - G oG
Nof. Not !&ot
Done None Done
1 no. i ; i
Form Type | P .5 3 :'

each lesian sitefor wnicnPTCAwas attempted.

TIMI Il Form 06
Rev 1 05/28/86

Page 2ofs

Lesi on 4

(1) (2)
Yes No

(2)
Yes No

(2)
Yes No

(2)
Yes No

(2)
Yes No

(1)

Not

Done

(1)
Not
Done




TMI || Form 06
Rev 1 05/28/86
Page 3 of §
8. (Continu.d )
Lesion IL rJ p Lasion 2 Lesion 3 Lesion &
{%]Q. Site outsome code === _"_‘_g_&€/ SQ o ——
(*]R. How outoome L|@?\?/L,1%RN?
measured (00de) emmwaw %S’Q/ L.16§N10 — —
(*)s. Ouumormlo—(ql(z) (3) (1) (2 (3) (t) (2 ) (3) (1) (2) (3)
Ful | Pare None Ful | Pare None Ful | Pare None Ful | Par=Nene
tial tial tial tial

T. Total inflation tise gﬁ(’j_t 18TNF. ] S —

sea, sea, sea. sea,

U. Number of different
dilation cstheters LE Su/d f ¢ ‘gUpr
used:?: — L} . ——— —— —

V. Largest balloon size = Sf_'_mcn_pi ,7)/77/'/-,9_. - — —_— —_— ™

V. Musber of inflations - _L_iENP/ L‘l:l:(\//\f . e —_

8. Msximum durstion - _L_d_._sgf_/_L"SONP___ —— ——
sea, sea, 300 . 30Q.
b Meximm pressues - LAATR/LIATNE _ — ———
'-e—-""'L ®a. [~ P st
9. Did PTCA result in any Of the 10. What was the total elapsed F-" lé’ﬂ f()/fﬂnﬂ
following scute ocomplications: flucroscopy time? —
(answer © asohitem) ninutes
Yes No

A. Emergency coronary ComQPr?/ Coon PANPL*Y 11, ":‘ ;ﬁn‘:‘gﬁ:‘ dtl?r.irrtg
SPtery bypass surgery e (1) ( 2) 07’ following the pro-

— )

B. Development of total osdure? (1) (2) (3
caclusion O infaret comPaP/ Com"@f"f ;:; No o:;: .
artery (1) (2) PTCA pTCA

C. Development o total
scslusion of brananof  COMFCP/00mPC NP If YES OTHER PTCA, ann.® tnrougn@.
infarcterelated artery -« (1) (2) -

I f _YES 2 HRPTCA or No, skip toitem 12.

D, Development of total
cealusion of Ot her COWODP/CDH’)PDN'F)
major artery (1) (2) @ Name

E. Totally oceluded embow Dosage
lization Of brancnes or CO/Y)PEP/COMPENf ‘ \
distal artery (1 9( 2) @ Route: IccH w2y

F. Reeinfarotion ememe——— ( ::; fgé(;omi’(?{\/? @ Indication for use:

y [4)
G. Death EOMIG{ ComPen? Enholism following PTCA — ((' ))
?omPH(’/ComFHN( 2
H. Other 1) (2)
Specify
Specify: @ Additional patient tnerapy
kit number:

(1)
Not
Used

[ J..

ID No.

Form Type




12,

PART 111:

Did any of the following
complications occur with-
in 24 hours after PTCA?
(Do not Include events
checked "Yes® In Item9.)

A. Death (
B. Nonfatal Hl =—— (1
C. [Emergency surgery =e—smee= {

If YES, complete the appropriate event
form.

PTCA Indications and Medical Therapy

Complete Part 11l only for Nonprotocol PTCA. ]

13.

Medical therapy prior to
PTCA .

(1) (2)
Yea No

A. Beta-blockers

———

If YES, answer@ through @ .

If NO, skip to B.

@ Medication:

@ Total daily dose:

R s g— [0}

3.) Were undesirable side
effects present at
the maximum dose? ~==(i)(2)

Yes No

B. Calcium channel
blockers (1) (2)
Yea No

If YES, answer(l )through ( ).

NO, skip to C.

Ir
@ Medication:

@ Total daily dose:

——— — = 88
@ Were undesirable side
effects present at
the maximum dose? e=={(1)(2)
Yes Mo

TIMI Il form 06
Rev 105/28/86

Page 4 of §
13. (Continued)
C. Nitrates and vasodi-
Latora (1) (2)
Yea No

( 2 MEP/mINe

N
Y (2 DERTHE/DEBTHRE
)
Y(2) cu%P/suRg:d(”

If YES, answer@ through @ o

If N0, skip to item 14,

@ Medication:
@ Total daily dose:

@ Were undesirable aide
effects present at
the maximum dose? -- (1) (2)

mgs

Yea No
14. Angina status prior to PTCA:
A. Certainity of diagnosis
(check one): ANG[”AM
Definite angina - (1)
Probable anging —————(2)
Probably not angina =—e—eee=(3)
No angina (4)
I f NEFIMITE or PROBARLE, answer
through @ .
If PROBABLY NOT or NO, skip to
item 15.
ID No. I
Form Type E | f P i f




14.

(Continued)
[-]@ Canadian Heart Class: CH one
0 (0)
1 (1)
1 (2)
i (3)
1y (4)
Episodic rest or €flgo QNP
prolonged pain? = (1) ( 2)
Yes No

15,

16.

Precipitating factors
(check 11 tnav apply):

1) Exert ton
2) Emotion
3) Mesls
4) Cold weataer
5) Intercourse

e Y e e e
- s - - ot - .
N N N il N NP

6) Sleep

7) Rest
Exercise test done: 1) (2)
Yes No

PART TV:

TIMI Il Form 06
Rev 105728/86
Page 5 of 5

Administrative Matters

17.

18.

19.

Is the required hospital
PTCA report enclosed?

(1) (2)
Yes No

PICA Pnysician:

Signature

TIMI Staff No: —— =

Research Nurse/Coordinator:

Signature

TIMI Staff NO: wee =

20.

FOR CC USE

If YES, answer A through C

If NO, skip to 16.

Nocuments received:

PTCA Qeport (1) (2)

Yes No

@ Maximum pulse:

- - _ beats/min
0B Maximum blood pressure (mm Hg) ¢
1. Systolic =
2. Diastolic

@ Exercise macnine (cneck

one):
Treadmill )
Upright bicycle ¢ 2)
Supine bicycle - )
Other, specify Y

Was coronary angiography
filmed for this PTCA? ewmmme= ( 1) (2)
Yes No

If YES submit films to the
Radiographic Core Lab.

| 10 M.

| Form Type

R W
0



\UW / 16+

PART | -

2.

s,

TIMI PHASE |1

THROMBOLYSIS IN MYOCARDIAL INFARCTION

TIMI Il Form 7C
Rev 0 02719786
3 Pages

CARDIAC CATHETERIZATION PROCEDURES FORM

of /WMQQ
o
-

Identification

Patient's NAME CODE:

Date and time of catheterization:
cm\—\f'mé,ICflm @HD/ crime

“Montn Day ~Year
Military time — s ¥ e e
houra minutes

Sequence number:

Report fors £ | FIOHD[E1 CAP

Protocol PTCA cath
Protocol predischarge cCath e
Nomprotocol cath

o~ o~
[V I S
- N

If Protocol cath skip tO item 6.

-If Nonprotocol cath asnaver 1:«@ ‘

- Y H
ClinicMo. | 1 I
] [] . 1 ‘
ID No. ; ; N ' ; 1 2
¥
FormType ' c! c ! |
1 1 - (]
What was the reason fOr pere
forming this nonpotoool
cardiac catheterization? r\) Pﬂiﬁgo{\/

A. Ischemia post infarction eemewes ( i)

8. Re-infarction poet

infarction (2)
C. Other (3)
Spectify

PART ||: Hemodynamics

(*1 6.

Left ventricular pressure:

LVPEBPP[LY PSP D/LUFSBPI

LVEDBP | L.\R"oamo/t.vco&m
B. End disstolic—— . . _ mmHg

A. Pesk 3ystolic «—wa=

Aortic pressures

peg?| ﬁSBP\-\D)ﬁSBPNP
hDB Pl H‘)B?\U)l"ﬁ PBPNP

C. Systolic

D. Diastolice

ID No.

)

=

Form Type

.. -}~ .




PART 11I: Procedure Note8

7. Sequenceof ® glog8ms:
(indicate the order of the
following procedures enter
1,2, or 3: enter 0 4f not
don. .)

A, Ventriculography
8. Noneinfarct artery

C. Infarct artery

8. Angiographers assessment:

(*]JA. Perfusion grade of infarct
artery:

B. §$ Stenosis

9. Whatwas t he infaret artery?

(Check one)
LAD ah
Diagonal ()
Circumflex (3
- Obtuse marginal (4)
RCA orRpDA (%)
N LMCA (68)
10. WasPTCA performed? = (1) (1)
Yes NO
If YES, complete PTCAForm
(TINT Form 06 ).
[®]11., Wnen was sheath removed?
A. Date:
— —— e s s e (1)
Month Day Year Not
Removed
B. Tim: —e—— H —— ——
hours minutes

- —

TIMI 1l Form 7C
Rev 0 02/19/86

Page 2 Of 3

PART 1V:

Complications Of Angiography

12. Were there sny complications F"?C,comP/F7C’,HDG/

during ®  giogrrPhY?

—_ (1) (2) FICNPC
No

Yes

If NO, skip to Part V.,

@ Vascular non coronary come
plications: (answer each
item)

¢ 1ccomen |

If YES, answer items @ through (14) .

F]CH ) CQIF'ICNGF

A. Arterial thrombosis? e (1)

(2)

F1 Momm/McH Dw/kvchc .7

B. Arterial diaucuon?

C. Arterisl embolus?

D. Md arterial

7 ccomPc,/ Fvchec/meNPc

resultstroke o
central nervous systcm F1eoms 7F7GH‘DGP/
event? (1) () P"CJVFC
E. Was surgery performed 7
for the vascular compu-F 7CCo, FieHoe
cation? Yy @) F
1CNFRe
@ Was catheterization compli-
cated by 8 new occlusion of F7COC¢,/F7OI“D0C
8 coronary artery or branch
vessel? a) @ y FreNPoc
Yes No

.1f YES, answer \D through @ .

If NO, skip to item @ .

5

10 No.

Ll

Form Type




TIMI II Form 7C
Rev 0 02/19/86

Page 3 of 3
@ (Continued) PART v. Administrative Hatters
\4- - - e
Soponery eselusion vex due to 7. Angtographers
Signature
0 F1 < ocdh) e Hp0CAlee Poca
Coronery thrombosis? —ee= TIMI Staff No: == -
Gwocc F'IOHDOC@/F-,CNPOGD —— T ———
‘ Coronary dissection? —w==
F COCCG/ Fc HOOC%IH. Research Nurse/Coordinator:
@ Embolizatton Of Clot? o= ( 1) ;70,”;0@
Signature
VIt YES, answer @ through C: . TIMI Staff Not =— __ - ___
If NO, skip to item 15.
Which artery?
Yea No
1) Left main =———————— (1) { 2)
€2) LAD (1 X 2)
@ CircumfleX =———— (1) (2)
go RCA (1) (2)
@ Were there catheter induced
. 4 arrhythmias requiring F7gﬁ(4ﬁ§/F7Q HDM‘?/F?@NP#KK
- ® |eatrfcxl cardioversion
Or defidr{llation? = (1) (2)
Yes No
Clinical complications oOf
® nglogrephy:  (answer each
item)
Yes No .
A. Pulmonary edems = (1) (2)- F?@!’K/F’/CﬁOFé F1 C/U/O/OE
B. Hypotenaion e (1) (2) F7CHPQ/F7C7/{[)/O/F7CA/}4¢’O .
C. Cardi | —(t) (2} ,
ardise arres F7809/F76HD09/F7CNPC#
D. Anaphylaxis due
to oontrut ————— (1) (22 FIeANA] FICHDANA] FICNPANA

ID No.

- -

o]
(2]
-- <-F9--

Form Type




TIMIPHASE ||

TIMI || Form 7¢
Rev 0 02/19/86

THROMBOLYSIS | N MYOCARDIAL INFARCTION 3 Pages
CARDIAC CATHETERIZATION PROCEDURES FORM
- # ' Clinic No. | 1 I
it vty oot [BR TS
t 1 ) ] 1
C ém Fora Type '; c E c ! 1:
| i 1 }
PART I¢ Id.ﬂetf&c.ttcﬂ @ What was thS reason for pere
forming this nonprotocol
cardisc catheterization?
1. Patient's NANZ CODE:
A. Ischemisa post infarction eeweme (1)
- T B. Re-infarction post
infarction (2)
2. Date and time of cathotortzationz
CT,mﬂ/cﬂ_{nt&/a«‘I_’IIﬂﬁﬁ C  Other (3)
Military time —_—t
hours minutes PART Il: Hemodynamics
3. Sequence number: [®] 6. Left ventricular pressure:
calr 7 T LVPSBP /LVP5B/2?/1VFS/
A. Peask sys C o
4. Report fors F1CI /F7 Ca — LVéDﬁPQ/LVf—D
B. End d1a3tolic e U/QD@P‘/
Protocol PTCA cath e (1)
Protocol predischarge cath —— (2) Aortd
. Nouprotocol cath (3) T PR asmp) Jas B?L)MBP%
’ C. Systolic
2. ﬁDB
D. Diastolic HDQP—7ADG? / P3
If Protocol cath skip to item 6.
If Nonmprotocol 08th answer ttu@.
LR M
Porm Type ‘cC ic i i
| [] 1 ]




PART |ll: Procedure Note.
-t

7. Sequenoe of ® ngiogamar
(indicate the order of the
following procedure8 enter
1, 2, or 3; enter 0 if not

TIMI Il Form 7€
Rev 0 02/19/86
Page 2 of 3

PART IV: Complications Of Angiography

12.

Were there any complications
during angiography?

£7CComPl /F7Ca>mm)

(1yc 2y Freeomf.
Ye. No

don..) -
If YES, answer items throu @ .
A. Ventriculography - — - @3 g
) | f NO,skip to
B. Noneinfaret artery — —~ TP
C. Infarct artery ——
@ Vascularcoronarycome
plications:€ecmswer
8. Angiographers e Sreaament: item)

(*JA. Perfuaion grade of 1nr.,-¢gF‘]C6—m/F7CG'ﬂ2'/F‘ICC*R7)

E1ccmtd [FreemBA I Ereemps3

artery: A. Arterial thrombog}:/" — (l/)) (2)
cem, 7CC 62/
B. % Stenosis Fl’,é_l_i_,_/_ﬁ‘lcm’a) F’;CQT@ 8 Arteri':l? %isscfcionf (l/; aizFZCCMfﬁa
9 CCIC L/ F-
C. Artertal eﬁb%ﬁf‘p/—ﬂ (1) (2/)‘7CQI77@
9., What was the infaret artery? .
(Check one) - - D, Did asrterial embolus
pre+af1 /f’?@fﬁﬁ Q-I/I7CZRR > rexult instroke or F7ewp”’/f7CCM/ _
LAD ) central nervous system P2
Diagonal (2) event? () (2 YFICCHPD>
Circumflex (3) ’
Obtuse marginal (4 E. WVas surgery performed f 7CC/MPE
RCA or RPDA (%) for the vascular compli- UF?CGMPfQ/
. LMCA (s) cation? a Y ()Y FreemPE:
10. wWasPTCA performed? 1y (2) @ Was catheterization compli-
Yea No cated by . new occlusion of 2~
a coronary artery Or branch 4 CC//F7@CCD/
vessel ? ) @) {'4760 .
If YES, complete PTCA Form Yes No ce
(TIMY Form 06).
If YES, answer f through @ .
{*]11. When was rheeth removed? If N0, skip to item @ .
A. Datet
Month Day Year Not
Removed
B. Time: — —
hours minutes

ID No.

£377]

Form Type

O




TIMI 11 Form 7€
Rev 0 02/19/86

(@

o Page 3 of 3
:/
éu (Continued) PART Vv: Administrative Matters
B Coronary occlusion was duo to
thr following: 17.  Angiographer:
Yes No Signature
F1e0cChl /B 78000 A2 fF 1000003
@ Coronary thrombosis? =ee— (1) ( 2) TIMI Staff NO: -- =
F1coccs(/F7coccBa/ FreocC s _
Coronary dissection? —e—e (1) ( 2) ’
y roccc/ 18, R h Ni /C dinator:
@ Embolization of Clot?Fz—c-oqcltsi/( FIZS £ / easare uraestoordinator
COCCCj Signature
I If Y_F.g.-nsuor{C@hrough @ . TIMI Staff NO! wee __ =
I If NO, skip to item 15.
Which artery?
Yes No
-.;;ZII.c!cluin_(v) (2)
ic2 LAD (1) (2)
@ Circumflex = (1) ( 2)
§n RCA (1) (2)
Were there catheter induced
arrhythmias requiring F1CARRI /FW&#RRQ/F?&PAAB
alectrical cardioversion !
or def ibrillation? e u (1) (2)
Yes NoO
@ crtnical complications of
angiography: (answer each
item)
Yes No
A. Pulmonary edemd mmmmm (1) (2) F7 CPQL/F7CP61/F70953
B. Hypotension e ———— (1 ) (2) F?CHFol/F7C’/H?03-/F7GHPQ3

C. Cardiac arrest = (1)(2) ¥F100A1 /F’)GOﬂl/ FIur3

T et () (1) mcﬁ/vm/ FICANAY[F10ANAD
= 7

e I

Form Type




TIMI PHASE |1 TIMI 1I Form 7F
COROMARY ARTERTOGRAPHY \/| SUAL ASSESSMENT Rev 4 09/02/87
1. Patient’'s NAME CODE: — — s — Clinie mo. !T ; *
D we. bR b b W]
2. Date of arceriography: __ - ___ - _ __  — ! el
o Day ear fomiwe A v o0y ] F77F7FHD//:7FNP
FIFI/FTFa/ F 7R3
3. Sequenoce: 4, Film type: PTCA (1) HD (2) NonProtocol (3 )
5. Quality: - 6. Dominance: BRalance (1) Right (2 ) Left (3) DDMNAN C/&
7. Infarct srtery coronary segment: Name Code ___ __ Am\f
Sesment t Stenostis Collateral Segment % Stenosis Collateral .
1. Prox RCA ___ _— - 17, lst._Sept — — —
2. Mid KCA e — 18, Prox CX —— — VESSE L (cat
3. Dirt #ck — 19, Dist CX — e — —
&, RPDA ——— — 20, 1st Ob Marg — - MOV&S CCQ..Q
P A 5. RPLS . — —_— 21, 2nd Oh Marg - - _—
b'CbN"‘“"' T. 1at aeL —— — cened 22, 3rd ObMarg — COLLA»T(CQI(_
oa,&) T.mareL — (ol B LT ool _
8. 3rd reL — — (e fau, 1st LPL ——— — D/SCA—T([QJ'C
} 9. Inf. Septar ___ _ — 25, 2nd LPL —— — _— /
Sa ke Marx, —— — 26. 3rd LPL ——— —
SeNueR - — —_ 2, LPOA ———
12, Prox LAD — e — — 2% Additional
STQ,’JLH—D 13. Mid LAD —— Lesion — Code _
18, Dist LAD — ———o Yes
(WJQB‘) 15. 1st Diag —— — 29. Anterior Infaret (1)
s 16. 2nd Diag —— e — 30. Infertor (or other) INhroOl ———————— (1)
8. Lesion 1 Lesion 2 Lesion 3 Lesion 4
Yes No Yes HNo Yes No Yes No
A. Suitable? (1Y (2 (1Y (3 €Y (3 (HY
If ¥o why? Reason ! ~= —— —— ——— — —
If Ib why? Resson 2 am= _ _ o —— —
B. Balloon filmed? (1) () "ty () 1) (2) (1) (2)
C. Infarct dilated? e—eeeae (1) D) (1) (2) 1) (2) 1) C2)
0. Slté COde eve—— — i — — — —
S, Py - cCcess [
FoRIRES | FIFPRESI/FIFPESS, | AL [TEHOfSTENNE _ suceess (ca
FIFPRes!/FTFPRESZ/FIFIRER: tase et Qe R [APOLEL/ ERAOENP — -
F7FPST3VF7FPST§’7/F7FK7§3- Post Stenosts ———e  POSTST__ — —_— —_—— .
‘:PST&B Post grade eeweweem— Pog‘)@&_
FIFpsTey/FIRATEZ/FT
: E. Complications of angioplasty:
1. Dissection (1) (2) (1) (2) (1) (2) (1) (2)
2 . Antegrade thrombus = (1) (2) (1) C2) () (2) (1) (2)
3. Distal embolus ecmmmee (1) () (1) ¢2) (1) (2) (1) (2)
4, Other, 3Specify ewe—m= (1) C2) (1) (2) (1) (2) (1) (2)
F. Sucoess of procedure: SUQQESS( ca_jcb
1. Initially successful?-= (1) ( 2) (3) (1) C2) 3y Cd)d2) {3y (1) l2) (3)
Full Part No Full Part NoO Full Part Ne Full Part No
Yes No Yes NO Yes No Yes No
2. R lusion 1y ca) (1) C2) (1) (2) (1) (2)
G. Observations:
1, Hazey lumen e—m——— o 1) { 2) 1y {2) i1y (2 (1) (2)
2. Intimal tear eeeeemme—e (1) ( 2) (1Y () (1) (2 CvY C2)
3. Ulcer (1) (2) (1) (2) (1) (2) (1) (2)
4 . Aneurysnm (1Yt (1) 2) (1) (2) (1) (2)
H. Additional comments?
9. RGL Investigator Signature: 10. RGL Investigator Signature: 11. Date: _ — e e e
“onth Day Year
12. Completed by:
Seattlt —mme—_ ()
Rhode |S|anNd ee—emm—— (2}



TIMI PHASE II TIMIII Form 8A
Rev 003/03/86
THROMBOLYSIS | N MYOCARDIAL INFARCTION 3 Pages

RADI ONUCLIDE  SH PPING  RECCRD
REST/EXERCISE RvVG

T 1 HH
Clinic No. | + I}
D m. E i - ' E i 4
] ] ] | 1
FormType ‘Rr ! S ! o
PART I: Visit Identification 6. Time ot injection ot
99mre: —
1. Patient"s NAME CODE: hours minutes
——— e — 7. Dose injected (mCi): —_—
2. Date of study: < arer
E3ADAYHD/F 3 ADAY6W(Calc) ==
—— e " e e T e a. Arterial bloodpressure:
Month Day Year (check one)
3. Typeof study (check one): A. Cutf G
Arterial line (2)
Predischarge rest/exercise ——ee—= ( 1)
Six week rest/exerci $e ———————— { 2) 8. Systolic - - - mmHg
Non-Rotoool
Early N C. DiastoliC m—— - . mm Hg
3 month )
6 month - (95
1 year { &) 9. Heart rate: - - _hom
4, Were both therest and 10. Rhythm: (check one)
exercise portions done? —eeew=— (1) ( 2)
Yes No NSR (1)
NSR end ectopy (2)

— T AF (3)
If NO, ansmr@ and . — (4)

Heart block (2° or 39)

The rest portion should be performed Artificial pacemaker —— (5)

even 1f the patient is not able to

exorcise. Other = (6)
REST N&:S Ql \A‘) Specify
None Done
@ Rest (1) C2)

If Rot Done, Reason Net Done

=X HWb/( 1y «( Z)G’V\I

@ Exercise

tf Not Done, Reason Not Done

S. Tim ot injection ot

stannous pyrophos- 1D No.

]

- -

e

phate: L )
hours minutes Form Type . R




TIMI || Forms8a

Rev 0 03/03/86

Page 2 or 3
PART I1I: Data on Magnetic Tape

Cheek if done end complete necessary data in colums A through F.
Order on A B c D € F
Tape Actual Frame No. of No. of
11. Field Flood 1 Obliguity(®)  Int. (msee)  Frames/RR Hearthts. SYS B8P HR
12. Bar Phantom 2 ___
32 Frames Or 40m sea:
13. LLAT 3 - — — — — — —
14. LPD L — — — — —
15. ANT S - — ——— ——— — — —— —
16. LAO BsLl 6 e — — —— — —— —
16 Frames:
17. LAO BSLl (2 min) 7 ___ —— —— — . i e —— —— — —— — ——
16. LAO BSL2 (2 min) a —— —— —_— —— e ———m o —— i e s
EXERCI SE (2min acquisitions)
19. Stage 1 ___ 9 — — — — —— — e s —— — — — — ——
20. Stage 2 _ 10 __ —— —— —— e —— — — s ——— e o—— m——
21. Stage 3 ___ 1 ——— — e — — —— — — ——
22. Stage 4 ___ 12 ___ —— —_—— — —— — — — — —— ——
23. Stage S5 ___ 13 — —— — —— e cm— v— —— — — — e e—
24. Stage 6 ___ “ e —— — — e —— | ——— v — .t —
25. Stage 7 ___ 15 — - — e — e — — — . — —— —
26. Stage 6 ___ 16 ——— — s — —— s . o e e e e e
27.  Recovery 17 —— — — —— — — — — — e —
: B o : i | i
I0 No. IR S s NN S NN SO
FormType . R si | |




PART III: Technical Problems

28. \We8 there patient motion
that interfered with the
study? (1 (2)
Yea No

| 17 123, anawer (7). |

Which views? (cheek ® ||

that apply) @

Rest
1. LLAT (1)
2. LPO (1)
3. ANT (1)
8, LAO 1)
5. Exercise (1)

|1r fxercisE, o nawer (B).

tage aumber O

29. Were there labeling
difficulties? o ( ) (7))
Ye8 No

If YES, answer @ .

@ Specify

30. Were there positioning
difficulties? ————— (1) (2)
Yes No

If YES, answer £4).

@ Spacify

31. Was there e {intra-study
cardiac emergency? ———— () (,)
Yes No

——

If YES, anawer @ .

O Specify

TIMI Il Form 8a
Rev 003/03/86
Page 3 of 3

32. Exereise performed for - minutes ___ _

to “.”STAGE HD, m

33. Exercise ECG results: YNUGH WMUG—A w

Positive (1)
Negetlve (2)
Indeterminater (3)
SXPA 1 HDfEXP A (N W
38, Chest pain 1)y (2)
Yes No

PART IV: Administrative

35. Arethe foll owing required
ECGs being submitted to the
Coordinating Center with

this forms
Yes N o
A Rest (1) (2)
8. Pesk exereise (1) (2)
C. Recovery (1) (2)
36. Radionuclide technologist:
Signature:
TIMI Staff NO. e— = — e
37. Research Nurse/Coordinator:
Signature:
TIMI Staff NO. —— = e
38. Date mailed to RNL:
“WMonth  _ Day  Year
39. FOR CC USE: ONLY
Yea No
A.  Rest (1) (2)
B. Peak exercise C1Yy (2)
C. Recovery (1) )
N ] 4 e | R }
IDNo.. ¢+ & L d
PormType g | g f
[l ] ] 1




TIMI PHASE |1 TIMI II Form &<
Rev 1 08/08/86

THROMBOLYSIS IN MYOCARDIAL INFARCTION 2 Pages
RADIONUCLIDE DATA ANALYSIS REPORT
RESTING RVG
ClinicNo. + 1 1
ID Na. T T
! ! HH ! ! ! -l
Formtype g | p! 1 |
PART I. visit Identification PART IIl: Results
1. Patient's NAME CODE: R. Clobal LV function: R FG
e&TEFfLD/ RESTEFG:
- - _ _ A. LVEF «
R. PFR V/sec
2. Date of study: - = -
—_— - 9. Regional LV function-Visual
Month Day ~Year analysis :
3. RV sequence:
For each segment, score: Normal =3,
Predischarge rest/exercise __ ( 1) Mildly hypokinetic = 2, Severely
Six week rest/exercise -- (2) hypokinetlc = 1, Akinetlc =o,
Non-Protocol Dyskinetlc = -1. Non-visualized = 9.
Early (3
3 monttrr]\ (9 Segment  Number Funct lon Aneurysm
imc;r;r (5) and Name Score (No=N,Yes=Y)
Y (8 Sign Value
4. Arterial blood pressure: L Basal septal SR —
(check one) B. 2. Apieal septal ( )
A.  Cuff ) C. 3. Anterolateral ( )
Arterial line ------- ( 2)
D. 4. Anterobasal ()
B. Systolic -- H . —
- - -m% E. 5. Anterior €
C. DiastoliC —mmme—— 4 _ -
B B - mm e F. 6. Apica (G
5. Heart rate! m——eememe—e—— i  bpm G. 7. Inferoaplcal (G .
H. 8. Inferlor (G _—
PART 1I: Quality Control
I. 9. Posterobasal (D]
6. Number of views: (check one) J. 10. Inferolateral ¢y __ .
Complete : K. 11. Posterolateral (¢ ) ____ —
4 VieW e— .  4) . .
3 views (3 10. Regional LV function:

Total LV score (normal = 33) «()

Incomplete s :
Sign  Value

2 VIBWS - - - e ( 2)
1 views - - - - 1)
11. RwMI (1) (2
Yes No
7. Technical quallty: (check one)
Fully satisfactory = e (1) I If YES, answer @_ ‘
Satisfactory for EF and
limited RWM analysis (1 Diffuse (1)
or 2 views) ¢ 2) Local (2)
Satisfactory for EF only -- (.) ID No. i L o i u

Unsatisfactory — (4) Form Type

x
[w]




TIMI IT orm BC
lev 1 03/08/86

Page 2 of 2
12. Regional LV function = Quantitative Analysis (1) Processing not possible
Segment Number and Name Mean S.D., Regional LVEF (%)
Sign Mean
A. Left anterior oblique view:
1. Basal septal (1126} — ( )} _ - - —
2. Apical septal (27-42) ---- C ) ___ .« ___ ——
7. Inferoapical (43-58) —8 —— ( ) ____ . ___ —_—
10. Inferolateral (59-74) ---C ) ___ . __ e
11. Posterolateral (75-90) — — ( ) ___ . ___ ———
B. Left lateral view:
4. Anterobasal (11+26) —m——o——( )} ___ . ___
5. Anterior (27-42) - Y e
6. Apical (43-58) C ) e
8. Inferior (59«74) cm—m——0ou o ( ) ___ . ___
9. Posterobasal (75-90) —m8 —H ( ) __ . ___
C. Optimal RAO equivalent (check one)
LLAT == (1)} LPOeew (2)
1 3 hyperkineticdegments:
61-901-70, Inf
1 2 3 4
Hypo (S.0.) Yyper (S.70.)
Sign Value First Chord Sign Value First Chord
A If anterior MI: (LAD) = () ___ . ___ - i €)Y e ——
B. If inferior MI: (RCA) ----- (O B, - - Y e ——
14. Hypokinesis
1 2 3
(Anterior) (Inferior)
Number of Chords All Chords Chords 11-70 Chords 61-90
A. > = 1 S.D. 3 3 B ) ) ——
8. > =« 2 S.D. _ - - - - — —
15. Hyperkinesis
A. >+ 1SD. - - - - i i i i .
B. >+ 2 5,D.- R - R - - —_——
PART IV: Administrative Matters
16. RNL technologist signature: 18, Date form completed ¢
ot ey T Vear
17. RNL investigator signature:
ID No. ! M Loy

Form Type




PART t: Visit Identification

Patient's NAME CODE:

2. Date ofstudy:
Month Day
PART |1: Results
A B
LVEF Systolic BP
&ASEEFHD/
MSERFOW
Aver age
5. Baseline —
6. Stage 1| o o e e
7. Stage 2 o o e o
0. Stage 3 o o e e
9. Stage &  ___ o
10. Stage 5 - - - - -
11 Stage 6 e o o e
12, Stage 7 o o
13. Stage 8 —_— e —
14, Recovery - - - - -

TIMI PHASE || TIMI ||

Form &t
Rev 1 ou/17/8¢

THROMBOLYSIS | N MYOCARDIAL | NFARCTI ON 2 Pages
RADIONUCLIPE DATA ANALYSI S REPORT
EXERCI SE R&vG
T O
Clinic No. ' 0
e 1 4 1 o H
Form Type | X' D! f
3. RVG sequence:
Predischarge rest/exercise w—= (1
Six week rest/exercise eewew—= (2
Non-Protocol
Early 3
3 month (4
6 month (s
1 year (s
Vear 4, Technical quality: (cheeck one)
Satisfactory (1
Limted (LVEF only) (2
Unsatisfactory (3
C D E F G H I
Regj onal _LWW
(¢ Change) Basal Apical I nf ero- I'niero- Postero- New RWM ab
Si gn PSP/ESY Sign Septal Sign septal Sign apical Sign lateral Sign |ateral Yes No
(GED N (X ot - (0 oo - Gy ()
X ) ( ) ( ) ( ) ( ) 1) (2)
() O Oy S S0 Gy ()
[0 T SN MU G A G S G N S S Gy (2)
( X ) ( ) { ) ( ) ( ) (1) (22
¢ - - -0 )- ol ) () ) ) (1) (2)
C e O Y O O, SO A S Gy ()
C ) ) O O I G - - Gy )
¢y _ R O S G oo . o I G - (1) €2)
[ QD YR (R S G ) ) ) (1) (2)
\ ! N H ' ] o
1D No. I S s DN N NS N ¥
FormType | x | 0| ;




15.

16.

17.

18.

19.

Page 2 of 2
Change in regional EF: PART Ill: _Administrative matters
sign  Value .
20. RNL technol ogi st:
A. Best zone (noneMl) ——eem= { ) _ -
Signature:
B. Worst zone (MI) =———— { ) _ }
EFQH&“’D/ 21. RNL Invtrtlgetor:
LVEF change (check one): =FC &l
g )€ Ud Signature:

LVEF fall > 5% 1)

LVEF increase > 58 —(—— 2) 22. Date form completed:

LVEF no change 5 (3) QW

S t / $Th “Wonth  Day Year
Peek exercise stage —_—
EXEF HY eXerowW

Peek exercise LVEF =—————— %
Pressure volume index -
PSP/ESV change (check One):

Fall (decrease from

baseline ) (1)

Increase (> 35% increase

from baseline) (2)

No change (0 - € 35%

increase) (3)

RESULTHD/RELULTEW (cale)
e I N N S N
FormType | yx | o i

TIMIII Form 8D
Rev 1 04/17/86




Rev O 03/04/86

TIML PHASE 11

I NSTRUCTI ONS FOR COMPLETING
TIML FORM 10
HOSPI TAL DI SCHARGE FORM

GENERAL | NSTRUCTI ONS

This form should be conpleted for all random zed patients at hospital discharge. Answer
all Items for the time period between the Screening Examination and discharge fromthe
hospital or death. This form should cover the entire hospitalization period since entry
into the study.

At the time of discharge fromthe hospital the patient shoul d receive an appointnent for
Fol lowup Visit 1.

The patient's identification nunber and Formtype shoul d appear In the box In the upper
right-hand corner of the first page, as well as In the |ower right-hand corner of al
pages. The clinic nunber should appear in the upper right-hand corner of the first page

Pl ease use black ink to conplete this form For items which cannot be answered by a
check mark (v), PRINT clearly all responses in the spaces provided. Do not use abbre
viations unless absol utely necessary, and then use only widely recognized abbreviations.
Aconpl eted copy of this formshould be retained for your files.

I TEM INSTRUCTIONS:  Items with instructions outlined bel ow have the symbol ({*
preceding the item nunber of the form

REFER TO | TEM 6, PAGE 1

This question calls for clinical judgnent to be made by the TmI physician responsible
for this patient

Exanpl es of cardiac enzymes over the course of hospital stay which night suggest reper-
fusion or nyocardial salvage include early CK peak or quantitative ck-MBinsmall anounts

indspite of presentation ST abnornalities indicating |arge areas of nyocardiumin jeop-
ardy.

Exanpl es of ECG evol ution which mght suggest reperfusion or nyocardlal salvage include
rapi d normalization of ST segments, R-wave preservation and failure to devel op Q waves.

REFER TO | TEM 578, PACE 9

ECG's are required once daily for the first four days follow ng treatment {initiation, and
prior to discharge

REFER TO | TEM 578, PAGE 9

To give a full picture of the clinical course at this time it is also requested that a
narrative sunmary acconpany this form It should be |ess than one doubl e-spaced page in
| ength which describes pertinent clinical features and, in particular, adherence to the
TIML protocol and effects of TIM therapy.




TIMI PHASE II TIMI Il Form 10

R 00
THROMBOLYSIS IN MYOCARDIAL INFARCTION 9e','3ages 3/an/86

HOSPITAL DISCHARGE FORM

I 1] T ]
Clinic No. | 1 [}
Pl | 4 H 0 0 H
FormType ' # ' D ! 01 1
PART I:  Visit Identification PART Il: MI Diagnosis
1. Patient’s NAME CODE: 5. Was myocardlal infarction M ZIeonNrif
conf irmed? G ) (2)
e — — — — Yes No
) . A.  Wee CK-MBCK con-
2. Date of hospital discharge sistent with an
or death: MI? ——————— (1) (2) (3) T
HDDH\/ Yes No Not M‘LOK
— - - - - - done
Month Day Year
B. Were serial ECGs
¢ conelatent with
3. Current statue of the ANMI? —  (y) (2) (3) “EGG’
patient: (Check one) Yes Mo Not M‘L
. HDST AT done
Alive (1) [*) 6. Myocardial salvage
Dead (2) A. Did this patient’'s
course during rt-PA
. infusion (see Form
If D&Y, complete Desth Notification ?Z Ietremsizér)l ?Alljig[ﬁeSt
Form (TIMI Form 15) and Cause of mpocardlal salvage? 0y (2)
Death Form (TIMI Form 16) and com= y ge: v "
plete as much of this form as es o
possible. B. Md cardiac enzymes
over the course of
hospital stay suge
4. Group assignment (check one): gest reperfusion or
P 9 ( ) myocardial salvage
A. PTCA timing study: (e.g., ealy CK
peak)? ) (2)
2hour PTCA — (1) Yes No
1848 hour PrcA — ¢ 49 i
No PTCA ) c. Did Ecc evolution
over the course of
B. Beta-blocker study: hospital stay sug-
gest reperfusion Or
1. Beta-blocker erigible: myocardial salvage? emeee (1 ) (2 )
Yes No
Immediate beta- o
blocker and 18- D. In the clinical
48 hour PTCA e ( 04} judgment of the TIMI
physician respon-
Immediate beta- sible for this pa=
blocker and no tient was myocardlal
PTCA ( 0%) infarction inter-
rupted with salvage
Deferred beta- of jeopardized myo=-
blocker and 18- cardium? ——— (' ) (2)
No

48 hour PTCA e ( 06) Yes

Deferred beta-
blocker and no
PTCA (o7

2. Beta-blocker ineligible:

18-W hour PTCA (08)
NOPTCA — (og)

ID No.

a

;|




PART 111: Cinical Complications

7. Md any clinical complications occur?

Tt |l Form 10
Rev 0 03/04/86
Page 2 of 9

G ) (2) C"NCOMH-

If YES, answer Items 'through .

For these items, if Yes is checked, Indicate date.

If N0, skip to PART V.

Yes No
@ Was there elinical or |aboratory evidence of
nmyocardl al Infarction or coronary thrombosis? =————— (1} (2)

If YES, answer item @ .

If NO, skip to item (10) .

@ Evidence:
1. Anglographic evidence " (2)
2. Patn (1) (2)
3. ECG evidence (') (2)
4. CK evidence 1)y (2)
5. Other enzymes elevated (1) (2)

Complete Myocardial Infaretion FOn (TIMI Form 233,

CH¢
@ Congestive heart faflure? (1) (2)
SUOCA
@ Cardlogenic shock? 1)y (2)
SR
@ Ventricular septal rupture? 1)y (2)

Yes No

Date of first ocecurrence
Month Day Year

y\\)%&w« (cade )

ANGRN T (erde)

-
—— ep— —— So— — em—

MITRRL 4D/ 17T (cale)

@ Mitral regurgitation? (1) (2)

@ Cardiac arrest?

PAIN

, Recurrent ischemlc pain? (1) (2)

APBEST  HDARSTT (eale)

HDFNT’[C@QE—A

ID No.




@ Hemorrhagie complications?

If YES, answer @ through @ .

If NO, skip to item (17).

Hematoma? =

Gl bleedlng?

Transfusion?

Hematurla? =

Specify site:
Bleeding at puncture site?

Specify site,

Bleeding requiring surgery?
Retroperitoneal?
Intracranial?
fatal hemorrhage?

Thrombocytopenfa?

COOOLLOLLL @ @

Other =

Specify

TIMIII Form 10
Rev 0 11/11/86
Page 3 of 9

Date of first occurrence
* Yes No Month Day Year

(1) (2) H@m@on’)

HeMComp  HOHEMAT (cabe

(1) (2) - - -

HOHemBT (cake,)

HEMCOME pHe me T calel)

HE/VJCO/IIB
(t)y (2)

Significant decrease in hematocrit or hemoglobin? - ﬁlém( 2 )”?D HDHfMPTCCQféCJ

((‘4?0’700( zmb HDHemer(cd—Pej
Hé)m /(71: HDH@ mE T(caec D
Hem ) f%oé— goﬂe/n@—(ca.ec_j
HSMeelh—  uDHEm bl 1~ (cole )
encomT HDHEM T T (el )
ASMEENT_ D HEmT T Leale. )
?’"c"m“ HYHEMKT Ceale)
HﬁmboML. T HOHEM LT Ceobe)

1)

JONop

Form 24), If
For @ and ( L

’ @ v @ or@ is answered YESS complete a Hemorrhagie Event Form (TIME
is answered YES complete a Transfusion ®eecord Form (TIMISorm?2%),
a Hemorharic Event Form may also be approprlate.

@ Infectlon?

If YES, answer @and @

If NO, skip to item

Puncture site? =

Specify

Other?

Specify

Nate of first occurrence
Month Nay Year

T NFcos)

Yea No
(1) (2)

I\ FCOmA
vy (2 ___

MO INFAT ((cake)

Fcom

(ry (2) =

Hb(NFRT Cé“Q‘cj

ID No.

1
A




@ Vascular complications?

¥ES, answerO\ through@ .

No, skip to Item@

Arterial embolism?

Arterial thrombosis?

Venous thrombophlebitis?

Cerebravascular aceident?

Arterial dissection?

OEEOO@ =

Other?

Specify

TIMI Il Form 10
Rev 0 03/04/86
Page 4 of 9

Date of first occurrence
Yes No Month Day Year

(1) (2) VASCO”)

 VaScOmPr HovorsmaQ@

(2) —-
(,,ﬁgomﬁ HDwrseT r Cenle))

(VASPMS MovasT (eake)

(ST Hvas>T_((cake)
(YRS Typvas e Ceelc))

2)
Mpseer " wovasz T (cole)

@ Thoracic canplications?

If YES, answer@ through @ . ]
If NO, skip to item . ' l

@ Pleuri:is/pleural effusion?

@ Pericarditis/pericardial effusion?

@ Hemothorax?

@ Hemomediastinum?

@ Pulmonary embolism?

O Other?

Specify

@ Other complications?

If YES, answer @ through IZC

If MO, skip to item @

Allergic reactions?

Renal insufficiency?

Liver function abnormalities?

Other?

el ]eNe)

Specify

(1) (2) TTHPcon

THRCOMY Hp THeeT @J«Q
(1) (2)

J;‘*‘;—"Z’Q(} a DTH ABT ¢ b D
AN T o THA T (cake
ey T T (oS
(f\*ﬁﬁf;"j/ T WbTwReT (o>
AH R come e AT o o
AT Mo (e

(1) (2 )orHQDm

(Y 2y

ORI T RGoWBT, Tm

n
“03’_8':0__“00“*@ cade
o PTES™O_ _mvomor (g

| 1D No. N |




PART IV: Speeial Procedures

TIMI Il Form 10
Rev 0 03/04/86
Page 5 of 9

Date of first occurrence
Yes No Month Day Year

21, Did the patient undergo any special procedureS? ewmee= (1) (2 ) 5UP\PKQ

m—

If YES, answer items @ through .

For these items, {f yes i3 checked, indicate date,

If NO, skip to PART V.

Electrical cardioversion/defibrillation?

@

Right heart catheterization?

@

Protoool er non-protocol left heart cardtiac
catheterization?

6(‘/% HDQQ\D/\CCG“Q‘CU
Gy (2 - -
AT w0 Re Ty 1 Coale)

(1)

(2) o ™

OO oy HY coTHAT (CQ&:D
(1) (2) - -

If YES, complete a Cardiac Catheterization Form (TIMI Form 7C) for each catheterization.

@ Intra-aortlc balloon counter pulsation?

@ Cardiac surgery?

ETYY; Vo LAG (gadoD
) (2) - - - -

CARLOR
(1) (2)

If o, sdip to item ) .

If YES, ansver @ and @ and complete Cardiac Surgery Form (TIMI Form 25).

@ Coronary artery bypass?

@ Other?

Specify

@ Protocol or non-protocol percutaneous transluminal

coronary angloplasty (PTCA)?

( 'C‘)/%(G') Sl C’ Cdb
2 e ™ e —— e —
(‘0;(\*“7?72’\) ) H\)of_'?o(kv(,aoﬂc>

Tf YES, complete PTCA Form (TIMI Form 06) for each PTCA.

@ Electrical pacing?

p——

If YES answer @ .

@ Type:

Temporary

Permanent

029 Electra-physiology studies?

eRhCT wor cey (cale D
(1) (2) - -

AL T T Sa b4
()
(2)
Haamsf( cale )

<|w\1)<z’a> - - e s - - -
woet T ((cale)

@ Other special procedures? oXvefz ) - -
If YES, answer @ .
@ Specify:
D to. I




TIMI If Form 10
Rev 003/08/86
Page 6 of 9

PART v: Physical Exam Pree Ab  Une
sent sent known

37. Heart sounds :

IF PATIENT DIED, SKIP TO PART VI. A S3 (1) (2) (3)
B, Sy (1) (2) ()
31. Weight: eemem . kilograms C. Pericardial friction
-_— rub (1) (2) (3)
32, Heart rate! wee= ___ _____ beats/minute D, Murmurs —— (1) (2) (3)
33. Respiratory rate: - respiration/min, If PRESENT, answeOfn.
34, Blood pressures ;ftﬁ—%m o JENTN, siip to
A. Systolle ——— ___ _ mm Hg

@ Murmur(s) char-
B. Diastolic = - . rm Hg aaterlstic of
the following
are present
Pre- Ab- Un- (check all that
sent sent known apply )z
35. Abnormal neck vein
distension =——————— { 1) ( 2) ( 3) a. Benign sys-
tolic e JCCtION ————m— (1)

36. Rales which do not b. Mitral regur-
clear ON coughing = (1) (2} (3) gltation (1)
—_— c. Aortic regur-
If PRESENT, answer @ . gitation a)
4. Ventricular
@ To what extent? septal ruUpture —————— (1)
£1/3 lung field — (1) t. Other ()
>1/3 lung fields Specify
but not all e—— ( 2)
Both entire lung Prc- Ab -
fields (3) sent sent
38. Integument:
A. Ecchymosfs () (2)
B, Hematoma (1) (2)

39. Were other significant
findings present? ———— (1) (2 )
Yes No

If Yes, specify:

ID No.

H4--
by~




TIMI II Form 10
Rev 0 03/04/R86

Page 7of o
PART VI: Medication History
1f PATIENT DIED omitcolumn prescribed at “ospital Discharge.
- 1 2
Prescribed during Prescribed at Hospital
hospitalization Discharge
Yes No Yes No
40, Have any of the following drugs or types of drugs been
prescribed since onset of qualifying HI either during
the hospitalization or at hospital discharge? .
AvpalA HDDRXA
A. Long-acting nitrates and oral vasodilators —————————— (1) (26) (1) (2)
o ax
B. Short-acting nitrates (1) (2) “\-\)DD ???
c. Beta-blockers
€1. Hetoprolol (1)  (2) (1) (2)9_
O&EC 0 K
c2. Other beta-blockers (‘.1‘) (zg; (}'\) 00?2 ?
name(s) 9
_ Hp&XQ np O AX
D. Calcium channel blockers (1) (29 () (2
@ name(s)
E. Antiarrhythmies (other than beta-blockers \JD(’\%Q \z\DD\:\Yé
or calcium channel blockers) (1) (2) (v) (2)
HORRY OO Rxe
F. Intravenous Inotroplc agents or pressor agentS e (1) (z2) (1) (2)
XG& VO QKRG
G. Cardlac glycosides and oral Inotroplc agents — (1\’)\M~(2 ) (I?; %2 )
. . PR 0 &R
H. Diuretics (1\30 (2) “\—)\?)D(Pz\)\-\
>3
|. Intravenous vasodllators (1\")‘)0‘7((21) (1 ‘)A (2)
J. Antihypertensives (other than diuretics and WORrXI RpDaX J
beta-blockers) vy (2) 1)y (2)
. HOKRXIS HR P AXK
K. Aspirin vy (2 Gy (2)
. HORR L H (-
L. Mpyridamole i)y (2) (1 )DD%)
M. Platelet active agents (other than aspirin \\\Dme HODEX M
and dipyridamole) (1) (2) (1) (2)
N. Methyl xanthlner (‘1“)3@0((2”) (\H?D%“(
_ HODRXQ
0. Heparin ( 1\—@&%20) (1 \3\3()(&;\9
P. Anticoagulants (other than heparin) (1\4)9&723) (1Y (2 )‘
41. Was the continuousinfusion of heparin stopped
prior to 5 days after treatment? (1) (2) MeEQuol
If YES i 78 and B If NO, ski i 42
YES, answer items &) U NO, skip to item -

@HOW many days of continuous heparfn infusion were administered before stopping heparin? -

Reason for heparln discontinuation:

Mel DAY ¢

ID No.




42. Did the patient receive oral
beta-blocker therapy in the

hospital ?

Yes

If YES, answer and @

Ir NO, answer @ .

Reason ineligible for

oral

beta-blockers

(check all that apply)

1.

10.

11

@ Date oral beta-blocker
first prescribed:

Ventrlculu rate con-
sistently < 45 beats
per Minute e (1)

Systolic blood pres-
sure consistently ¢
90 mm Hg (1)

Moist rales that did

not elear with cough

and involve 173 or

more of the lung

fields, interpreted

as a sign of CHF ———4— ()

Pulmonary edema with
consistent cheat X

ray findings Q)
PR Interval > 0.24
seconds (1)

Second degree heart

block (except if

Permanent paoernaker

is in place) mm——— ()

Third degree heart

block (except i f

permanent pacemaker

isin place) ——— (1)

Asthmatic by history (1)

Wheezing on physical
examination ——,— ()

Chronic obstructive

pulmonary disease

under treatment with
corticsteroids Or

beta2 stimulants aceeeeee (1)

Other (specify Delow) ame= (1)

Skip to Item 43,

Month Day

~Year

TIMI IT Form 10
Rev 0 03/04/86
Page 8 of g

42. (Continued)

«n <N2>O(<AL66}O@ Was oral beta-blocker

therapy Interrupted? aee (1) (2)

Yes No

‘I!' YES, answer @ R @)and @ .

Ir NO, skip to item 43,

@ Date interrupted:

Month Day “Year

@ Reason |nterrupted
(Check all that apply):

OMRBEST ( ap D

1.

N o

10.
11
12.

Ventricular rate
<85 beatS/MIiNULE cemum——{])

Systolic blood pres-
sure € 90 MM HQ ==wecemw—— (1)

P-R interval » 0.26
seconds (1)

2 AV block ¢,
3%Aav block @)

Wheezing ()

Moist rales that did
not clear with cough
and involve 1/3 or
more Of the lung
fields. interpreted

as a sign of cHF ()
Pulmonary edemawith

consistent chest x ray
findings 1)
Diarrhea (1)

DizZZiNeSS e e ( 1 )

Rash (1)

Other (speetify DelOW) emw= ()

Was beta-blocker
therapy reinstituted? w==(1)(2)

Yes No
If YES, answer @.
If NO, skip to item 43.
@ Date reinstituted:
Month .'—Day “Year
] [} ] ] t [ 1
1D Ne- R N R R R




TIMI Il For”’ 10
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Page 9 of 9
PART VII:  Local Laboratory Data PART VIII: Clinical Data Checklist
57. The following required
RECORD LAST AVAILABLE RESULTS {tems are being submitted
withthis form:
Not
Availe Yea No
able [*]JA. ECGs:
43. Creatinine —— mddl (1) 1. Day2 (1) (2)
2. Day3 (1) (2)
3. Day 4 = (1) (2)
B4,  BUN . . _mg/dl (1) 4. Day 5 (1) (2)
5. Predlacharge (1) (2)
45, Total [#)B. Narrative summary —eee—— (1) (2)
bilirubin e—— , o gwdl (1 )
58. Was a radlonuclide rest/
46. SGOT — e e I 6 ) exercise study performed? == (1) (2)
47, LUDH e __ TU/L () PART IX: _Adminlatratlve Matters
48. Alkaline 59. Phyalclan performing physical exam:
phoaphataae Jrun (v )
Name
49. Hemstoerit mmmmmmmeme = . % (1) TIMI Staff NO. == = e e e
50. Hemoglobin ==, gmss/dl (1 ) 60. Research Nurse/Coordinator:
Signature
51. White blood cell count
TIMI Staff NO! == _ _ - - -
—_— thousands/mm3 ( 1)
52. Potassium — . mEQ/L ( 1) 61. FOR CC USE ONLY
53. Platelet count Yes No
A. ECG:
A e e e thousands/mm3 ( )
1. Day?2 1y (2)
B. Adequate on smear - (3 ) (2 ) (3) 2. Day3 (1) (2)
Yea  No Unknown 3. Day U 1) (2)
4. Day 5 (1) (2)
5. Predlscharge 1) (2)
Pre- Ab- Un-
sent sent known B. Narrative summary (1) (2)

54. Urine protein eeme——e= (1) (2) (3)

55. Urine occult blood —(1)(2)(3)

56. Stool gulalC mmm— { Y ( ) ( )

8
§
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TIMI PHASE I1I

INSTRUCTIONS FOR COMPLETING
TIMI FORM 11
FOLLOW-UP VISIT ForM

GENERAL INSTRUCTIONS

This form should be completed for each randomized patient. This form should be completed
during each of the follow-up visits. The permissible time periods for completing these
visits are given In each patient's Appointment Schedule. Inthe event that the time
period for a visit el apses without the visit being conpl eted, a M ssed Visit Fonshoul d
be completed. Thi s does not apply if the patient is deceased,

Unless otherwise specified, the Information on this form should cover the period since
the patient's last completed Follow-up Visit. 1f the present visit is the first com-
pleted follow-up visit, the Information summarized here should cover the period since
the completion of the Hospital Discharge Form. If the patient has missed a visit, the
Missed Visit Form should be reviewed so that all information Included on the Hissed
Visit Form will be Included on this completed Follow-up Visit Form.

For all follow-up visits, blood and urine specimens should be collected at the clinic

for local laboratory tests. Additionally, a 12-lead resting ECG and a rest/exercise
radionuelide ventricular study should be obtained at the six week visit.

A maximal treadmill exercise tolerance test should be performed at the 12 month visit.

The clinic number, the patient’s ID No., and Follow-up visit Number (see patient’s
Appointment Schedule) for this examination should appear inthe box In the upper right=

hand corner of the first page. The patient’s ID No. and Follow-up Visit Number should
also appear Inthe boxes In the lower right-hand corner of all pages.

Please use black ink to complete this form  For Items which cannot be answered by a
check mark (v), PRINT clearly all responses In the spaces provided. Do not use abbre-
viations unless absolutely necessary, and then use only widely recognized abbreviations.
A completed copy of this form should be retained for your files.

ITEM INSTRUCTIONS:  1tems wlith Instructions outlined below have the symbol (*]
preceding the item number on the form.

REFER TO | TEM 3, PAGE 1

Follow-up Visit Number Time Since Entry
01 6 weeks
02 12 months

(OVER)




TIMI PHASE |1 TIMI || Form 11

Rev 0 03/04/86
THROMROLYSIS | N MYOCARDIAL | NFARCTI ON 6 Pages

FOLLOWUP VISIT FORM

1 T T
ClinicNo. 1 1+
mv. 1 1 H L 1 1§
TPefY [Fommee el ovi
(calt. )
PART |:  Visit Identification Fuéw/F[(y/im 11: ~ Background Data
1. Patient's NAME OODE: THE FOLLOWING QUESTI ONS REFER TO THE
TIME OF TH'S TIMI VISIT UNLESS OTHER-
——— —— . — WSE NOTED.  "THE LAST SCHEDULED TIMI

CONTACT” REFERS T0 THE HOST R&C&NT
EVENT (e.g., THE HOSPI TAL DI SCHARGE OR

2. Date of visit: DAYS FU (W} ME 6 WEEK FOLLO¥WUP VISIT OR THE 3
MONTH OR 6 HONTH TELEPHONE CONTACT).

_H-o'nin— Day Year

6. Has the patient reashes a T
(*]1 3. Follow=up VisSit NUNDEr: eeeweaee level of physical activity PHVM 6w

) ) equal to that prior to the PHY/‘PCT\/R/

onset of tne qualifying

4, Has the patient transferred TIMI epi S00e? m—— (1) (2)
from anotner TIMI clinic Yes No
since tne | ast conpl et ed
study ViSit? —— () (1)

Yes No (*) 7. Current Canadian Heart Class: /~t RRTCLS G
HARATCLSYR
- Class 0 © )
If YES, answer item @ . Class | - ()
Cass I @)
@ Previous Cinic Nane Cass |11 - G )
(specify below):
dass v )
Previous dinic Number: - _ i R. Is the patient a current
cigarette smoker? -- (') (@)
Yes No

5. Have tnere been any cnanges
inthe patient's place of
resi dence or enpl oynent
since the Patient's Infor-
mati on Sheet was | ast
compl et ed? - - c————( ) (2)

Yes No
If YES, the patient’s current infor-
mation shoul d be updated on the
Pat i ent Information Sheet wnien is
filed at the clinic.
. ! : I H i H :
1D tio. ' ' N ! ! ! I
FormType : ¢ ! v} ; |




TIMITI Form 11
Rev 0 n3/04/86
Page 2 of 6

Part IIl: Medical History

THE roLLowinGg QUESTI ONS REFER TO THE TIME |NTERVAL SINCE THE LAST SCHEDULED Ttmr OONTACT
UNLESS OTHERW SE NOTED.

9. Has the patient experienced any of the follow ng events?
(See Manual of Operations for definitions. Answer each item)

Defi- Suse
nite No peet
A Mocaraial Infarction 1Yy (2) (3)
If DEFINTE or _SUSPECT conplete a Myocardial Infarction Form (rmMr Form 23), /
aﬁFVoL
B. Cardiac Arrest (1) Qz )F\{; )
. . HF\/OI/C
€. Congestive heart failure
_ _ F/}/NF vor / M/F\/ O;J_
D. Angina pectoris @ (z2) (3)
E, Intermttent cerebral ischemc attack (r) (2) (3)
F. Stroke vy (2) (3
G. Intermttent clauaication (1) (2) (3
10. Have any of the following conditions been diagnosed? (Answer each question.)
Yes No
A. D abetes mellitus - - () Lz
R Hypertension = - - ) (2o,
C.  Peripheral vascul ar aisease () 2
n. Valvular heart disease G (2)
E. O her ecargrae aisease = () (2
Specify
F. Gastrointestinal aisease G ) (2
G. Hematol ogi cal ai sease -- )y (2 )
H  Renal disease (1) (2)
. Neurol ogical disease — - - ) (2
J. Oher significant aisease - - ) (2)
Specify

ID No.

<

Form Type




TIMIII Form 11
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Page3of 6
11. Has the patient undergone any of the following procedures?
Yea No
A. Cardiac catheterization (1) (2)
If YES, complete a Cardiac Catheterization Form (TIMI Form 7C)
for each catheterization.
B. Percutaneous transluminal coronary angioplasty vy (2)
If YES, conplete aPTCA Form (TIMI Form 06) for each PTCA.
C. Cardiac surgery (1) (2)
If YES, complete a Cardiac Surgery Form (TIMI Form 25) for
each  surgery.
D. Other (1) (2)
Specify
12. Has the patient been hospitalized since the last TIMI visit (do not Include
the qualifying TIHI episode )? (1) (2)
If YES, answer Q\h)and complete a Subsequent Hospitalization Form (TIMI
Form 14) for eaCh ddmission.
@ Number of admissions to the hospital: - -
PART | V. Medication
13. Is the patient currently using any of the following drugs?
Never
F\AKYEIS%GJJO P Sf:ar-t:ed'Q
. . UK X, LR XA
A. Long-acting nitrates and ora vasodilators - 1) (2/) 4
Fur< 36l FARABY R

B. Short-acting nitrates

(1) (2

Cl. Metoprolol

)
FuRxeL 6w/ FURXCIYR
(1) (2) (3)

If YES, answer @ . If MO, answer @ and @

I f NEVER_STARTED, skip to C5.

@‘ Total daily dose

Skip to item C5.

@ bate stopped

"Honth T Yéxr

D No.

- J .-

Form Type F




TIMI Il Form 11
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Page 4 of 6
13. (Continued)
@ Reason stopped (check all that apply):

1. Ventricular rate < 45 beats/minute )
2. Systolic blood pressure < 90 mm Hg (1)
3. P-R interval> 0.26 seconds (1)
4. 20 AV block 1)
5. 3°AV block 1)
6. Wheezing 1)
7. Moist rales that did not clear with cough and involved 1/3

or more Of the lung fields, interpreted as a sign of CHF wee—. (1)
a. Pulmonary edema with consistent chest X ray 1)
9. Diarrhea (1)
10. Dizziness (1)
11. Rash (1)
12. Other (specify below) 1)

—TPCE W[ FURXCEIR
€5. Other beta-blockers 1)y (2)
Yes No
If YES, answer @ . l
@ Names F“RXDGW/F““ DYR
Yes No

D.

F.
G.

H.

4

Je

K.

Calcium channel blockers 1y ()

If YES, answer (D1) . l

@ Name(s)

Antiarrhythmics (other than beta-blockers or calcium F“'P‘XE"L‘), F"‘RXEW?
channel blockers) (1) (2)
FURAFG Lf FORXFYR
Intravenous inotropic agents or pressor agents (1) (2)
mma«ew/wﬁ%em
Cardiac glycosides and oral inotropic agents 'y (2)°
o FuBan 6w | FoRxH YR
Diuretics 1)y (2)
x:’.(,w/FQRXI YR
Intravenous vasodilators 1)y (2) /Pu
VRX T G R (
Antihypertensives (other than diureties and beta-blockers) (Fl )Rx( 26; XJ'%(

N
FURN K/ StartesFURKKTR
Aspirin = 1)y (2) (3)

|If_NQ_. answer @and @. l

@Date stop ped

@2 Reason stopped

ID No.

Form Type




13,

{Continued)

L. Dipyridamole

TIMI Il Form 11
Rev 0 03/08/86
Page 5 of 6

Yes No
FURKLLW/ FURX LY N

M. Platelet active agents (other than aspirin and dipyridamole)

N. Methyl xanthlnes

(v) (2)
F%,;zxmau/_ﬁuﬂm 74
1) o120
FURXN Gury/ FURX VYR

0. Heparin

(1) (2)
ﬁq;{)xo((gu)///:uﬁl)(o Y&

P. Antlcoagulants (other than heparin)

FuaxPGul ;¢ ,
(25 FuRxryR

PART V: Physical Exam

14.

15.

16.

17.

18..

19.

THE FOLLOWING ITEMS PERTAIN TO THE
PHYSICAL EXAM AT THE TIME OF THE
FOLLOW-UP VISIT

Weight wmeee— ___ . K{lograms
Heart rate -- _ - . beats/minute
Respiratory rate

. _ Respirations/min,
Blood pressure:
A. systolic —_ . mm Hg
B. diastolic . - _ mm Hg

Pre-~ Abe MNe
sent sent known

Abnormal neck vein
distenSioN =——— (1) ( 2) ( 3)

Rales after coughing
or deep breathing eeee——— (1) ( 2} ( 3)

If PRESENT, answer @ .

@ To what extent?
<1/3 lung field — 1)

>1/3 lung field
but not all (2)

Both entire lung
fields t3)

20.

Heart sounds:

Preée Ab= Un-
sent sent known

(v) (2) (3

A. 33

B. Sy

() (2) )

C. Perlcardlal friction rub «(1) (2)(3)

D. Murmurs (1) (2 ) (3)

If PRESENT, answer@ .

If ABSENT or UNKNOWN, skip to Item 21.

urmur(s) characteristic of

the following are present

(check all that apply):

a. Benign systolic ejection eee—= (1 )
b. Mitral regurgitation =—————————(1 )
c. Aortlc regurgitation —————(1 )
d. Ventricular septal rupture == (1)
e. Other = (1)

Specify

2l.  Were other significant Findings

present?

If YES, specify:

(1) 2
Yes No

I

ID No.

Form Type

e o o




PART VI. Local Laboratory Data

Not
avail-
able

22. Creatinine ——— o Te/dl ()
23. BUN - - _mg/dl ( 1)
2%, Total bilirubin eee — o Mgsdl (1)
25. SCOT SR {74 " G I
26. LDH e TUL ()
27. Alkaline phosphastase = __ ___ ___ IU/L (1)
28. Hematocrit —— s %
29. Hemoglobin ——— __Bms (1)

30. White blood cell count

31.

32.

33.

34.

.o thousands/mm3 ( 1 )

Potassium .« __mEq/L (1)

Platelet count

A — thousands/mm3 (1)

B. Adequate on smear

1y 2y (3)
Yes NoO Un-
known

Pre- Ab- Une
sent sent known

Urine protein m———— (1) (2) (3)

Urine occult blo0d ——— (1) (2) (3)

TIMI Il Form 11
Rev 003/04/86
Page 6 of 6

PART VII: Clinical Data Checklist
for © WFrek VISt

ANSWER PART VII ONLY AT THE
6 WEEK VISIT

35. Ise 6 week ECC being
submitted with this form? a= (1) (2)

Yes No
36. Was a rest/exercise
radionuolide ventri-
cular study performed? (1) (2)
Yea No
PART VIII: Clinical Date Checklist
For 12 Months
ANSWER PART VIII ONLY AT THE
12 MONTH VISIT
37. Was a maximal treadmill
exercise tolerance test
performed? (1) (2)
Yes No

PART IX: Administrative Matters

38. Physician performing physical exam:

Name

TIMI Staff NO! ee= =

39. Research Nurse/Coordinator:

Signature

TIMI Staff NO: e== _

40, CC USE ONLY"
ECG (1) (2)
Yes No
i i ) ;
ID No. M 1 i

Form Type
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TIM1 PHASE 1I

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 12
MISSED VISIT FORM

GENERAL INSTRUCTIONS

This form should be completed and forwarded to the Coordinating Center as soon as it be-
comes certain that the patient will not complete the Follow-up Visit within the permis-
sible time period given In the patient's Appointment Schedule. If a patient has died,
this form should not be completed for the follow-up period in which the death occurred.
In this case, the Death Notification Form and Cause of Death Form should be completed
and forwarded to the Coordinating Center.

The information on this form should cover the period since the patient’s last completed
visit (either Hospital Discharge Visit or Follow-up Visit), or since the last completed
Missed Visit If the patient has missed the previous visit.

The clinic number, the patient's ID No., and Follow-up Visit Number (see patient's Ap-
pointment Schedule) for this examination should appear in the box in the upper right-hand
corner of the first page. The patient’s ID No. and Follow-up Visit Number should also
appear in the boxes in the lower right-hand corner of all pages.

Please use black ink to complete this form. For items which cannot be answered by a check
mark (#, PRINT clearly all responses In the spaces provided. Do not use abbreviations
unless absolutely necessary, and then use only widely recognized abbreviations. A com-
pleted copy of this form should be retained for your files.

ITEM INSTRUCTIONS :  Items with instructions outlined below have the symbol [#]
preceding the Item number on the form.

REFER TO ITEM 4, PAGE 1

If the clinic has been unable to locate or determine the whereabouts of the patient after
attempting to contact the patient’s next of Kin, referring or private physician, or the
patient's employer and has exhausted all available resources, the clinic may request that
the Coordinating Center assist in locating the patient. If the clinic requests the ser-
vices of the Coordinating Center, Item 4@should be answered YES.

REFER TO ITEM 7, PAGE 2

T#e patient should be queried at the time of the contact as to the main reason for missing
the visit.

It should be noted that even if the patient is unwilling to actively participate in the
study, the clinic should contact him/her once during the time period of each scheduled

follow-up visit. At that time, the patient should be encouraged to continue active parti-
cipation in the study.




TIMI PHASE II TIMTII Form 12
Rev 003/03/86
THROMBOLYSIS IN MYOCARDIAL INFARCTION 3 Pages 38

MISSED VISIT FORM

TPery

Fucw/tuvk
( cale )

PART I.  Visit ldentffloation

1. Patient’'s NAME CODE

2. A. Date of contact:
DAYOFU _[ml&_l)
“Montn Day— ~Year

B. Expeoted date for follow-up
visit from Appointment Schedule:

Month  ~ Day = Year
3. Follow-up Visit NUMDEr: commeae. _ )
(*] 4. Were you able to locate or
determine the whereabouts LOCATEFY

of the patient? ———— (1) (2)

Yes No
If YES, skip to Item 5.
l If N, answer @ and @ .
@) Did you attapt to
contact any oi the
following sources?
Not
Appli-

Yes No cable
1. PatienNt ceeme—= (1) (2) (3)

2. Patient’'s next
Of Kin ccomm——— (1) (2) (3)

3. Reference
listed in Pa-
tient Informa-
tion Sheet as
likely to
know patient’s
whereabouts «— (1) (2) ¢ 3)

4, Referring or

private

physician - - (1) (2) (3)
5. Patient’s

employer - - (1) (2) (3)

@ Do you wish the

Coordinating Cen- =Y

ter staff to as= cc M
sist In locating

the patient? 1y ()

Yes No

Clinic No.

ID No.

o

Form Type

5.Is the patient ALIVEFY
alive? (1) (2) (3)
Yes  No Unknown

If N0, do_NOT complete this form,
Campieta Deathath ONdERTALHRAon PSR
and Cause of Death Form, instead.

6. Was the patient en-
couraged to continue
active participation
in the study? ———— (1) (2) (3)
Yes No Not
Appli-
cable

[*1 7. What is the main reason

that the patient missed

the visit? (Cheak only MlﬁSéLJ/

one.) Miss y&
Patient has been 111 a0 (©1)
Moved (distance too

far to continue at
thls clinic) 02y

Reason related to

study design (e.g.,

study procedures,

time commitment) e (03)

Reasons related to

clinic (e.g., trans-

portation, clinic

facilities, clinie

hours, waiting

period) (04)

Lack of support from
family and/or private

physician 09%)
Uncooperative or
unwilling (06)
Other (specify
below) omn
Unknown (08)
D No. P W T
r 1 ] bt I L
Form Type E M E v ]




Part Il:

Medical History

8.

9.

™M || Form 12
Rev 0 03/03/86
Page 2 of 3

THE FoOLLOWING QUESTI ONS RrFER TO ME TIME INTERVAL SI NCE THE LAST SCHEDULED TIMI CONTACT
OR SINCE THE MIssed VISIT rosy WAS LAST COUPLETED.

Has tne patient experienced any of the following events?

(See Manual of Operations for definitions.

A.

B.

o o

Answer eaen item.)

Myocaraial infarction

If DEEI NI TE or _SUSPECT complete a Myoeardial | nfarction Event
Form (TIMI Form 23).

Cardiac arrest

Congestive heart failure =

Angina peotoris

Defl= Suse Une
nite No pect known
(r) (2) (3) (4)
cAF Vol /CAFVO.:L
(1) (2) 3) (%)
CHFVo{ /c HFVOD_

(1) Y (3) f( 4)

PAINFEvol/ PAINFVDI—
() (2) (3) (4)

Intermttent cerebral iscnenic attack « (1)) (2) (3) (4)
Stroke (V)Y (2) (3) (4)
Intermittent cl audi cation - (1Y (2) (3) (4)
Have any of the follow ng conditions been diagnosed? (Answer
eaen question. )
Une
Yes No known
D abetes mellitus (1) (2) (3)
Hypertension Cty (2) (3)
Peripneral vascul ar disease = 1)y (2) (3)
Valvular heart disease 1y (23 (3)
Other cardiac aisease vy (2) (3)
Speaify
Gastrointestinal disease 1y (2) (3)
Hematological disease vy (2) (3)
Renal disease 1y (2) (3)
Neurological aisease = vy (2) (3)
Other signif icant di sease (1) 2y (3)
Specify
EEE
e T




10.

11.

TIMI || Form 12
Rev 0 n3/n3/86
Page 3 of 3

Has the patient undergone any of the following procedures?

A. Cardiaa catheterizatlan

Un-
Yes No  known

1ty (23 (3)

If YES, complete a Cardiac Catheterization Form (TIMI Form 7€) far eaah catheterlzatlon...{

B. Percutaneous transluminal coronary angloplasty

If YES, complete a PTCA Form (TIMI Form @6) for each PTCA,

C. Cardiac surgery

If YES, complete a Cardiac Surgery Form (TIMI Form 25) for each surgery.

D. Other

Specify

Has the patient been hospitalized since the last TIMI visit (do not include
the qualifying TIMI episode)?

If YES, answer @ and complete a Subsequent Hospitalization Form (TIMI
Form 14) for eacH admission.

@ Number of admissions to the hospital:

PART 1ll: Administrative Matters
12. What is the main source of the information reported, in Items 7 =112

13.

(Check one source for each item.)

PT = Patient
SPS = Patient’s spouse/significant other
KIN 5 Patient’s next of kin other than spouse
MD 5 Referring or patient’s private physician
EMP = Patient’s employer
HC = Hospital chart
OTHER = Other
PT SPS  KIN MD 2
SOUVRCLLWS SOUVARC
A. Item 7 CvYy (2) (3) (&)
B. Item a (1) (2) (3) (4)
Cc. Item 9 (1) (2) (3) (&)
D. Item 10 (1Y (23 (3) (&)
E. Item 11 Gy (2) (3) (4)

Researcn Nurse/Coordinator:

Signature

1y (2 (3)

1) (2) (3)

(1) (2) (3)

TIMI Staff NO: e _ -
ID No.

B

Form Type




Rev 0 03/03/86
TIML PHASE |

| NSTRUCTI ONS FOR COMPLETING
TIML FORM 13
TELEPHONE CONTACT FORM

GENERAL | NSTRUCTI ONS

This form should be conpleted and forwarded to the Coordinating Center to document a Tele-
phone FoIIom#aﬁ. If a patient has died, this form should not be conpleted for the follow-
up period in which the death occurred. In this case, the Death Notification Formand Caust
of Death Form should be conpleted and forwarded to the Coordinating Center

The information on this form shoul d cover the period since the patient's last study con-
tact.

The clinic nunber, the patient's ID No., and Followup Visit Nunber (see patient's Appoint=
nment Schedule) for this contact should appear in the box in the upﬁer right-hand corner of
the first page. The patient's ID No. and Fol lowup Visit Nunber should al so appear in the
boxes in the |ower right-hand corner of all pages.

Pl ease use black ink to conplete this form For itenms which cannot be answered by a check
mark (), PRINT clearly all responses in the spaces provided. Do not use abbreviations
unl ess absol utely necessary, and then use only widely recognized abbreviations. A com
pleted copy of this formshould be retained for your files.

ITEM INSTRUCTIONS: Items with instructions outlined bel ow have the synmbol (*]
preceding the itemnunmber on the form

REFER TO | TEM 3, PAGE 1

Tel ephone Contact Nunber Time Since Entry
01 3 mont hs
02 6 nonths
03 18 months
04 24 nont hs

REFER TO | TEM 4 PAGE 1

If the clinic has been unable to locate or determne the whereabouts of the patient after
attenpting to contact the patient's next of kin, referring or private physician, or the
patient's enployer and has exhausted all available resources, the clinic nay request that
the Coordinating Center assist in locating the patient. If the clinic requests the ser-
vices of the Coordinating Center, Item4 (®)should be answered YES.

N




TIMI PHASE |L

THROMBOLYSIS IN MYOCARDIAL

TIMT 11 Fon 13
Rev 0 03/03/86

TELEPHONE CONTACT FORM

TYPE Py

(. ca,ﬁe/)

PART |: Visit Identification

1. Patient"s NAME CODE:

2. Date of contact:.
Garseu (cale )
“Wonth . " DPay Year

{#] 3. Telephone Contact Number —=

[®] 4, Were you able to locate oOr
determine the whereabouts locATe # L{

of the patient? == (1) ( 2)
Yes No

It YE8, skip to item 5.
't xo, answer ® and ]

@ Did you ® ttmpt to econe
tact any of the following
sources?

Not
Applia-
Yes No cable
1. Patilent wewmem= (1) (2)(3)

2. Patient's next
ot Kin

(12X

3. Reference listed
in Patient Ine
formation Sheet
as likely to
know patient's
wheresbout s —= (1) (2) ( 3)

4, Referring O
private phy-
SiCiaN eewmwees (1) (2) (3)

5. Patient's
employer -- ( ) ()Y ()

INFARCTION 2 Pages
Clinic No. s H |

L. P gboi b bl
Form Type ' o bt i |

4, (Continued)

Do you wish the
Coordinating Center

stafft0® Srist in C@f‘({

loeating the pa=

tient? (1) (2)
Yes No
ALIVEFU

S. Is the patient alive?=(1)(2)(3)
Yes No unknown

If N0, do NOT complete this form.
Complete a Neath Notification Form
snd Cause of Death Form, instead.

6. VYere you sble to contact

the patient? ——— (1) (2) (3)
ves NO Not
Appli-
cable
ID No. - R

Form Type




TIMI 11 Form 13
Rev 003/03/86
Page 2 of 2

part 1I: Health Status

THE FOLLOWING QUESTIONS REFER TO THE TIME INTERVAL SINCE THE LAST SCHEDULED TIMI CONTACT
(FOLLOWaUP VISIT, MISSED VISIT, OR TELEPHONE CONTACT).

7. Has the patient been sdmitted to a hospital since the last TIMT contact
(do not include the qualifying TIMI episode)? vy 2y (3)

Yes N 0 finknown

If YES, answer A @ completes Subsequent Hoepiteliretlon Form
(TIMI Form 13) o coh admission,

@ Number of sdmissions to t he hospital:

8. Has the petient been seriously 111 (but not admitted to a hoepitrl
for this 11lness) sinece the |est TIMI contact (do met include t he
qualifying TIMI episode)?

vy (29 (3)
Yes %o Unknown

Ir XES, . neuer@end@.

If MO or UNKMOWN, skip toitem O.

@ How long was patient ill?

- - _ days

08 Wastnis iliness ¢ myooerdiel infaretion Or Other heart disesse? —— (1) (2) ( 3
Yes HoO !nknown

If YES, complete e Myocardial Infarction Event Form (TIMI Form 23),
If N9, answer @ .

@ Name the patient'’s illness:

PART 11I: Administrative Matters

9. what is the main_source of the information reported, in Items 7 and 82
(Check one source for each item.)

PT = Patient
SPS = Patient's spouse/significant other
KIN = Patient's next of kin other than spouse
MD = Referring or patient’s private physician
NP = Patient’s employer
He = Hospital chart
QTHER = Other
PT sPS KIN MD empHC  OTHER
A. Item 7 1) (2) (3) (4 (3) (6) (7))
B. Item 8 (v) (2) (3) (a) (5) (6) (1)

10. Researenr Nurse/Coordinator:

Signsture 1D No. HE
Form T& ! T

TM Staff NO: ——




Rev 003/03/86

TIM1 PHASE I

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 14
SUBSEQUENT HOSPITALIZATION FORM

GENERAL INSTRUCTIONS

Complete this form for each admission to the hospital. This form should be submitted to 1
the Coordinating Center as soon as possible.

The clinic number, the patient's ID No., and Form Type should appear in the box in the
upper right-hand corner of the first page. For Form Type enter the event sequence number
from the patient’s Appointment Schedule. The patient's ID No. and Form Type should also
appear in the box in the lower right-hand corner of all pages.

Please use black ink to complete this form. For items which cannot be answered by a
check mark (v), PRINT clearly all responses in the spaces provided. A completed copy
of this form should be retained for your files.

ITEM INSTRUCTIONS: Items with instructions outlined below have the symbol [*#]
preceding the item number on the form.

REFER TO ITEM 10. PAGE 2

All documents submitted to the Coordfnating Center in conjunction with this form should
be masked and identifiers removed.

A Hospital Discharge summary and/or a narrative summary, which is less than one double-
spaced page in length describing pertinent clinical features, assessment, and therapy
for this admission should accompany this form for all hospitalizations which do not re-
quire completion of an additional form. If an additional event form (myocardial infarc-
tion, cardiac catheterization, PTCA, cardiovascular surgery) is required, attach the
hospital discharge summary to that form.




TIMI PHASE 11 TIMI Il Fon 14

Rev 0 03/03/86

THROMBOLYSIS IN MYOCARDIAL INFARCTION 2 Pages
SUBSEQUENT HOSPITALIZATION FORM

Foamid_|. .5 (C&D

PART |: Visit |dcntlflcation

1. Patient 's NAME CODE:

2. Dates of hospitollzatlon:
, HOSLOAT  sTKDAY
A. Admitted : cHE DAY

Month Day Year

B. Discharged or died:

3. Name and address of hospital:

Hospital :

Address :

4. Diagnosis:

A. Admission:

B. Discharge:

. ]
Clinic No. 'Hh
1 \ [ i [ [
DNo. 1 LW o, H
| i (] : Il 1 |
) ] 1 b i
ORIV i H Py

HosPoAYl...5 CRQ(‘/- |f Follow=up, Missed Visit
pfra_rwﬂ\l _S*Ail.., 5

5. The hospltallzatton was or will
be reported on: (check one)
Follow-up Visit Form (1)
Missed Visit FOIM ———(2)
Telephone Contact FOrM eweemsees (3 )
Cause of Death Form (4)

r Teleew
phone Contact Form answer(b .

Q) Visit or Contact NO. e

6. Is this hospitalization
elective? (Y'Y (2)
Yes No

PART 11: Physician Assessment

7. Is the cause for this hos- CHDSC/[CQ’%

italization cardiovascular?- (1) (2)
P s o CREASL

If YES, answer iten@.

If NO, skip to item 9.

@ What was the cardiovascular
reason for this hospitali=
zation? (answer each item)

Defi= Sus=
nite No peot
A MI (1y (2) GHARHMT L.

If DEFINITE or SUSPECT complete a
Myocardial Infarctlon Event Form
(TIMI Form 23).

B. Angina pectoris == (i) (2 ) (3 ) RH ﬁNﬁ'l,

4
Cc. Congestive heart Br(CHF P
failure ———— 1) (23 ) CCHH cale

ID No.

Form Type




8

(Continued) 9. What was the noncardio=
vascular reason for
Defi- Sus~ this hospitalization?
nite No peet R Hn—(&RLnﬁ (answer each item)
D.  Arrhythmia eeeeeee— (1) (2) (3 )RCQA%%M Yes No
ATk L &
E. Stroke () 2y (ETA (ke A. Gastrointestinal e—ee— (1) ()
F. Cardiovaaoular B. Renal €1y (2)
procedure Y (2) C. Hematopoetic — M —0 (1) (2)
D. Hcprtobiliary (1) (2)
If DEFINITE answer @ to @ . E. NcurologiC ————— (1) (2)
i F. Pulmonary (1) (2
F1) Coronary angio- 5 G. Musouloakclctal wemmee—e— (1) (2 )
graphy ——————ee (Y'; (Nz ) Ru CATHI-- H. Genitoeurinary mmmee (1) (2)
e o *
|.  Malignancy (1) (2)
J. Elcotive SUrgery —ememeee (1) (2)
If YES, complete a Cardiac
Catheterization Form (TIMI K. Other RS
Form 7C). Specify
@ preA (1) (2) RepreAl..s PART Ill: Administrative Matters
Yes No
(#110. Is the required Hospital
Discharge Summary and/or
If YES, complete a PTCA Form Narrative Summary being
(TIMI Form 06), submitted? (1) (2 )
Yes No
@ CABG ———— (1) (2 ) RHCROG]...5
Yes No 11. Research Nurse/Coordinator:
Signature
Ir YES, complete Cardiac Sure
gery Form (TIMI Form 25). TIMI Staff NO! —— _ - - -
@P&mmam pace-
maker implan-
tation (1) (2) RHPP)... 5 FOR COORDINATING CENTER USE ONLY
Yes No
; 12. Documents received:
@ Other cardiac )
SUIMgery ememee— (1) (2) RHOSORL' 5 A. Hospital discharge
Yes No summary and/or
Narrative summary == (1)(2)
Specify: Yes No
Dcf {w Sus-
) nite No pect
c. Other (specify) == (1) (2 (3 )p\HOTH_L_._é

TIMI If Form 14
Rev 003/03/86
Page 2 of 2

S o

ID No.

—]

Form Type




Rev 0 03/03/88

TIMI PHASE Il

INSTRUCTIONS FOR COMPLETING-
TIHI FORM 15
DEATH NOTI FI CATI ON FORM

GENERAL | NSTRUCTI ONS

This form should be completed and returned to the Coordinating Center within 48 hours
after notification of the patient’s death. Within 30 days after notification of death,
the Cause of Death Form should also be completed.

The elinic number and the patient’s ldentification number should appear In the box in the

upper right-hand corner of the first page, as well as In the lower right<hand corner of
both pages.

Please use black Ink to complete this form. For Items which cannot be answered by a check
mark (), PRINT clearly all responses In the spaces provided. Do not use abbreviations
unless absolutely necessary, and then use only widely recognized abbreviations. A com-
pleted copy of this form should be retained for your files.

| TEM INSTRUCTIONS:  Items with Instructions outlined below have the symbol [#}
preceding the Item number on the form.

REFER TO ITEM 4, PAGE 1

Answer NO If the patient died while sleeping and there is no Indication of the cause of
death.




TIMI PHASE II

THROMEOLYSIS IN MYQCARDIAL INFARCTION
DEATH NOTIFICATION FORM

PART |: Desath Informatjion

1.

2.

Patient's MAME CODE (See Patient
Information Sheet):

Date this form completed:

“Month  ~ Day

TIMI Il Form 15
Rev 0 03/03/86

2 pages

Cinic
] ] + ] t ‘i
o® T TR T ]
FormType ' p i y ot 1| -
3. Date of death:
“Month  ~ Day Year
—_—— (®] 4. 18 there any preliminary
information available on
thecause O desth? (1) (2)
Yes No

~Year

If YES, answer Items

If NO, skip to Item 7.

@ What was the tentative underlying

(basic) cause O death? (Check
only one.)

G (Continued)

FlechruSe. .

A. Atherosclerotic Cardiovascular

Disease

Qualifying myocardial
{iafarction

New ayocardial infarce
tion, confirmed OFr
suspected

(o1)

Sudden coronary desth -
arrhytimia suspected
(less than one hour

(o2)

C.

ha onset of SymPptOmS) == (03)

Congestive heart
fatlure, without
new infarct

Confirmed cardiac
arrhythata, without
new infarct

Peri-operative cardioe-
vascular surgical death
(catherization, angio-
graphy, peripheral

vascular surgery, PTCA,
ets., 38 well 88 heart
surgery)

(o04)

(03)

(06)

Stroke

Non-cardiac, non-ceree
bral, atherosclerotic

arterial disease c——cwuema (08)

(07)

Non=atherosclerotic
Cardiovascular Disease

Pulmonary emboliss

Non-atherosclerotie heart
disease (cardioamyopathy,
ayocarditis, valvular
disease, rheumstic heart
disesse, bacterial endo=

carditis, ©

O her

Unimown

tQlJ

(09)

(10)

Neoplastic df

Al other diseases
(pulmonary, infectious,

hepatic, G,

metadolic, estc.)

rensl,

Non=cardiovascular sure
gically related death
(abdominal, orthopedic,

ets.)

Homicide, suicide,

accident

ID No.

a

(11)

(12)

(13

(14)
(13)




Indicate t he sowrces Of informtion

which were available and provided
the basis for the diagnosis given
in Item 5?7 (Answer each item.)

A.

Yea
Hospital narrative
sumEary (1)
Autqﬁy report (1)
Ennt ECGs (1)
Death certificate (1)

Other (specify below) —we (1)

No
(2)
(2)
(2)
(2)
(2)

TIMI || Form 15

Rev 0 03/03/R6
Page 2 of 2

PART II: Administrative Matters

Researen Nurse/Coordinator:

Signature

TIMI Staff No: e=—= =

IID No.




Rev 0 03/03/¢
TIM1 PHASE Il

INSTRUCTIONS FOR COVPLETI NG
TIML FORM 16
CAUSE OF DEATH FORM

GENERAL INSTRUCTIONS

This form should be completed and forwarded to the Coordinating Center when the death
certificate and autopsy report become available. If these are not available within 30

days of notification of the patient’s death, this form should be submitted without these
documents.

Please review carefully all of the data available regarding this death, that is, hospital
records, autopsy report, death certificate, terminal ECGs, etc. Note that the underlying
(or basic) cause of death should be gi ven and if the death was attributed to cardio-
vascul ar disease the inmediate (or final step in the disease process) cause of deah
should be given. Copies of any documentation should be forwarded along with this form
to the Coordinating Center.

The clinic number and the patient’s Identification number should appear in the box in
the upper right-hand corner of the first page. The patient’'s ID No. should also
appear in the box in the lower right-hand corner of all other pages.

Please use black Ink to complete this form. For itens which cannot be answered by a
check mark ( », PRINT clearly all responses in the spaces provided. Do not use
abbreviations unless absolutely necessary, and then use only widely recognized abbre-
viations. A completed copy of this form should be retained for your files.

ITEM INSTRUCTIONS: Items with instructions outlined below have the symbol [*]
preceding the item number on the form.

REFER TO ITEM 6, PAGE 2

More than one item may be checked, but an explanation should be contained in the
Physician’s Summary.

REFER TO ITEM 64, PAGE 2

Sudden unexpected or unobserved death does not usally apply to hospitalized patients.

REFER TO ITEM 8, PAGE 3

This list Includes only the most frequent immediate cause of death relating to coronary
heart disease. More than one item may be checked, but an explanation should be contained
in the Physician’s Summary.

_ (OVER)



TIMI PHASE || TIMI || Form 16

Rev 0 03/03/86

THROMBOLYSIS INMYOCARDIAL INFARCTION 5 Pages
CAUSE OF DEATH FORM

PART |: rdentifying | nfornation

2'

Patient’'s NAME CODE (See Patient
Informat ion Sheet) @

Date thisform conpl eted:

“Montn Day Year
Date of death:
Month Day Year

Hast he Death Notification

Form (Form15) been

submitted? = (Y ()
Yes No

If NO, complete and forward a Death
Notification Form to the Coordinating
Center.

Clinic No. ; : ot I

ID No. 5 3 s : E E "'1
! ! H ! H !

FormType ' c ' p o' 1|

PART TT: cCause of Death

5. Whet was the underiying (basic)
cause of death? (Cheek only
one.)

A. Atherosol erotlc Cardiovascular
Nisease (1)

If cheoked, skip to Item 6.

B. Noneatherosclerotic Cardiovase
cular Disease (2)

If cheoked, skip to Ttem 7.

C. Nonecardiovascular Disease ewew (3 )

Ilf checked, skip to Item7, l

D. Unknown (a)

If checked, skip to Item 7.‘

ID No. l 1 : : ' 1 1 .ﬁ:




(#] 6. which atherosclerotic cardiovascular
disease(s) was the underlying (basic)
cause of death?

(*1a,

Atherosclerotic coronary

heart disease with recent

or acute cardiaec event (e.g.,
myooardlal infarction, acute
coronary insufficiency, sude

den unexpected or unobserved

death) (1)

lIf checked, answer and @

@ Was this the quale
ifying myocardial
infarction =——— (1) (2)
Yes Ho

@ What was the chrone
ology of death?
(Check only one.)

a. Not a sudden
unexpected or
unobserved death eweees (1)

b. Sudden unexpected
death within 60
minutes of onset
of symptoms or
unobserved death
within 60 minutes
of being seen
alive without

symptoms (2)

e. Sudden unexpected
death between one
and 24 hours of
onset of symtoms ewwees (3)

d. Unobserved death
between one and
24 hours of being
seen alive with-

out symptoms (4)

e. Unobserved death
more than 24
hours of being
seen alive with-
out symptoms - - 5 )

TIMI Il Form 16
Rev 003/03/86
Page 2 of 5

(*] 6. (Continued)

E.

Atherosclerotic coronary

heart disease without

recent or acute cardiac

event (e.g., chronic cofe

gestive heart Failure) eeeeesss (1)

Cardiac arrhythmia,
without new infaret ——————— ()

Atherosclerotic coronary
heart disease resulting
in surgery for coronary
heart disease (£.0., =—————— (1)

Other (speeify below) weeeweses (1)

| 1D No.




7. Underlying illness causing death and other significant diagnoses.

medical nomenclature and avoid abbrcvlattons.

Diagnoses:
A. DIAGNOSES

(Primary) 1.

(Secondary) 2.
3.

&,

5
6.
7

a.

TIMIII Form 16
Rev 003/03/86

Page 3 of §

Use conventional

B, ICDe9 CODES

.-------------‘--0-0------‘---------------------.

-

(#*] a What was the immediate cause [*] a. (Continued)
of death?
. Pulmonary edema (1)
A. Cardiogenic shock = (t)
E. Ruptured myocardlum with
[(*]B, Cardiac dysrhythmia ——— () tanponade 1)
[*]F., Stroke (thromboemboliec or
If checked, answer (Bl) . l hemorrhagic (1)
G. Acute pulmonary thromboe
@ How was it diagnosed? embolism (1)
Documented by ECG H. Hemorrhage = (1)
or cardiac
monitor e (" I. Respiratory failure =—————————— (1)
Presumpt Ivmo J. Other « (1)
other cause found )
at autopsy 2) Specify:
Presumptiveeesautopsy
not done —— ( ))
K. Unknown (1)

C. Congestive heart failure eeees (1)

b |



TIMIIIForm 16
Rev 0 03/03/86

Page 4 of 5
PART fII: Hospitalization 12. Was the death
witnessed? () (2) ()
9. Since the last completed Y e s Vo 'I]nknown
study visit nas the patient
been hospitalized for any
reason not associated with 13. At the time of the onset
the terminal event? (1) (2) of the fatal event, the
Yes No patient uas: <(Answer
only one)
If YES, answer Item and complete At home (o1
g:::eg::nc Hospitalization Forms (TIMT At work, other
° than home (02 )
If NO, skip to Item 11. At a public place,
other than UOrk ——————————— (03 )
Wwhat were the reasons Hospitalized (o4 )
for hospitalization?
Unknown (o5 )
Yes No
A MI (1) (2 Other s )
S H
B. Acute coronary insufe pecify
ficiency 1)y (2)
If YES, to either A or B, come 14, At the time of the onset
plete Myocardial Infarction of the death event, the
Event Form (TIMI Form 23), patient wass (Answer only
one.)
C. Other 1y (2)y Asleep 1 )
Specify: Awake but sedentary eceeweeeeess (02)
Engaged in light physical
activity ©3)
PART IV: Circumstances of Death Engaged in heavy phys|caj
activity (04)
(*)11, Did the patient diein !Inknown (s )
a hospital (other than
qualifying TIMI hose
pitalization)? (1) (2)
Yes No
If YES, complete Subsequent Hospitalie
zation Form (TIMI Form 14).
E T "




PART V:

Resource Materials

15.

16.

(*17.

Wwere any of the following
sources Of information used
to help you arrive at the
concluatona stated above?

TIMI || Form i6
Rev 0 03/03/86
Page 5 of S

PART VI: Administrative Hatters

18. Research Nurse/Coordinator:

Signature

TIMI Staff NO: eww o

Yes No
A. History N 2)
8. Physical examination ewee ( 1) ( 2) 19. FOR COORDINATING CENTER USE ONLY
C. ECG(s) 1)y (2) Yea No
D. Blood test(s) wowwwwawese ( 1) ( 2) A. DeathCertificate wwwwwe (1 ) (2)
E. Chest X-ray — (1) (2) B. Autopsy Report ) (2)
F. Pulmonary scan 1y 2) C. ECG(s) — (1) (2)
G. Pulmonary angiography eee (1) (2) D. Final Hospital Summarye (1 ) (2)
H. Autopsy (1 (2) E. Physician’s Summary eeee (1) (2)
. Other —— (1) (2) F. Other (1) (2)
Specify: Specify
J. Lack of evidence of any
other cause of death wewe (1) (2)
Was an autopsy performed? e (Yx ) (Nz y fruTofsy
es [0]

Are the following resource
materials available and are
they being submitted

wit

this form?

All resources documenting this
must be submitted.

ient

Yes

Death certificate wwwese (1

Autopsy report @

ECG(s) (1

Final Hospital SUmmary = (1
Physiclan's SUMMAry wewee (1

Other (i

Specify:

)
)

No
(2)

(2)
(2
(2)
2 )
(2)

ID No. i i ii ; i ; -




TIMI PHASE ||

THROHBOLYSI S | N HYOCARDI AL | NFARCTI ON

TIMI || Form 17
Rev 3 07/08/88
Page 1 of 3

MORBIDI TY AND MORTALITY CLASSIFI CATI ON coMMITTeE DEATH CLASSI FI CATI ON FoRM
FULL HHCC REVIEW

Peam( calc)

PART |: Identifying Information

1. Patient's NAVE OODE

TIME (Cale

2. Date of death: DDAN S Calc
“Month— Pay Year

Mlitary time: . - cn

Hours Mnutes Unknown

PART II: Death Classification

3. Cassification decision (check

one):
Final (1)
Pendi ng )
[f FINAL, continue W th item 4.
[f PENDING skip to Item 12.
4. Yas this death observed? ew— ( 1) ( 2)
Yes No
5. Interval to death from the
onset of agonal synptoms (for
observed deaths) or from the
last time the deceased Was
seen alive (for unobserved
deaths):
(1 hour (1)
> 1 hour but ¢ 24 hours (2)
> 24 hours (3

Clinic No. ; ; H l
R T O O
FomType 'p im ! 0 i1 |
6. Conplications.
A nid this death occur as the result
of natural causes or as a result of
treatnent conplications (check one)?
Natural causes (1y DComP
Conpl i cati ons (2)
[f COVPLICATIONS, continue with
itens 6B6E.
[f NATURAL CcAusEs, skip to item 7.
B, \Was this death caused
by henorrhage? 1) (z)'DH-EM ORR
Yes No  HEMDERNTE
If YES, continue with item 6B1-6B5.
If %, skip to item 6C
|
I's this henorrhagic death
atttibutable tO:
Yes No
1. M-PA — (1) (2)
2. Heparin 1y (2)
3. Antiplatelet agents - (1)(2)
4, Oal anticoagulants « {t1)(2)
5  Qher TINI [I
therapi @S =———— (1 ) (2)
Specify,
c. Did this death occur as
a consequence of PTCA? — (1) (2) DPTCH
Yes No
If ¥ES, provide date of PTCA
assoclated with death.
“Mnth - T vay T Year
ID No. ; 3 % : ; ; i




6.

7.

8.

TIMI Il Form 17
Rev 3 07/08/88

Page 2 of 3
(Continued ) 8. (Continued)
Tes No B. (Continued)

D. Did this death occur as

a consequence of Coron- 1. TheG”faItaII ?cutet_myo-

ary Artery Bypass Graft cardlal Infarction

{ CABG) Surgery? e (1) ( 2) "DCA%G was 2 ‘L
E. Was this death caused by The TIM1 Quali- qum

complications other than fylng myocardial

Infarctlon ———m—m—m—m. (1)

thow of PTCA, CABG sur-
gery, or hemorrhage? eee= (1) { 2) bOTHGjl
A recurrent myo=
Speaify compllcattons cardlal infarction eeewes {2)
(e.g., catheter induced
aortlc disseetion, drug Unknown (3)

eaction, etc.
r n, ) 2. When did the myocardlal EVITIME

infarction occur?

Before any procedures == (1)

After any procedureS wee= (2)
No procedures performed «(3)

C. The fatal cardiac disease
was: (Check all that apply)

(1, DPMP FAIL

Pump failure

Did this patient die of UP
cardiovascular disease? === (1) ( 2) DQMB Ventricular ruUptUre e (1) DVQMTR'
Yes No
Arrhythmia () bkﬂ-&m
Other (1) DOTHCAR-
If YES, continue with item 8.
Speeif
1 NO, skip to item 10. pectivy
Cardiovascular disease deaths.
1 1
A. Did this patient die of Skip item 11,
cardiac disease? ememmme— ( @) ( ;) DCARD! AT Lo
Yea No
9. Nonecardiac, cardiovascular deaths.
If YES, continue with {tem 8B, A. In which vascular bed
was the fatal event
If NO, skip to item 9. (check one)?
. Cerebral (1)
B, Did thls patient die Peripheral (2)
of acute myocardlal
infaretion? ——————— (1) (2) B. Specify the fatal cardio=
Yes No vascular event (e.g.,
O esentric embolism with
Infarction, rupture of an
If YES, continue with items aneurysm In the Circle of
8Bl and 8B2. willis)

If NO, skip to Item 8C.

Skip to item1l,

H | .o ]
]

ID No.




1.

11.

Other causes.

Did this patient die

of a cause other than

cardiovascular disease

or treatment compli-

cations? 1)
Yes

Summary.

A.

E.

Immediate Cause of Death (e.g.,
anoxlc brain in jury, asystole,
ventricular fibrillation,
cardiogenic shock, . ..}t

 2)
No

Due to. or as a consequence of

(e.g., acute myocardlal infarct ion,

chronic coronary artery disease,

gastrointestinal hemorrhage, pul-

monary embolism, . ,.)2

Due to, or as a consequence of
(e.8., peptic ulcer disease.
bronchogenic carcinoma, mitral
stenosis, . . . ):

Other significant conditlions
(e.g8., chronic obstructive pul-
monary disease, Parklnson's
dlsease, polycystic Kkidney
disease, . ..) :

Rationale for death classification:

Did the Information pro-
vided to classify this
case unblind treatment

assignment? —— (1) (2)

- - Yes

Reason(s) this event came to the

full committees

No

TIMI 11 Form 17
Rev3 07/08/88
Page 3 of 3

12. Additional information required to
complete classification:

Yes No
A Death certificate ---- (1) (2)
B, Discharge summary -- (1) (2)
¢. Full autopsy report --- (1) (2) (3)
Not
Available
D, Narrative letter -- (1) (2)
F.  Other - 1)y (2)
Specify other informa-
tion required (e.g.,
TIMI forms, operation
reports, microscopic
pathology)
PART Ill: Administrative Matters
13. MMCC Chairman’s signature:
14. Date form completed:
" Month ) Day_ Year

CC USE ONLY

15. Icm Code: --_ _ - - ‘ -

16. Basis for Form 17 Status:

DI CDCODE

Skip to item 13.

Full mMce - )

Two reviewers congruent -- (2)
[] ] 1 [} [3 ] ]

ID No. oA oo T
H 1 1 il ] 1] ]




Rev 0 03r14/86

TIML PHASE |1
I NSTRUCTI ONS  FOR COMPLETI NG

TIML FORM 19
LABORATORY DATA FORM

GENERAL | NSTRUCTI ONS

Tiiis form should be conpleted for all randomized patients. This formis conpleted to
document the CK and henmtol ogi ¢ neasurenments, and medications taken from baseline until
hospital discharge. Entries should be made daily.

Tais formsnoul d be submitted to the Coordinating Center in conjunction with the Hospital
Di scharge Form

Tne patient's identification nunber snould appear in the box in the upper right-hand cor-
ner of the first page, as well as in the |ower right-hand corner of all pages. The clinic
nunber snoul d appear in the upper rigat-nana corner of the first page.

Pl ease use black ink to conplete this form For itens which cannot be answered by a check
mark (A, PRINT clearly all responses in the spaces provided. Do not use abbreviations
unl ess absolutely necessary, and then use only widely recognized abbreviations. A com
pleted copy of this form should be retained for your files.

I TEM I NSTRUCTIONS: Itenms with instructions outlined bel ow have the symbol [*¥]
preceding the item nunber of the form

REFER TO PART |11 ITEMS 4 THROUGH 15, PAGES 2 THROJJCH 7

The APTT "upper Limit Normal" refers to the control value against which the patient's
APTTs are to be conpared. The "Hospital's Highest" refers to the nunber of seconds after
which the hematol ogy |aboratory stops timng the APTT. Record APTT in whole nunbers (i.e.,
..o 042, 043, 044, . ..) of seconds. Do not record decimal points for APTT.

Start with calendar Day 1, the day thronbolytic therapy was initiated. Day 1 will usually
not cover 24 hours of treatment as therapy usually will have begun after 00:00. Subsequent
cal endar days will cover 24 hours of therapy each day until the day of the event which will
not cover 24 hours of treatnent as events willusually not occur at 23:59,

Enter zeofor any medication not taken ,

Once a day's laboratory data have been conpletely reported, |eave the remaining lines for
that day blank. Attach additional pages if necessary.




TIMI PHASE |1

THROMBOLYSIS | N MYOCARDIAL | NFARCTI ON
LABORATORY DATA FORM

TIMI || Form 19
Rev 0 03/14/86
7 Page8

Ciinic No. ; 1; ;L
ID No. R oo L
Form Type fl L g Di 0 e 1 ' I
PART |: Identification ‘ ' ' l
1. Patient's NAME CODE:
2. Date formstarted:
ot TDay " Year
PART 11: CK Measurenents
vrcK
. Upper linit of normml __ _ IU/L
Not Date
First ot Protocol Time  Done Montn Day Year Mlitary Time Total €K (TU/L)
Hour Peri od
a. Retreatment (1) E<TI_MOOO_ CKkT07000
b. 4 hrs. ) CK—:’:I_AIB O’-ﬁ T _227:5‘7—_207
c. 8 hrs. (1N —C-Z.T.’ﬁo_ﬁg——. I CkToTOOE
] 12 hrs. (n _CkTIMOlz T T T CpTaTo0/d
e. 16 hrs. (0 ::CETWEI_G—_ -—: :: ——a—;-—'?-:ﬂ—?b_/é
] 20 s (n _CETIMOAD — T T oy ToTon0
8. 24 firs. (1) fif@i&{:- —— e ___c._k:;:?.f_o. 8_4
PourPeri od
. 6 hs. (1y _CkT/Mo3o OKTOTO3D
L 12 hrs. (1) —(_;L(_Z'/_I\i?_f(_a—— ——t CKIO_Z:O_;Bé
3. 18 hrs. (1 &/‘-T:/M 0 42‘ CK7_O7—0¢9\
D aw o CEDESRT T T 7T Crromew
L Day 3 (1) :_a_i’-./'iol'g.’____ e CkToT072
m Day 4 (1) CLT/MoG6 o709
a. Day 5 Gy CETIMIZoT T T T T TeEToT]Z0
0. Day 6 1) —szm-/_z/f—— ‘—CZFWT?;‘—‘}L
oy 7 h CETIMTGE . Ceroried
o Oay (h CERTIMIZE _  CETI7R
f. Day 9 (1 _CKETIM2/6 . QKkTOT /6
s. Day 10 (1) :&ETZ{ Z*.D_____ .+ Ckrera40
ECE N




Page 2 Of 7
PART IlI: Hematologic Measurements and Medication
4. Hospital limits.
A. APTT (seconds): Upper Limit Normal .
a. APTT (seconds): Hospital's Highest .
5. Pretreatment.
Not Done
A.  Hemoglobin: Y - __ gms/dl (1)
a. Hematocrit: . ___% ()
C. Platelet Count: ; ; ; _ thousands/mm3 (1)
6. First day, Date: __
Month Day Year €Irv Do i_
A.  Total Daily Heparin Dose (UUSP): = _&_:_ﬁ’_q_ E_oi IV (1) Subcu (1)
a. Total daily aspirin dose: -- —— _A__s_ﬂ _‘_q_b_e;,!n‘g
c. Total daily eoumadin dose: - -c-_o_u_‘q:bilmg
D. Total daily metoprolol dose (oral) _rp__eﬂw,;ig
E. Other beta-blocker (oral) ~—0¥ —— (1) (2) OBBDO.‘L
Yes No
If YES, answer @ and @
(&1)Name
G:\; Total daily dose:
1 2 3 4 5
Military Time APTT Not PT/econtrol  Not  Hemoglobin Not  Hematocrit Not  Platelet Count Not
Hours Minutes  (seconds) Done (seconds) Done (gms/dl)Done b4 Done  thousands/mm3 Done
e Gy /vy vy Yy ot
T (5L I AN & I RN O I SRS O b B _ - _ )
N vy ___ /vy e vy o o Gy _ - D)
P Gy ___ /(1) (1) () - - -a)
Jo o vy 7 vy .Gy vy _ _ 1)
Ko ot Gy /vy e vy ) _ _ _a)
N vy /vy e ) vy )
R vy /vy . (1) (G0 T (1)
ID No. ;: f T

TIMI Il Form 19
Rev 003/14/86




TIMI |l Form 19
Rev 003/14s86

Page 3 of 7
7. Second day. Date: o~ e vear I/ Doa\
A. Total Daily Heparin Dose (U USP): a== \_'LE_P_\ 4 b_gi IV (1)  Subeu (1)
B. Total daily aspirin dose: _’f_s_ﬁ(_q—_b_o_%g
C. Total dally coumadin dose t _c_e_“i_‘_qb_o_zﬁg
D. Total daily metoprolol dose (oral) _mE’T!‘?PﬁgL
E. Other beta-blocker (oral) =——————— (1) (2) O&BDOZ
Yes No
If YES, answer @ and @
@Name
@2 Total daily dose:
1 2 3 4 5
Military Time APTT Not PT/control  Not  Hemoglobin Not  Hematocrlt Not  Platelet Count Not
Hours Minutes  (seconds) Done (seconds) Done (gms/dl )Done 1 Done  thousands/mm3 Done
Fooo et QY vy Oy Yy
R SN O B4 1 RN & I SRR L
Ho o e ) O e Yy )
1 . N SN & b BSSUSU /A O b S b N & I SR G
J. . S U & b RSN AN  b S A NI & B I A
L P O b ISR AR 0 b R S BT S B SR G
L. . e Y YY) e Yy )
LN O b [N 0L R O b BT & I SRS
8. Third day. Date : : e :
Month Day Year :\/ DO 3
A. Total Daily Heparin Dose (UUSP)¢ —=m _&5_?_\3_-'32%_ IV ) Subcu (1)
B. Total daily aspirin dose: ﬁSL‘iDO_’smg
C. Total daily coumadin dose: —C_Q_U_l_q.b_‘)_%g
D. Total daily metoprolol dose (oral) -rnjloo?mg
E. Other beta-blocker (oral) =———— (1) (2) O 66[}05
Yes No
If YES, answer @ and @
@Name
@2 Total dally dose:
1 2 3 4 5
Military Time APTT Not PT/control Not Hemoglobin Not Hematocrlt Not  Platelet Count Not
Hours Minutes  (seconds ) Done (seconds) Done (gms/d1)Done ¢ Done thousands/mm3 tone
F. : 1)

(1)

N




10.

TIMI Il Form:
Rev 0 03714/t

Page 4 of 7
Fourth day. Date: . - - -
Month " Day Year TvD o}.‘.
A Total Daily Heparin DoSe (U USP): == &_Eﬁiib_e‘t_ IV (1) subeu (1)
B. Total daily aspirin dose: ———A_ﬁ_A_‘_q_?_Q_"f' mg
C Total dally coumadin dose: ———-—-CQLLI_QD_O_‘/&;
D. Total daily metoprolol dose (oral) _meT‘qPQg“
E Qher beta-blocker (0ral) em————(1) (2) OBB.DO""
Yes No
If YES, answer @ and @ l
@ Name
@ Total daily dose:
1 2 3 4 5
Military Tine APTT Not PT/control  Not Henoglobin Not  Hematocrit Not  Platelet Count Not
Hour s M nut es (seconds) Done (seconds) Done (gms/dl)Done b4 Done  thousands/a& Done
A S G b RN AN O I RS S 4 b RS G I (1,
Go — et Y 4D L (1Y) e 1) (1
Ho . - e Y Sy ey . (1) (1,
Fifth day. Dat e: b T e
y ear
A, Total Daily Heparin DoSe (U USP): e _H' E_P\CW_DC?S' R Iv (‘J?, SufcuS:l)
B. Total daily aspirin dose: =——— Ef’_‘q_,_b_o_i-mg
C. Total dally coumadin dose: _Qi)‘i_‘_q.bgng
D. Total daily metoprolol dose (oral) _T_ED 32%5‘
E. Qher beta-blocker (oral) =——————— (1) (2) OBBDOS—
Yes No
If fES, answer @ and @ .
@ Nane
@ Total daily dose:
1 2 3 4 ]
Mlitary Time APTT Not PT/control  Not  Henoglobin Not  Hemmtocrit Not  Platelet Count Not
Hour s Mnutes  (seconds) Done (seconds) Done (gms/d1)Done 1 Done thousands/ & Done
Foo S e WYY Yy ety vy )
6 e Y Yy e Yy LYy ()
Hoo. N LD (1) (1) o (") )

1D No. i




11.

12.

TIMI II Form 1
Rev 003/14/8

Page 5 of 7
Sixth day. Date : ____ - - —
Month Day Yea :EVDOQ
A. Total Dally Heparin DoSe (U USP)? e \‘\'EP\QDOQ IV (1) Subeu (1)
B. Total daily aspirin dose: _’A_'_Sfr_\_‘i_??_“’m
c. Total daily coumadin dose: COU!Q_ DO%g
D. Total daily metoprolol dose (oral) __[L)G'rlq D?’
E. Other beta-blocker (oral) 1y (2) OBBD@B
Yes No
If YES, answer @ and @ .
@ Name
@2 Total dally dose:
1 2 3 4 5
Military Time APTT Not PT/control  Not  Hemoglobin Not  Hematoerit Not  Platelet Count Not
Hours Minutes  (seconds) Done (seconds) Done (gms/d1)Done < Done  thousands/mm3 Done
R . 0 7 (1) 1y e YY)
C R cYy Sy . vy e vy )
e Y e (YY) e (1) 1)
Seventh day. Date: 'MonBth _D“B voa Iv
A. Total Daily Heparin DOSe (UUSP): —wm _“fﬂ‘_’_‘?f’j_ v (t)DoSu’Zou (1)
B. Total dally aspirin dose: A_'_S{\_LQ_EO"’ mg
c. Total daily coumadin dose: 2 =0\ u__l_qbeifmg
D. Total daily metoprolol dose (oral) = n‘ﬂeﬂq DO"Z
E. Other beta-blocker (oral) ——— (1) (2yOBBDO7
Yes No
If YES, answer @ and (g2
@Name
@ Total daily dose:
1 2 3 4 5
Military Time APTT Not PT/control  Not HemoglobinNot Hematoerit Not  Platelet Count Not
Hours Minutes  (seconds) Done (seconds) Done (gms/d1)Done < Cone thousands/ma3 Done
Fo o o Y e e Yy VA KL RS S U I € I S
(O I GL D I A «Qy ey ety )
H. : (R / vy . (1) ) a)

ID No. ' ' ™ ' 1 '




TIMI Il Form
Rev 0 037142
Page 6 of 7
13. Eighth day. Date: - -
Month Day Year I\/ bog
A. Total Daily Heparin Dose (UUSP):—-__HE_P_‘i_'D_eg__ Iv (1) Subcu (1)
B. Total daily aspirin dose: PL_S_A_‘QEOﬁ mg
c. Total dally coumadin dose: —.cau‘_q ,bigmg
D. Total daily metoprolol dose (oral) _QE_U‘LD_O,,,{
E. Other beta-blocker (oral) mmmme —— (1) () DBBDO?
Yes No
If YES, answer @ and @ .
@ Name
@2 Total daily dose:
L 2 3 i 5
Military Time APTT Not PT/control  Not Hemoglobin Not  Hematocrlt Not  Platelet Count Not
Hours Minutes  (seconds) Done (seconds) Done (gms/d1)Done ] Done thousands/am3 Done
Fooo _ oo N Oy A ey e vy ey )
G o e ———Y S VY VY e C1Y o 1)
H —_———YY YUy . vy ()
14. Ninth day. Date: - -
TWonth . T Day ~ T Yé&r T ,Doq
s, Total Dally Heparin Dose (uusp):— HEP1AD0OG IV (1) Subew (1)
B. Total dally aspirin dose: _E_S__Aﬁ_qq_j me
C. Total daily coumadin dose: _@ﬁ |»j mg
D. Total daily metoprolol dose (oral) —wbﬂng
n
E. Other beta-blocker (oral) = (1) (2 )OBBDO“‘,
Yes No
If YES, answer @ and @
@ Name
@ Total daily dose:
1 2 3 4 5
Military Time APTT Not PT/control  Not  Hemoglobin Not  Hematocrit Not  Platelet Count Not
Hours Minutes  (seconds) Done (seconds) Cone (gms/d1)Done b Done thousands/mm3 Done
NN R O BN & 1 R ¢ I SN € b R B
DU O I RS S 4 1 I 4 I IS € 0 I I |
H : (1) (1) (1) S S T R & B

ID No. ' ' In ' ' '




15.

TINI || Form 19
Rev 0 03714/86

Page 7 of 7
Tenth day. Date: . . - - - -
Mont h Day Year .IVD/O
A, Total Daily Heparin Dose (U USP): - _\'_\__Ef_fa_b_‘_o__ Iv (1) Subcu (1)
B. Total daily aspirin dose: —f\SA_(QD !C_ mg
c. Total daily coumadln doses _C;O_l)_I-C?:DL_Omg
D. Total dally netoprolol dose (ora) Jﬁ_gr_*q_-%?
E. Qher beta-blocker (oral) = (1) (2) OBBD)D
Yes No
If YES, answer @ and @.
@ Nane
@Total daily dose:
1 2 3 4 5
Mlitary Time APTT Not PT/control  Not  Hempglobin Not  Hematocrit MNot  Platelet Count Not
Hour s Mnutes  (seconds) Done (seconds) Done (gms/d1 )Done pd Done  thousands/& Done
Foa——r Yty ey ey 1)
N I 4 § B A O S I A B e YY)
. C N D G b R A O b IS B | (1) o

PART | V:  Administrative Matters

16.

17.

Addi tional pages are included for
the following neasurenents:

Yes No

A CK (ry 2

B. Hemat ol ogl ¢ and medication =(1)(2)

Research Nur se/ Coor di nat or:

Signature

TIMI Staff NO! wweees

ID No. ] [ it i i '

3
|




Rev 2 12/0n8/87

TIML PHASE |1

I NSTRUCTI ONS FOR COMPLETING
TMI FORM 23
MYOCARDI AL | NFARCTI ON' EVENT FORM

GENERAL | NSTRUCTI ONS

This form should be conpleted to document nyocardial infarction and/or coronary thronbosis
events occurring as conplications after the course of thronbolytic therapy for TIM pa-
tients and during followup. Include details of nonprotocol thrombolytic therapy in the
narrative. In addition, conplete this formif nonprotocol thronbolytic therapy was adm n-
istered any time during the initial hospitalization or followup. This formis conpleted
in addition to, not in place of a DER and a case report. This formis conpleted at the
Cinical Center. The original of this formis sent to the Coordinating Center as soon as
possi bl e upon occurrence of a nyocardial infarction and/or coronary thrombosis

The patient's identification nunber should appear in the box in the upper right-hand
corner of the first page, as well as in the lower right-hand corner of all pages.
The clinic nunber should appear in the upper right-hand corner of the first page

Pl ease use black Ink to conplete this form For itens which cannot be answered by a
check mark (), PRINT clearly all responses in the spaces provided. Do not use abbre-
viations unless absolutely necessary, and then use only wdely recognized abbrevia-
tions. A conpleted copy of this form should be retained for your files.

| TM INSTRUCTIONS:  Itens with instructions outlined bel ow have the synbol (*
preceding the item nunber of the form

REFER TO | TEM 7, PAGE 2

A) Narrative summary nust explicitly present this event with information, fromthe
attending physician. A general hospital discharge summary will not suffice.

B8) Include £cG(s) collected at the tinme of this event as well as imediately before,
and in the course of conval escence if available.




TIMI PHASE Il TIMI Il Form 23
Rev 2 12/08/87
THROMBOLYSIS INMYOCARDIAL INFARCTION 2 Pages
MYOCARDIAL INFARCTION EVENT FORM

Clinic No. 1 | = |
ID No. : i ! ' i '
' ! T i ] ] I
e —— —— ——————
e ol 1 |

CLiviemI (Cwﬁa

PART I: ldentifying Information 3. Evidence of myocardial infarc-
tion and/or coronary thrombosis:

1. Patient’'s NAME CODE: Yes No
A. Anglographic G ) (2)
mippT T ™ If YES lete Cardi
. . JtS, complete Cardiac Cath
2. Date event occurred: /Dﬁ7'6l 1201'&'/ Forms (TIMI Forms 7B and 7C) and
- ' send films to RGL,
; L _LDARED 2
Month Day Year F 023!919 ) /l/
Military time ——m __ __: B. Reappearance Of pain ——— (; t2)
C. FCG evidence Gy (2)
PART 1I: Pain D. CK evidence G (2)
E. Other enzymes elevated w— ———————————
4. Duration of pain: e—me ___ ___ ¢ _ Y G (2)
ours minutes
PART 11l: Enzyme Results
5. CK
1 2 3
Date Not Mot Not
Month Day Year Military Time Total CK None MA"Band None Total MB None
(a) _ N D S (1) —— 1) —_——
(b) e [ —— 1 - (1) —_——
(e) _ R (1) —- 1) —_———
(d) S o - - —_—— —— e D —_— (1) ——_ tn
(e} I R S —— e e —_—— (1) —_———
ry _ I I I (R —— () R R )
(g) _ e e~ —— e (1) _ _ (1) R R
(h) _ S — e () _ _ () . o)
1) . e - ___t___ S (1) oo o)
(3 . N —_— I SR 1 - - (1) G B



TIMI Il Form 23
Rev 212/08/87
Page 2 of 2

6. Other enzymes: Record highest value associated with this (suspected) myocardlal infarct lon.

Date Upper Limits of Speetify
Yes No Month Day Year Highest Value Lab Mormal Range Untits
A. SGOT Gy C L L L L .. ..
B. LDH Cy)y Cy o o o L = - - - - .
C. Other (speeify below) -3¢ _
7. Was nonprotocol thrombolytie therapy administered? 1) (2)
Yes No
l If YES, ansuer@throug@ . |
@ Name
@ Dosage
© route 1) IV C 2)
PART IV: Administrative Matters
(#) 8. Were any of the fo”owing tests FOR COORDINATING CENTER NSE ONLY

or documents completed In con-
junction with this event?

1n. Documents received:

Yes No
Narrative summary and event FCGs A. Narratlve summary e—— (1)( 2)
are required for all patients.
B. 4ngiography report -- (1)( 2)
Yes Yo rCG —_ (1) 2)
A. Required Narrative ¢ (s) ¢ (
Summary Cy) (3) n. Mher (Y (2)

B. Anglography report
(Required if angio=
graphy is performed)- (1) (2)

C. Required ECG(8) mmm——— (1) ( 2)

D. Lab reports of other
enzymes (Required if
other enzymes are
measured )

() ()

Specify

g9, Research Nurse/Coordinator:

Signature

TIMI Staff NO: ww= _ -



Rev 1 11/10/86

TIML PHASE 11

| NSTRUCTI ONS FOR COVPLETI NG
TIMI FORM 24
HEMORRHAG C EVENT FORM

GENERAL | NSTRUCTI ONS

This form should be conpleted to document henorrhagic events occurring as conplications in
the course of TIM therapy. In order to be of sufficient gravity to require conpletion of
this form these events should be associated with at |east one of the follow ng: reduction
in heparin dose; transfusion of blood cells: transfusion of clotting factors: transfusion
of platelets: treatment with drugs to reverse thronbolytic effects: treatment with drugs
to reverse anticoagul ant effects; intracranial hemorrhage: gastrointestinal henorrhage:

3 gn/dl reduction in henoglobin: or, other life-threatening henorrhagic event. This form
is conpleted in addition to, not in place of a DER and a case report. This formis com
pleted at the Clinical Center. The original of this formis sent to the Coordinating Cen-
ter as soon as possible upon occurrence of a henorrhagic event.

The patient's identification nunber should appear in the box in the upper right-hand cor-
ner of the first page, as well as in the lower right-hand corner of all pages. The clinic
nunber shoul d appear in the upper right-hand corner of the first page.

Pl ease use black ink to conplete this form For itens which cannot be answered by a check
mark (), PRINT zlearly all responses in the spaces provided. Do not use abbreviations
unl ess absol utely necessary, and then use only widely recognized abbreviations. A com
pleted copy of this form should be retained for your files.

| TEM INSTRUCTIONS: Itenms with instructions outlined bel ow have the symbol [#]
preceding the item number of the form

REFER TO | TEM 88, PAGE 1

Identify only one primary site by nunber code fromitem 8A

REFER TO I TEM 11, PAGE 1

Drugs conprising these specific categories are listed in the Manual of Operations, Chapter
13, Procedures for Conpleting Study Exam nations, Exhibit 13-2, Drug List.

REFER TO I TEM 15, PAGE 2

A narrative summary for this event is required.




TIMI PHASE 11

THROMBOLYSIS IN YYOCARDIAL INFARCTION

TIMI 11 Form 24
Rev 1 11/10/86
2 Pages

HEMORRHAGIC EVENT FORM

PART I: EventlIdentification

1. Patient’s NAME CODE:

2. Date hemorrhage first noted:

Month Day Year
Hilltary time: ceceeeeaes H
Hours Minutes

3. Was hepsrin either tempor-
arily or permanently di{s-
continued as part of
treatment for this event? ——ew (1) (2)

Yes No
4, Weight: - - - kg.
S. Height: —_— . cm,
6. Age: _ _ years
7. sex: o) (2)

Male Female
Part 1l: Circumstances and Treatment

[(#)8A, Site(x) of hemorrhage: Answer

each item

Yes No
1. Gastrointestinal m—— (1) (2)
2. Intracranial —————0o (1) (2)
3. Catheterization siteee—— (1) (2)
4. Other puncture site(s)=—(1} (2)
5. Genitourinary -——m0 ——— (1) (2)
6. Retroperitonesl == (1) (2)
7. Other. speCify m——— (1) (2)
8. Unknown (1) (2)

R, 1. Primary site

N

Speeify

L

Clinic No. '

v

ID No.

p

Form Type

€T
pe 4

9. Were any of there sites
Instrumented (e.g.. Foley
catheter, cystoscopy,
bronchoscopy, N=G tube,
eto.)? (1) (2)
Yes No

If YES, answer @ and @ .

If NO, skip to item 10,

@ Deseribe Instrumentation:

Instrument:

@ Date appl{ ed:

10. Number of Punctured vessels and
number of bleeding vessels:

Number
With Ma jor
Bleeding

Number
Punctured

Arteries e——— -

Veins

Explain fully in narrative.

(*111. In the week prior to

this event. the patient
received:
Yes NO

Aspirin @a) @»

Dipyridamole w=—————— () (2 )

Anticoagulants (other
then heparln) —— (1) (2

Platelet active agents
(other than aspirin and
dipyridamole) — (1) (2)

Explain fully in narrative.

ID No.

(322
|

o
-




TIMI Il Form 24
Rev 1 11/10/86

Page 2 of 2
12. Medicationsused to treat this PART Ill: _Administrative Matters
event (cheek all that apply):
A.  None «n {*]15.1s the required Narrative
Summary attachel? ———— (1) (2)
1
B. Protamine cn Yea No

C. Epsilon amino caproic acid e=—m= (1)

D. Other, specify v 16. Research Nurse/Coordinator:
Signature
13. Were blood products T™ Staff NO: wem = - - -
transfused to the WemtRaNSE -4
patient in the treat
ment of this event ? e { 1) ( 2)
Yea No FOR CC I!ISE ONLY
If YES, answer . 17. Narrative SUMMArY —wwseeees (1) (2)
— Yes No
If NO, skip to Part III.
@ Products, If YES, specify nume
ber of Units (answer each item)
Yea No
A, Whole blo0d ————( 1) ( 2) —_—1
8. Packed cellS m———— (1) ( 2) _ U
C. Platelets Cn 2y _u
D. Fresh frozen plasma Cn 2 _u
E. Cryoprecipitat® —wemmmee= ( 1) (2} U
F. Other ty . u
Speecify

If YES is answered for WHOLE BLOOD OF

PACRED CELLS, completé a Transfusion
Report Form (TIMI Form 26).

L

1D No. i

2




Rev 1 11/10/86

TIMI PHASE Il

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 25
CARDIAC SURGERY FORM

GENERAL INSTRUCTIONS

This form should be completed to document coronary artery by-pass graft surgery (CABG) per-
formed during the initial hospitalization or during the follow-up period.

The patient’s identification number should appear in the box In the upper right-hand corner
of the first page, as well as In the lower right-hand corner of all pages. The clinic
number should appear In the upper right-hand corner of the first page.

Please use black ink to complete this form. For items which cannot be answered by a check
mark (v), PRINT clearly all responses In the spaces provided. Do not use abbreviations
unless absolutely necessary, and then use only widely recognized abbreviations. A com-
pleted copy of this form should be retained for your files.

ITEM INSTRUCTIONS: Items with instructions outlined below have the symbol [*]
preceding the Item number of the form.

REFER TO ITEM 5B, PAGE 2

Anginal symptoms are divided Into four categories of severity according to criteria
established by the Canadian Cardiovascular Society.

Class 0: No angina

Class |I: “Ordinary physical activity does not cause . . . angina, such as walking and

climbing stairs. Angina with strenuous or rapid or prolonged exertion at
work or recreation.”

Class Il: “Slight limitation of ordinary activity. Walking or climbing stairs rapidly,
walking uphill, walking or stair climbing after meals, or in cold, or in wind,
or under emotional stress or only during the few hours after awakening.
Walking more than two blocks on the level and climbing more than one flight
of ordfnary stairs at a normal pace and In normal conditions.”

Class Ill: “Marked limitation of ordinary physical activity. Walking one to two blocks
on the level and ‘climbing one flight of stairs in normal conditions and at
normal pace. "

Class IV: “Inability to carry on any physical activity without discomfort -- anginal
syndrome may be present at rest.”

REFER TO ITEM 12 PAGE 3

., operations report is required.




TIMI PHASE I ™M 11 Form 25
Rev 1 11/10/86
THROMBOLYSIS | N myocaroTaL | NFARCTI ON 3 Pages
CARDIAC SURGERY FORM

i ' [
Clinic No. ! i '
ID No. oo
\ Form Type | ¢ i s | o
foamas (caﬂbv
PART I: FEvent Identification 3. (Continued)
. B, Caleium chsnnel
1. Patient’s NAME CODE: blockers! ————— (1) (2)

Yes NO

2. Date snd time of surgery:

SORGT IME \SOAET I M (Can,)

If YES, ansver through @ .
3c.

If NO, skip to

" Month Day Year
Medi H
M{1{tary times eemmem _ e @ cation
Hours Minutes
PART 11: Procedure Notes @ Total da”y dose:
- - - . mgs
3, Medical Ither'npy prior tO @ Vere undesirableside
Surgery: effects present at
A.  Beta=blockers: = (1) ( 2) the maximum dose? .-(YL: (Nf))
Yes No
C. Nitrates and vasodi-
Irtors: (1) (2)
If s, ansver() through() . Per o

If NO skip to 3R

If YES, answer @ through @ .

@ Medication: If NO, skip to 4.

@ Total daily dose:

Medication:

Total dally dose:
@ Wer € undesirable side y

effects present at
the maximum dose? ==={(1) ( 2)
Yes No

- - - - Mgs

Wer e undesirable side

effects present at

the maximum dose? === (1)(2)
Yes No

@ o o

ID No.

3




“.

S.

Was surgery an emergency or
an elective procedure?

Emergency

Elective

If EMERGENCY, answoO\ . |

What was the indication
for the procedure?

Episodic rest or prolonged
angina without definite
ECG changes

Episodie IeSt orprolonged
angina with ECG changes
including ST depression

2 .1m¥, T wave inversion,
pseudonormalization Of

T waves Or transtent Nw

1)
(2)

)

St elevation > .1mV eeese—e (2)

Persistent chest pain
and new sustained ST
elevation > .1mVsug-

gestive of retnfarction =—— ( 3)

Other (speeify) (4)
Angina status prior to surgery:
ANGSTHT
A. Certatinity of diag-
nosis (cheek one):
Definite angina 1)
Probable angina (2)
Probably not angina —w—eeee(3)
No angina (4)

through @ .

If PROBABLY NOT OR NO, skip to
item 6, -

If DEFINITE or PROBABRLE, answer

[' Canadian Heart Class;

0

I

11
A%

(Qf\))GCLAQS
(1)
(2)

(3)
(4)

G

6. Exercise test dONE. wweweeam (1) (2) £
Yes No F;gﬁx K

TIMI Il Form 25
Rev 1 11/10/86
Page 2 of 3

SORGAEAL 5 (Continued)

Episodie rest or
prolonged pain?

Precipitating factors
(cheek all that apply):

1) Exertion
2) Emotion
3) Meals
4) Cold weather ——eeecaane.
5) Intercourse
6) Sleep
7) Rest

W T P
R L
Nl N Nt ot

It YES, answer @ through @ .

If N0, skip to 7.

®
®

®

Maximum pulse rate: FA5PULSE

Maximum blood pressure (mm Hg):
1, Systolie

2. Diastolic eee——
Exercise machine (check
one):

Treadmill
Upright bicycle
Supine blcyole
Other, specify

FA5PRESS

o~ —~ o~
-~ w N

_ beats/min

~— s

— (1) )HN&PﬁN\/

ID No. ' : id H b

"




7.

10.

11.

Was coronary angiography o

performed for this sur- FanCA “"

gery? (1) (D
Ye8 No

TIMI || Form 25
Rev 1 11/10/86

Pageof

PARTI | |: Administrative Matters

[*012, |s the required operation

report encl osed? (1) (2)
Yes No
If YES, complete 8 Cardiac Catheteri-
zatfon Form (TIMI Form 70). 13. Research Nurse/Coordinator:
Signature
Arteries grafted:
TIMI Staff NO? wem = _ _ -
Yes NO
L] ‘ z
A. LAD (1 )}LHOGMPT
B. Diagonal (LRI O} 14, FOR COORDINATING CENTER USE ONLY
1 2 -
C. Cilrcumflex (1) V)OXGN’\"\
D. Obtuse marginal eceemmmme= (1) ( 2)) Documents recetived:
— CAGRATT
RCA or RPDA (1) (2)echG nc s Mo
1 T
LMca C1Y € 2meohn Operation Report (1) (2)

Conduits used (cheek all
that apply):

A. Saphenousvein( s) ¢ yCon psaf
8, Left i{nternsl mammary

artery (N poLIM
C. Right internal mammary

artery (1) condRTM
D . Qher (1Y CondoTH

Specify
Did ny of the follow ng
complications occur within
21 hours after Surgery?

Yes No

A Desth Cry (2) FC}SO‘LWW

B. Nonfatal MI

If YES, complete the appropriate event
form,

Did the patient receive
8 transfusion X either
whol e bl ood or packed

(v 2y 336MT

cel | s? Gy (2 FASTRANS
No

Yes

If YES, complete a Transfusion
Report Form (TIMI Form 26).

ID No.

)




Rev 0 11/10/86

TIM1 PHASE I

INSTRUCTIONS FOR COMPLETING
TIMI FORM 26
TRANSFUSION REPORT FORM

GENERAL INSTRUCTIONS

This form should be completed to document transfusion of either whole blood or packed red

blood cells at any time during the course of the TIMI hospitalization. Complete only one
form per patient.

The patient’s identification number should appear in the box in the upper right-hand cor=-
ner of the first page, as well as In the lower right-hand corner of all pages. The clinic
number should appear in the upper right-hand corner of the first page.

Please use black ink to complete this form. For items which cannot be answered by a check
mark (,), PRINT clearly all responses In the spaces provided. Do not use abbreviations
unless absolutely necessary, and then use only widely recognized abbreviations. A com-
pleted copy of this form should be retained for your files.

ITEM INSTRUCTIONS: Items with Instructions outlined below have the symbol [*]
preceding the Item number of the form.

REFER TO ITEM 5, PAGE 1

Relclord date, time and units for each transfusion of whole blood and/or packed red blood
cells.




TIMI PHASE 1| TIMI || Form 26
Rev 0 11/10/86
THROMBOLYSIS | N HYCCARDI AL | NFARCTI ON 1 Page
TRANSFUSI ON - REPCRT  FORM

Clinic No. | 1
ID No. 5 ': ™ ] E ': B
FormType ' T | = i o i
PART 1: Event ldentification PART |I: Reason for Transfusion
1. Patient's ug CODE: 3. Reason for transfusion (check all
that apply):
- A Hemorrhagle EVENt = (1 )F AGHEM
B. Surgery _ (1)FAGSVAG
2. Date of rirst transfusion: C. Presenting anema (1) Fappne™
TRRNTIME D, Qher CVYFAgomd
“Month “Day B Speai fy
b, Products, 1Ir IES, speal fy number
of Units: (answer eaah iten
Yes No UNITS
N
s Wole blood " (1) (2y [ 2EWES
B, Paaked cellS mmm——no (1) (2) FEXO P4
TN 1T (cake
{*] 5, Blood transfusion record
Date Mlitary Tine Units Units
Month Dey Year Hours M nut es ol e Bl ood Packed Cells
a) — — —— e — - - ¢ a - — — - - . -
by ______-- - - - . —_— - - e . ——— e
¢) — e ™ e —— — ____:____ e e ¢ _ _ * _
) - - —— - - a - N
e) _ _ - - - - - _____:___ _ _ * _ _ * _
£ - - - - ——t - - e o %
8) ______'—_-____ _—__:__ - - ° — e ® e
h) _____"- - - - _____:____ - - ] —— —
1y - - - - —_——t ——— s ——— e
Y e o o~ ——e b ——— - -k
K e —_—— — e T
n o ———t —— . - - a -
m) - —_—— e —— - - . - - * -
n) _ _ . e —— e e
o) ____ =~ - - - - ——— ——— - - .
PART IIl: Admnistrative Matters

6. Researoh  Nurse/ Coordinator:

Signature
™M Staff No:o -- <

I
o
&
.




Rev O 08/01/88
TIML PHASE 11

| NSTRUCTI ONS FOR COMPLETI NG
TIML FORM 27
SEVERE NEUROLOGIC EVENT FORM

This form should be conpleted for all randomized patients with a severe neurol ogical
event during the study period. This form should cover the entire period since entry
into the study.

If a response needs clarification please make coments identified as to iten(s) on a
separate sheet of paper. The form and comments will be reviewed on a prearranged

t el ephone call fromthe Coordinating Center with a consulting neurol ogi st either Dr.
Dr. Thomas R Price or Dr. Mchael A Sl oan.

The patient's identification number and Form type should appear in the box in the
upper right-hand corner of the first page, as well as in the lower right-hand corner
of all pages. The clinic number should appear in the upper right-hand corner of the
first page.

Pl ease use black ink to complete this form  For items which cannot be answered by a
check mark ( v), PRINT clearly all responses in the spaces provided. Do not use
abbreviations unless absolutely necessary, and then use only widely recognized
abbreviations. A conpleted copy of this form should be retained for your files.

ITEM I NSTRUCTIONS: Itenms with instructions outlined bel ow have the synbol [#*]
preceding the item nunber of the form

REFER TO | TEM 9. PAGE 2

The patient will be considered to have had a TIAif, in the absence of other
specific (contradicting) information, the patient states that a physician has mde
the diagnosis of transient ischemc attacks (TIA) in the past or if the patient

reports a history which neets criteria for TIA including duration of event I|ess
than 24 hours, focal location within the distribution of a carotid or vertibro-
basilar system and absence of other cause for the event.

____ REFER TO ITEM 1lA. PAGE &4

The earliest possible tine is the time of onset of the first synptons or signs
conpatible with a severe neurologic event. This could be headache alone. Usually
this will be the time a focal deficit if first noticed. Wen a patient is asleep or
unconscious and awakens with obvious signs of a focal deficit the earliest possible
tine is the time of |oss of consciousness or going to sleep.

(OVER)



REFER TO | TEM 30. PACGE 17

Visual fields are abnormal if there is a homonynmous quadratic, unilateral hemi-
anopic or bilateral henianopic visual field defect.

REFER TO ITEM 31. PAGE 12

From the best reports charted, identify the type of language deficits. If there is
doubt about the type of deficit or the type cannot be deternined answer "other."

REFER TO ITEM 3 7 . P A G E 1 4

Count the total nunber of each of the imaging studies listed. Non-invasive carotid
studies include B node ultrasound, direct doppler, duplex doppler, oculoplethysmo-
graphy and periarbital doppler. Enter zero for studies not done.

REFER TO | TEM 38, PAGE 14

The dates and tines in Item 384-F should be in chronol ogical order. After the |ast
study (MRl or CT), leave lines blank.

REFER TO | TEM 42, PACE, 15

Rapi d onset refers to severe neurologic events with tine from onset to nmaxi mum
deficit of 10 mnutes or less (sanme as for sudden in Item 13, page 5).

REFER TO | TEM 43. PACGE 16

Loss of consciousness is present for any patients who are less than alert (any
category other than alert -- see Item 22, page 8).

(OVER)



TIMI PHASE 11 TIMI Form 27
Rev O 08/01/88
THROMBOLYSIS | N MYOCARDI AL | NFARCTI ON Page 1 of 20

SEVERE NEUROLOG C EVENT FORM

g

Clinic No.

ID No.

|
o D

R e

Form Type

Z

R

1. Patient's NAME CODE: --ecccccecmccecaamncaa-canoa-

2. Date of event: «ececcccmmmacmccccaaeacnaaa

PART 11: Prijor Conditions

3. Handedness:

Unknown ---cec-ccccmcmcamcaaeccccccacaceceacccccccacnncacaas

4. Has this patient ever been treated for or
di agnosed to have CanCer? «eeeceaecceaccccccecaacana- (1) (2) (3)

Yes No Unknown

|f NO or UNKNOWN, skip to itemb5

A |f YES, specify type of cancer:

5. Is there evidence of central nervous system
infection, brain tunor, trauma or netabolic
condition (such as uremc com) existing prior
to or at the time of the neurol ogic event
contributing to the neurol ogic synptons or

signs?

| f YES,specify:

C
([

ID No. ; 1




TIML Form 27
Rev 0 08/01/88

Page 2 of 20
VWhat was this patient's average daily al cohol
consunption prior to entry into TIMI? ALCOH
€1 02 ccmmermmecem ettt et et (GRD)
2-3 0Z ~---secmemcmeecccceicececeeciccceeeeee e ( 2)
4-5 0Z ----cceeemcree e ccceeeee e ( 3)
26 0Z “c--cccmcmceme e mccct e ecmecc e e an (4)
UnKnown ---c-c-semreccceccacceemccceenr et e e cce e m e (5)
history of migraines? «-e-ecescececcemasneacn (1) (2) (3)
Yes No Unknown
history of seizures? (1) 2y (3
Yes No Unknown
Has the patient ever had a TIa? -------------- (1) (2) (3)

Yes No Unknown

If N0 or UNKNOWN, skip to item 10.

How | ong ago was the nobst recent episode?

L -7 dayggo --ccocmcommmemcmcmcmccaaacmccaaaaaaeeaas (1)
2 - 30 dayS AQ0 =-=-s-eeccececcescecccaacsececccaacanann ( 2)
I 1o 1~ (3)
Over 6 NMDNthS AQ0 =====eemmecaccccaaccaaacccananccannn- (4
UNKNOWN =ee-eemeccenaacaeeccncecancascenocesannaenmennes (5)
Total nunber of TIAs?
(0] s - T T e TR (1)
2+ 5 e eeeeeieeeiieeeeeeeeeoeees (2)
6 - 50 cccmmcme e cecicece e ceca e (3)
10 T (4)
UNKNOWN ~v~cececmcmecccencccencceccccacacnnscccnccranenn (5)

-t

I o

§
o
oz




TIML Form 27
Rev 0 08/01/88
Page 3 of 20

* 9, (Continued)

D. Vascular territory of past TIAs: (check all that apply)

1. Right Carotif =eeemecemmmns e iacaacicccaaaccanen (n
2. Left carotid ===ee-ecmcmcmamaca i eeieeaaa e (1
3. Vertebral-basilar =-eeececcccaaanam e (n
4, Miltiple territories -eeeeeececacacecoceccnoncncncanns (1
5. UNKNOWN = =eeeecemecmee e eeeiaamaceaes (n

E. Prior TIA in same territory as present
neurologic signs and synptoms? --------------- @) (2) (3)

10. A, Has the patient ever had a stroke
before this event? --cececemcceceecaccaaaan .. (1) (2) (3)

[f NQ or UNKNOM, skip to item 11.

B. How long ago?

1 - 7 days ag0 =--==---eccmcececcmnacenaceacecsncnanann- (1)
8- 30 days ag0 =---==c--cceccccmcccaa (2)
1- 6 nONthS AQ0 ~-e=-emveemececme e ccenenan (3)
Over 6 months 3g0 ----=---+cceeccmmeaccancaccacacacancaa- (4)
Unknown --------csccecoacanacecocranc e e e e e e e (5)

c. Nunmber of strokes?

0 L I e R R L R R (1)
A B LR D L R (2)
P R e R btk (3)
Unknown =-----cecmceccccacccacaccccaiarccccceccee oo 4 )

D. Type of strokes: (check all that apply)

1. EmbOliC ---~cecrcececccccciccccncecnnaccnccesanmmcecmana )
2. Ischemic -+--v-<cccecceaoaccacacececcanscncccmacamaceran )
3. Intracerebral hemorrhage -----=c-cececccccamcmananananan a)
4. Subarachnoid hemorrhage ------=--ccerecmmccccacanaaan-. a)
5. UNKNOWN --c=-ccccvovomcccasceccnecccancnananmeaaencucnn= a)

1

ID No.




TIML Form 27
Rev O 08/01/88

Page 4 of 20
10.  (Conti nued)
E. Vascular territory; (check all that apply)
1. Right carotid =eeccececaemammaeaacacaa e ccaacccccaaacns (1)
2. left carotid ~=-cceeeceecmracancncnancccanmaeccmcnaenan- (1)
3. Vertebral-basilar -cececeeccmcmcmomeeanemenaicanannns (1
4. Miltiple territories =eeeeeccemcccecacecacaaaanccacanns (1)
5. Subarachnoid henbrrhage «-----e-ceccecemeceaaaaocaaaaan (1)
B.  UNKNOWN =ceccecceoacacaaeacaccaccccsccaccacceaecmecann (1)
PART I11.- Onset
11. Date and time of onset of neurelogic signs or
synmptonms in TIMI?
*A Earliest possible: K
pmo neé ey
1. Date --ss-c-cecccmcccaanncaaana. _6 ) ) 3t L - Y
Mont h Day Year
2. TiMB weceeecceececmeeaaaaaaeas £‘0_HK___ Co W/Mll )
Unknown
*B. Latest possible:
I, DAL =-cememcemcacmamemamanes Lemo Lk YR
Mont h Dav Year
2. TIME --eomceecmececnooneomoenooe AN _EM_N_ (1)
unknown

C. Was this deficit first noticed upon
the patient's regaining consciousness
(waking up or conming out of coma)? ----------- (1) (2) (3)

| ID No. i i i : ' '




12,

*13.

*14,

15.

TIML Form 27
Rev 0 08/01/88

Page 5 of 20
At the time of earliest possible onset, was there:
_Yes No Unknown .
A Severe headache =-=-ceeeeocmommamaaaaaaaan. @y (2y (3)imemh
B, VOM NG acemcaia i iiiiiiccaicaanen (Yy (2y (3)ltem2b
C. SEIZUreS ====ceeccccceccaccncacecnncccaeccnnan-" an (2) (3) ITEMm &
D. Focal defiCit =-=ecesmccnamraacaaaanaaanan A (2)  (3)itemap
E. Atered nmental state (e.g., decreased
CONSCi OUSNESS) ===eemceccccaaaacacaaacacannx 1y (2) (3)iTemE
Fo GO e e (V) (2)  (3) tEmuaf
Onset was:  (check one only)
Sudden (maxinum deficit within 10 mnutes) --eeececaaaaaa... (1) Tem(>»
Steplike WOI SENI NQ ==-cscmeucucacmemaesccacaoanaecmcacoanconx (2)
G adual WOrSeniNg =--eecececeocmeemeee e cr e acaacancaana- ggg
UNKNOWN = e e e e e m e e e e e ecmeccccacccececceceacomcacmecccan (
How long after the earliest possible onset was
maxi num stable deficit achieved?
€ 6 NOUMS ==meeemmme e cammeccecccceemeecceccecceamamnn (1 )('r('fnp/t/
> 6 DUt € 12 NOUrS =eeemoumece e caccacicccccaccccecaanann (2)
s 12 but < 24 HOUrS-ccccmcmaccncccncccccacceacceccccconcnaan (3 )
> 24 bUl < 48 hours--escocecaaemacm e (4)
> 48 DUt € 72 NOUMS =eemecemuaucceceeaceaaccccccacaacacanan 55 )
> 72 NOUMS ==eoemmmee e et e eac e cmcmemceeeeans 6 )
UNKNOWN === = @ e et tm e e et e mecemeecmmccmmeeceeccmeaae-n (7)
Did i mprovement occur (even tenporarily)
L e o R e At ar aneatd . ‘
within the first 24 hours after onset? (1) (2) (3) ’T%mIS
Yes No Unknown
E A




16.

17.

Was docunented change in blood pressure a

TIML Form 27
Rev 0 08/01/88
Page 6 of 20

possi bl e precipitator of this event? ------------- (1) (2)y (3) iTemib

|f YES, answer itens A and B.

If NO or UNKNOWN, skip to item 17.

Yes No Unknown .

Yes No . Unknown

A. HypOtension =---ceeeemecaceecceanenceccaccncnan (V) (2) (3) [Temeh
B. Hypertension --==-eeecceccecareniaammenaanan- (1) 2y ) remibg
Medi cat i ons
A. Had this patient taken antiplatelet
agents within 48 hours of the event? --------- (VY (2>  (3) (Temit

[f YES, answer itens Al and A2.
[f NO or UNKNOWN, skip to item 17B.

Al. Agent:

Yes No Unknown

A2. Total daily dose: ----cccecccmcacaccccarcncao-- - - . mg

B. Had this patient taken cal ci um channel
bl ockers within 24 hours of the event?

If YES, answer itens Bl and B2.

|f NQ or UNKNQWN, skip to item 17C.

Bl. Agent:

- (2 (3
(1) ) V)mtremﬂ@

Yes No Unkno

B2. Total daily dose: --e-ceccemccmrmancaaaacaannan - - . mg

1D No. b

b




17.

18.

TIML Form 27
Rev 0 08,/01/88
Page 7 of 20

(Conti nued)

C. Had this patient taken ergotamines
within 24 hours of the event? ----v-cccceenon. (1) (2) (3)

Yes No Unknown

If YES, answer items Cl and C2.

If NO or UNKNOWN, skip to item 17D.

d. Agent:

c2. Total daily dose: =--eeeeccmccomenccmaaeaanan

D. Had this patient been adm nistered

intravenous nitroglycerin within
four hours prior to the event? --------------- (1 (2) (3)

Yes No Unknown

If YES, answer itens DIl.

[f NO or UNKNOWN, skip to item 18.

D1. Maxi mum continuous infusion: --------- . ug/min

Cardi ovascul ar stability:

A Wthin four hours prior to the event

did the patient experience profound
hypot ensi on (systolic BP <« 80 mmHg)? -------- (1) (2) (3)
Yes No Unknown

B. Wthin four hours prior to the event
did the patient experience fluctuations
(positive or negative) in systolic
bl ood pressure > 60 mm Hg? ------------------- (1) (2) (3)
Yes No Unknown

ID No. ' ' ‘

[

[Temi12

'remip

[ Temigh

(Tem($h



TIMI Form 27
Rev 0 08/01/88

Page 8 of 20
18. (Cont i nued)
C. Wthin four hours of the event did

the patient experience arrhythm as
Fe_ ., ventricular tachycardia, atrial

ibrillation, etc.) causing reduced
cardiac OUtpUt? ---==-eecceceocecaacaaaacaaans () (2 3) [Fmife

Yes No Unknown

If km, answer items Cl.

If NO or UNKNOWN, skip to item 19.
Cl. Specify any arrhythm as:

P IV;
19. Verbal response (aphasics may be untestable):

Oiented and converses appropriately =eece-eceeccaccccananan (1) /mm/ﬁ
Disoriented and/or confused -----eeseecceceeacacaccaaaaann-- (2)

| nappropriate WOrds ---eceeececccceccaccaarccccacaccaccccnane (3)

I nconprehensi bl @ SOUNDS -=--eeemmccmaaaeeeaearcccacacaannn-- (4)
NONE@ ----ccccccenccccacccccccencenccaccncrccermcaananseenans (5)
UNteSted -vvceecrecccecancmccaceccncacecenaceveccacacnannnnn (6)

20. Eye opening:
Spontaneous ------c--e-eeccccacmececccacccccccceroscacnmnnn- (1) ({'gm 0
To speech ---c-ceccmcmencnenccecccccacecccacercacccmccamenan (2)
TO pain ---cccecrcceccacccacccaeccccececcmcaacmccccoconm e (3)
NONE@ ---ccccccccccaccecnaccccccanacnnrcacnenccnccnamcancmcccos (4)
Untested -----vcceccecnncaacanncceccccencnsceconcacconoancnn (5)
l ID No i i 5_; | : i I
. ] } } H H




TIML Form 27
Rev 0 08/01/88

Page 9 of 20
"21. Mbtor response:
ODEYS == === mmmmm e e cceececeeceacccmann () [Tm
LOCAl | ZES ==mweecccccceteeecciccieaacccaanacccaanaaamnaaaane (2)
WHthAraws ==cececcccemmmeeccccaccecaccecaccancacacaaceannn (3)
Abnor mal £lexion =----cceececeaccacccacccaeccaccanaaaaaaaans (4)
ADNOr Ml eXtEeNSiON =ecececececcccenamcmcaaccacacaccancanannse (5)
NONE =cceccmmmecmeccecieanacncctcnccacanccscaaceccmcannaans (6)
UnteSted =-cemeceecn e eeccecicccccamacaann- (7)
22. Degree of alertness:
AlBrt cecmcccmcmcme e cciiieccececccceecccccccaccccaan- (1)
LethargiC Of drOWSY -«-vececececcccacecsccnanncancccccnannns (2)
StUPOr “-c-ccccemcmccaceciaaccccecaccccccccccccccacccaaaaana (3)
COMA --~ccvemccecccacnccccercvccoccnoccccccaaasscanacanacans “)
23. A Remuinder of neurologic exam:
NOF Bl e e me e eiccccmccccccacccnccccncmcancaaann (1)
Abnormal, focal or lateralizing -----------ee-ccccmceccaanns @)
Abnormal, multifocal weeececmccccccecccccceucccccacnmcaanana (3)
UNKNOWN = e ccccccmeeecmecacaecacaaccccccaccccaceceocrcaanannanns (4)
| f NORMAI, Or UNKNOWN, skip to 24
*B. Related to current event? -------------------- @) (2) (3)

Yes No Unknown

24, \\eakness:
NONE =ceeecmaecme e aaiaaeeccceccecececccccnccccccccncaann @
Left hemi paresisS «e-eeecemcemcamcn e e c e e i ccccecccecaen @)
Right hem paresis =---meceeeccccccccaccccccccncccancaaccaanas (3)
Bilateral hem paresis ----eceeecceeccecccnacocacacuccaancaas (4)
UNKNOWN = =mecmmcem i iacacacccccnnecccccccecccananacaccanens ( 5)

If NONE OR UNKNOWN, skip to 25.

*A. Related to current event? -------------------- (1) (2) (5)

Yes No Unknown

ID No. !

o o




TIML Form 27
Rev 0 08/01/88
Page 10 of 20

25. |s one nuscle group weaker than the others? ------- (1) (2) (3)
Yes No Unknown

If YES, 'answer A and B.

If NQ or UNKNOWN, skip to item 26.

A.  Severity:

SLLght -====-eecceceecacaoacaccicaceacaacacaccaaaaaa. (1)
Mderate =-=-ceececccccaeeacaacececceree e cceaeeane (2)
MBI Ked =-e=e=ccmmmeaceeeeeeeaiaeccceccceccaaaaaas (3)

B. Mbst affected nuscle group:

26. Ataxia:
AbSent ----ccccccccncnieiiiiccccciccccc e (1)
Left sided ----ccccmmmmmriiiccecic it c e ecn e (2)
Right sided ~----mccmccamcmi i icccaccccacaaas (3)
Both sides ---cc-cccmmmmmin e ccccccicccccacnaaanan (4)
Unknown ----ccceccmmmmani e icecccccceccenccccacccccaccnaana (5)

| f ABSENT or UNKNOWN, skip to 27.

*A. Related to present eVent? -ececececceceeaccaan.. (1) (2) (3)
Yes No Unknown

21, Extraocul ar novenents:

Normal ----ccccccmiii i e e e, (1)
AbNOrmAal -----cccccecic i iieeicccciccaceccccaaaaaaaa (2)
Untested ---eecccccccocma e i cccccncccccsrccncacann- (3)

If NORMAL or UNTESTED, skip to 28.

A. Gaze abnormalities:

*B, Related to present event? -eec--caa.. ‘memmmcann ad (2) (3)
Yes No Unknown

ID No. ! !
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28. Sensory deficits (pin test):

None -------cceecmcrmecem e rmcct e e e (1)
Left Sided ----eccmeccccctmaac e cmcc e ncc et ccaaanas (2)
Right sided ----c-commcmcaaam i cciacaacaicccccaacaaaa (3)
Crossed deficit -v-cecmecmcmmmccm e e e i i ceeiccecaaas (4)
Both sides ---ceccrececcecccicciccccciccrccncecccccccncnnnns (5)
Untested ---c-rceccccccceaccmccccceccecccccccanrccnnccancnnone (6)

If NONE or UNTESTED, skip to 30.

*A. Related to present event? ----------cmmmmoon-- (1) (2) (3)
Yes No Unknown

29. |s one sensory area nore severely affected
than all others? --eeececcacemcmecaaacaaceceaann- (1) (2) «(3)
Yes No Unknown

| f YES, answer A and B.

If No or UNKNOWN, skip to item 30.

A Mst affected area:

*B. Severity:
MId cccccccreacaneamecnaccacecncaccccusnccncceccncccana (1)
Partial, dense ~-eececcceccaceccenccennnceccccans = ccann (2)
Total, dENSE evceccccccmmcccmecccencccccacccccanaan (3)

ID No.

I
.




TIML Form 27
Rev 0 08/01/88
Page 12 of 20

*30. Visual fields:

3 7 e (1)
AbNormal ----c-cecccecccinieeeccecceecaccec e ma e (2)
Untested ==ves-cccceccccccaccrensccncccaccameunnremaen e (3)

If NORMAL or UNTESTED, skip to 31.

A Visual field abnormality:

*B. Related to present event? -------------------- (1) (2) (3)
Yes No Unknown

*31. A Language:

NOIMAL -----ccceccccvccavecancccsanaccnacsacacscmnanonen (1)

BrOoCa ==----e-eesecccacacecescccecccnmcecnnammaecoancos-" (2)

VEINiCKE ~cvcemecenccencecccnaccncaancascecascewe""""""" (3)

G 0bal ~-mmeeececcccecceciccecaccccaenaam oo (4)

ANOMic ---cececcciccccicccir et ccccaaaaecacaae e (5)

Qther =-eemececececceceececaccccencccecacaaacccaenn (6)

UNKNOWN = =ceecccccencaacecacccacacancccecccnnnnnnananans (7)

*B. Related to present event? ----eeecccceceancocan (n (2) (3
Yes No Unknown

32. Dysarthria:

AbSent --c-cecccccecececcacaaccaccecccmnetoncscacmcannesmnonn (1)
PreSent ------cececececcmcncnccec-neconessaansmanccanananese (2)
UNKnoOWn --=<-c-cecccccccecceccaccccccccccccaccacnnaecanamans (3)

| f ABSENT or UNKNOWN, skip to 33.

*A. Related to present event? ---------ccommmnnnnn (1Y (¢2) (3)
Yes No Unknown

ID No.

|
|
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Nuchal rigidity?

A1)
Slight --cccccmcemmcn i iimicccciiiccce e cme e ceccaaeaan (2)
SEeVere -----c-cceccccccaecccdecarecccceee et easaee (3)
UnKNOWN ---e--cceccmcaccecccccecrceccccnrccecccaencccoscanns (4)

Cervical bruit:

AbSent ----cc-ccecccenccicancecaceccenccr s sccc e csnon" (1)
PreSent ----e--vecccceccnecacnsccemcsarasscrcccceccnaccasannn (2)
Unknown ----cscccecccccncaccnnccencereseawcncacaacccnccccnonn (3)

If PRESENT, answer A.
If ABSENT or UNKNOWN, skip to 35.

Peripheral pulses in the foot and ankl e:

Present ---------cc-cccecccccccacecerecer s aceccecmcaaoo- (1)
Diminished or abgent -----ceccceccmcmmmencnacccineceacaana- (2)
UnKnown --------eccecceccccenccenccccncnacmccecannmoccaaneeana= (3)

G her henispheral signs (apraxia, neglect, etc.)
related to present deficit?

AbSent -----cccccrccncnniacccce e e e e actc e (1)
Present -------cecececencnncccnccnnanannccancccarcscananann- (2)
Untested -----ecccccecccncececccacccncccerccennccccccccannaan (3)
[] 1 [1 [ [) [] tt
e 1 b H




PART V. Central Nervous Svstem (CNS) Imaging Studies

*37.

*38.

39.

Nurmber of CNS inmaging studies:

A. Conputer Assisted Tonography (CT) =---eccccccecccacrcnnacnannnn
B. Magnetic resonance (MRI) -------=--vececceeccacecccemccccccnnn
C. Non-invasive carotid StUdies =-eececececcmcmecmcncencccancnnnan
D. Cerebral angiography =----e-ecceceaccaeeccemccaccacacncnnacan.
E. Qther, SPeCify =ememeceacmmeme i e i e ca e

TIML Form 27
Rev 0 08/01/88
Page 14 of 20

Timing of cTat MR studies?

—Studv
Mont h Day Year 24 Hour Cock MRI CT
A —— (1) (2)
B - e (1) (2)
Co o o (1) (2)
b e I (1) (2)
S e (1) (2)
e S S - (1) (2)
Was there marked clinical deterioration or
exacerbation of synptons between any two
CT or MRl StUdi@S? ==cemeemeccecocceocnccccncececnncoaanana (Y)Y (2)
Yes No
If YES, answer 40.
If NO, skip to 41l.
| o wo. L




40.

TIML Form 27
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Bet ween which two studies did the patient experience the
mor bi d determ nation?

PART VI: Final Summary.

Taking into account all of the available information, is there evidence of:

41.

44,

Yes No Unknown

A deficit that lasted nmore than 24 hours

or until death intervened? ---cececcaccccaccccanann @) C2) (3)
Rapi d ONSEL? -=-mecmmececececcaiaaaaaccccccaaaanne (1) ( 2y (3)
Loss of CONSCi OUSNESS? -=-=-cccmeaccacecccanccanana- (1) ( 2) (3)
Focal brain deficit due to this event? ------------ (1) (2 (3)

|f YES, answer A through I.

[f NO or UNKNOWN, skip to 45.

ID No.
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44,  (Continued)

Yes No Unknown

A. Lacunar in type? --ceeemcaecocaaaaaaaa.. (') (2 (3)
If NQ, skip to 44B.
El% Pure notor hemiparesis ------------ (V) (2 (3)
2) Pure sensory (1) (2 (3)
(3) Dysarthria clumsy hand ------------ (1) (2 (3)
(4) Ataxic hemiparesis ---------------- (1) (2 (3)
(5) Qther, specify ---ccececcccaaann.. (1) (2 (3)
B. Sensory motor ONly? --ceeeaeecmmaaaaaao. (1) (2 (3)
C. Hemichorea? -----eevcemecccanamaaaaan .. (1Y (2 (3)
D. Aphasia only? ---cececcceeenaaaoaaaanan. (1 2 (3)
E. Visual field defect only? -ecceeceanooa. (1) (2 (3)
F. Qther hemisphere deficit, specify --.---. (1Y (2 (3)
G Bilateral brainstemcerebellar? -------- ('Y (2 (3)
H. Unilateral brainstemcerebellar (not
lacunar)? --cecccccccecininceaaccccacan (YY) (2 (3)
|. Other, specify ------=ccccccmmcaccnnaa.. (1) (2 (3)
45, Lunbar puncture evidence of henorrhage? ---- (1)(2) (3) (4)
Yes  No Unknown Not

Done




46.

47.

*48 .

TIML Form 27
Rev 0 08/01/88
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Not
Yes No Unknown Done

CT scan evidence of a lesion conpatible ) 6
With this event? --eceeceemccamecccacaaann- ( 2y (3) (4 iemd

1f MO, UNKNOWN, or NOT DORE, skip to 47. |

A Deep lacunar infarction < 2 cm--------- (1) (2) (3) [Tern 464

B. Cortical infarction <172 lobe --------- (D) (2 (3) ITerN466

C. Larger infarction eeeeeeecacanacancannns C 12y (3  IgmyC

D. Mttled henorrhagic infarction --------- (1) (2 (3) [ 7 4D
E.  Subarachnoid hemorrhage -----eeecececaas (1) (2 (3) [ Tem¥YE

F. Intraparenchymal henorrhage ------------ @ (2) (3) [(TemYCF
G. Métershed area infarction -------------- () (2 (3 (Temv6
H Mre than 1 infarction, old or new ----- (1) (2 (3) /‘ff/ﬂé%/’/

Not

Yes No Unknown Done

1o 11 g (1) (2) (3 (4

If NO, UNKNOWN, or NOT DONE, skip to 48. |

A. EEG shows focal slow ng conpatible
Wth Stroke? --cececceceameecacanacnnn.. (1) (2 (3)

Noni nvasi ve testing shows evidence
of severe stenosis or occlusion of
relevant carotid? ---e-eececeecemeccccanaaan ( vy (3 (4

ID No.
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Not
Yes No Unknown Done

Angi ographic (including DSA) evidence
of a cause or source of event? ------------- ( 1)) (3) (%)

If NO, UNKNOWN, or NOT DONE, skip to 50.

A. Arteriovenous malformation ece-ececacece- (') 2y (3)
B. ANGULYSM ---cccccccscccccnannncaaccanca- (") (2) (3)
C. Mss effect ---cceccccccmmmammncanaaana.. (1) 2y (3)

D. Source for enbolus (e.g., ulcerated
pl aque, diseased valve, free clot,

BIC.) weemcceccmccceceeicccaaacccaaaaas (1) (2 (3)

E.  Stenosis » 70% or occl usion:

(1) Relevant extra cranial artery ----- (M(2) (3)

(2) Relevant mjor cerebral stem
or basilar -----=cceemeccceaaacaaaas ( D2  (3)
(3) Relevant branch occlusion --------- ( 132y (3)
F. Ateritis =--eecceeeccececceccecccaaann- (D (2 (3
G. Dissection of the arterial wall -------- ( 1)) (33
H. Other -----cececcmmmmniiceicanaas (YY) 2 (3

I f YES, answer HI1.
[f NQ or UNKNOWN, skip to 50.

Hl. Specify

l ID No. i
1




Not
Yes No Unknown Done
50.  Surgical evidence of stroke? --------------- (1) (2 (3 (»
51. For deaths, autopsy evidence of stroke? ---- ( 1) ( 2) (3) @)
If neither 50 nor 51 YES, skip te 52. I
Yes No Unknown
A, Subarachnoid henorrhage =-----e=cececcccaaacaa- (1 2y (3)
B. Intraparenchymal henorrhage ------------------- (1) C¢2) (3)
C. Ischemic Stroke =«=-ececcececccmcecccccaccccnn- (1) (2) (3)
[f NQ or UNKNOWN, skip to 52.
(1) Lacuna ---=cecceccccmcaccnnecncccccncccans (1) (2) (3)
(2) Embolic =---e-ecemmccemcemcacacmceaaans (1) (2) (3)
(3) Atherosclerotic -==e--ecececceccaeecacncas (1) (2) (3)
(4) Qher -eccecmeceeccmccaccececceccccnnaan- (1) 2y (3)
52. Death occurred within 24 hours of event? ---------- @) 2y «(3)
53. Recovery:
Full, no deficit -ccccmecmmmmccciccincicennacacccccacccnanasnn (1)
Partial, minor residual ----cecccecmmcceaccececacaanccanccean (2)
Partial, major residual ---cee-cecccamcemmamnmacaacacccnaaan- (3)
COMBt 0SE =---=cccmccecccncceaceccntacacaacccccececncsscccocon- (4)
Deceased ---ecccmcccmcmececciecicecaecccaaaccrccccenccccaaann (5)
o i

ID No.
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PART VII: Diagnosis

54.  Diagnosis (check one and only one primary, and as many
secondary as apply):
Primary Secondary

A Not a Stroke ---eccceccecccmemmae e (1) (2)
B. Subarachnoid henorrhage ----e-cceccccmemaacaan. (1) (2)
C. Intraparenchymal hemorrhage ----<ceeccccccenaca-- (1) (2)
D. Lacunar.infarction e--cecsccecccccccccanceanannaa. (1) (2)
E. Enbolic infarction se==ececccccceccccnancnnaaaa- (1) (2)
F. Atherosclerotic infarction (1) (2)
G Qher, unknown infarction <--ecsecccccccaaacan. (1) (2)
H.  Unknown type of Stroke =----<ceccccaccnccaonao-- (1) (2
PART VII|: Administration
55. Date form completed: --ceeccececenacacnaa. - .
Mont h Day Year

56. Signature of neurologist or physician conpleting this form

CC USE ONLY
CAT SCAN ===ececememeamcaacans (1)
CAT SCAN Report (2)
Qther ---eeccmcecomcncacncnan- (3)

ID No. |

J
J




TIML PHASE 11 TIML Form 28
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THROVBOLYSI S | N MYCCARDI AL | NFARCTI ON Page 1 of 4
SEVERE NEUROLOGIGC EVENT CLASSI FI CATI ON FORM
Cinic No. -1 |
I. D No. - [ N N S
v / 1 1 L L1
GThepY (00&:/7 Form Type | | | | I
PART |: Identifying |nfornmtion
1. Patient's NAME CODE, ---ecccececcencacccccoccannnn i} } } } )
FasbA T
2. Date of event: oceiiiieiiiiiiiiiaaiaaaaa. - - - - - -
Mont h Day Year
3. Was this a severe neurologic event?
Yes No
A INfarction eceeecemmmen i eadeiceiececeeacaccnans () () /Temzp
B. Hemorrhage -------cmececcmeom e () (2) (1zmA
C. Transient ischemic attack -eeccecccacmaoommom oo 1) () [Tem3e
D @ B 1T ety Ry upup g 1) () (Tem3D
E. No severe neurol0giC EVENt -cocecmcmmamacaracacaaanaann- 1) (2 ) /Tg,mg
| f NO SEVERE NEURQLOGIC EVENT. skip to item 12.
PART 11: Location
4. Cerebral Site Codes:
A Primary -----eceecee e — — ITEmy4
B Other --ccvmmcmm e ececccceccccccccaanaan. o
[ TemYy B
C. 0ther ---------------------------------------------- — /%my[
D Other --cmcmecm i r e cccccccaccccccaaaaa ——  PmdD
E O Ner s ceem e e e e a

- - (Tm4E
F. Are nore than five cerebral sites involved? ----------- (1) (2) ‘
Yes No ITemH4t




A.

B.

C.

TIMI Form 28
Rev 0 10/04/88

Page 2 of 4
Vascul ar Territory Codes:
Primary --c--cccmccmccceneiar e crci e ettt et ce et e e - /TE’ha’ﬁ
Other ---ccscceccccccrmrinc e csc e rce e cscccmccecccccrea- — —— JTeMS5A
Other ----rccscccaccrcrtccceccercccacecnncecccecccccnaen- - (@me
Other -----ceccccmmeccecicarcrcctcacccescccccnc e cceea — /7-%@
ther ---cccccmcmccecccrccacavncccsacnencaancancacnrecnmwne

Other I, /7@/)75,{
Are nore than five vascular territories involved? ----- (1 )(2)

Yes No. /Tf’”g'(

Hours from study entry to possible onset of event:

m o o = >

mo o = >

[TEn
<€ 12 hOUFS =-=eseccmcacmaaccaaacaancacacaeacccacecaaccacanaasan (1) nk
12 < 23 NOUMS meactcieicicccceccccccccccaccacccacmmancnnn (2 )
24 « 71 NOUMNS cue e ceiceccaccmccaccceaceamccccaccaccaceaas (s)
2 72 NOUMS ceeacceceeicicecceeccccaccamcanecnacananan- ()
O asses of infarct:
Yes No
LACUNE =-----e---c-v-e-emccaceancaceacmeceamncmmraar-ax== 1) @) [Temt
EMbDOl i SM cccmcmcccc e c i c i dcceicceccarcecaaccccacenes ) @) /Temr1d
Thronbosi s/ AtheroSCl eroSis c--cccmcccccncnccccccnnnnnan- 1) @)itTemic
NONE === ee e e e e e e ) @) (rgm D
UNICNOWN == = e e e e e e e et c e ecceaeicemccmeccmccanes ) @) remIE
O asses of henorrhage:
Yes No
SUDAUr @l === == e e e m e e mmeeaemeaeeeeeaenaas (1) (2) [Tem3p
Par eNChyImat OUS = -=====cceaccemccaaaccmaacaacaaaaaaaan (1) ) 117eMgs
Subarachnoi @ ----=ceeeeeccccccacmacccecncncacaceaannan (1) () [TeEMmEC
Epi dural  --oememeee e e ee 1) ) [TgMsp
NONE - e e e e e e e e e e 1) () (&M SE

[.D. No. ’ | I-I | I |-|
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Ext ensi on(s) of henorrhage:
Yes No

A SUDUN Al e eeem e et e mm e eee—aas (1 )(2)/7emdA
B. Parenchymatous ----cecemmmeeeeemcceccececcnccacccaaann- G) (2) 17ermab
C. Subarachnoid Space -----e-==mecceeceaccecccecceaccaana- 1) ) /femie
D. Epidural Space ---cececemcmmiemecmieieaaaaaas G ) () /7emep
E NOne ----ecescmcccceeo e (1) () /7Em 2z
Did hemorrhage occur in an infarct? --eeecceeacommcamaaanan G) @) 1729 /0

Casual factors:

Primary  Secondary Notat al |

TS 7 () (2) (3) (TEM A
B. Heparin controlled according

LO PTT -c-emmocomemmemcceeeenn Ga) (2) (s) [TemiB
C. Heparin not docunmented to be

control led according to PTT ------ (1) () () [ltemiic.
D. Counmadin controlled according

LS00 TR I () () (3) [ rem)|D
E Counadin not docunented to be

controlled according to PT ------- (1) (2) (3) [fem | IE
F. EMDOli SM ==eemmemmeememcecaaaean ) (2) (s) LTemin ¥
G Hypotension ----=c-ceeaeaeaaa . (1) (2) (3) [Temi1 &~
H  Hypertension =-----eeeeemoaoo ... (r ) (2) (3) 1 TEMil
. Trauma -=---ce-eecemmcccnanannanan. (1) (2) ) (Tem T
J. Aortic balloon punp =---eeeeecen-- (1) (2) () P Temn S
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11. (Conti nued)
Primary  Secondary  Not at all
K PTCA =c--coccccocmccomccocconen-- (1) (2) G (remuK
L. SUrgery =-e-eeeemccmececmaacaaancn. (1) (z ) (3) (TemliL
L1. Specify
M Vascular malformation ---=-e-ec--- (1) (z) ) jrepiiM
M. Specify
N Qher ------c-cecoocccnoccnancnan-. (1) (2) G iBRMuN
Nl. Specify -
12.  Reasons for classification:
A Rationale
B. Qther Conments
PART [11: Administration
13, Date form conpleted «---evemmmmamaaanannnn - N N oo -
Mont h Day Year
14, Signature of neurol ogist:
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TIM1 PHASE I

INSTRUCTIONS FOR COMPLETING
TIMI FORM 40
ONE YEAR TREADMILL EXERCISE TEST

GENERAL INSTRUCTIONS

This form should be completed to document the One Year Treadmill Test.

The patient’s identification number should appear In the box in the upper right-hand corner
of the first page, as well as In the lower right-hand corner of all pages. The clinic num=
ber should appear in the upper right-hand corner of the first page.

Please use black ink to complete this form. For items which cannot be answered by a check
mark (»), PRINT clearly all responses In the spaces provided. Do not use abbreviations
unless absolutely necessary, and then use only widely recognized abbreviations. A com-
pleted copy of this form should be retained for your files.

‘ REFER TO ITEMS 27 AND 28, PAGE &
FIMI Phase Il One Year Exercise Treadmill Test response categories:

Bruce ECG Exercise
S _t a &XHR Changes Angina Response
L2 Yes Marked Yes Severe
<2 Yes Moderate Yes Severe
L2 Ye5 Marked No Severe
<2 Yes Moderate No Ischemic
L2 Yes No Yes Severe
L2 Yes No No Normal
L2 No Marked Yes Severe
<2 No Moderate Yes Severe
<2 No Marked No Severe
£?2 No Moderate No Ischemlc
<2 No No Yes Severe
L2 No No No Non Diag
23 Yes Marked Yes Ischemic
13 Yes Moderate Yes Ischemic
23 Yes Marked No Ischemic
>3 Yes Moderate No Ischemic
23 Yes No Yes Ischemic
23 Yes No No Normal
23 No Marked Yes Ischemic
23 No Moderate Yes Ischemic
23 No Marked No Ischemic
23 No Moderate No Ischemic
13 No No Yes Ischemic
23 No No No Normal

A. Moderate ECG changes (any one of 3 criteria)

1. STD> 1l mm horizontal or down sloping
2. sm > 15 upsloping -
3. STE> 1 in non Q only if Bruce Stage > 3

B. Marked ECG changes (any one of 3 criteria)
1. s> 1.5 horizontal or down sloping
2. STD> 20 upsloping e
3. STE>1 innonQ | f BruceStage:X 2 .

(OVER)




TIMI PHASE Il TIMI Il Form 40
THROMBOLYSIS IN MYOCARDIAL INFARCYION Rev 1 11/10/88
4 Page8
ONE YEAR TREADMILL EXERCISE TEST FORH

L] []
Clinic No. + 1+ [
ID No. i i K : ' i
J ! H ! }
PomType ‘g ! 1! o |1
1. Patient's NAME CODE: 5. Reasons for stopping (check one
Primary and, if necessary, one Rgﬁg)‘ﬁ
- - - - - Secondary) -
Primary Secondary T
2. Date of study: ; >
FUODAY & (Cdk“' A. Cheat pain ———— (1) (1)
“Month. T Day " Year B. ST-segment change -- (1) (1)
C. Arrhythmiae
3. Protocol followed (check one) : supraventricular ee=e= (1) (1)
Modified Bruce - D. Arrhythmia-
initial stage 0 ——————— (1) ventricular = (1) (1)
Modified Bruce - E. Hypertension s (1) ()
initial Stage 1/2 m——(2)
F. Hypotension = (1) (1)
Standard Bruce =
initial stage 1 m———™m——(3) G. Fatique/exhaustion ~- (1) (1)
H. Dyspned ————— (1) (1)
4, Complications (within two
hours of ETT)? —————— (1) (2) | . DiZZINESS = m—— (1) (1)
Yes No
J. Poor motivation (1) (1)
If YES, answer item @ . K. Physician's request = (1) 1)
. s L. Patient completed
If XO, skip to item 5. protocol emm—me—— () (1)
Check all that appl M. Adequate HR
@ Ry achieVel ———— (1) (1)
. Unstable angin@d ————— (1 .
%_ MI 9 ( ,> N. Claudication =———— (1) 1)
3. CHF (1)
4. VT
5 VF Y
6. Death B




6.

7.

10.

Is the patient taking any of
the following cardiovaaoular
medications?

Yes No
A. Nitrates (within
two hours) 1y (2)
B. Beta-blockers (within
24 hours) (1) (2)
C. Caleium blockers (within
24 hours) =—— (1) (2)
D. Antiarrhythmies (within
24 hours) =——o (1) ( 2)
E. Diuretics (within 12
hours) (1) (2)
F. Digitalis (within seen
days) 1)y (2)
Total treadmill time: T—QM@‘J&
— e secs.
Final stage entered 5 STP&G‘EX?\
(check one ):
0 (o1)
172 (02)
| (03)
Il (04)
11 (03)
v (06)
v (07)
VI (08)
VII (09)
Percent maximam heart ng*“&\{e\
rate achieved: _ _ K
Vital signs at:
A. Rest:
-
NN Y S R/hsroatyR

"Heart Rate Systolic BP Diastolic BP

B. Peak exercise:

EARRY & ExobNA , ExppdN &
TRATRAE  SySTOTI TSP DIEITEP

C. Three minutes reoovery:

Qeodi . RSty agodpey
“Fesrt Rate  Systollc BP Drasonc BP

11.

13.

15.

16.

G

TIMI || Form 40
Rev 1 11/10/88

Page 2 of 4
Did chest pain occur Eﬁeﬁ/kj\/g
during ETT? vy (2)
Yes No

If YES, answer item (12) .

If NO, skip to item 13.

Type of chest pain: _—
op ) TY R
Angina (1)
Atypical chest pain (2)
Did a fall in the systolic
blood pressure oeceur during 98?0 Q’CVK
exer cise? 1)y (2)
Yes No
If YES, answer item @ .
If NO, skip to item 15.
crpmCryL
By how much? mmig

Did the resting ECC show any
of the foll ow ng:

Yes No
(1) (HBRBIR

A. LBBB
B. RBEB (1) (2) RABBRYR
C. LVH (o (o LVHYR

D, ST-segment elevation

(> 1 mm)

(1) (z)ST—E\/)Q

Was there abnormal ST-segment
depression at rest?

() (2) RSTETDY

If YES, answer item @ .

If NO, skip to item 18.

e MO0 mC*‘W‘

How much?

-
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18. Did ischemic ST-segment depression (> 1 mm below baseline) occur
during or following exercise? (1Y (2) @Y STOYR
Yes No

lIf‘ YES, answer items (19) through @ . If Xo, skip to Item 22.

Maximum depth (below baseline) and configuration of ischemie ST-segment depression:
(1 = upsloping, 2 = horizontal, 3 =downsloping)

Configuration

Depth (1. 2, or 3)
STD pY . \
A. During exercise & . uﬁ gch YR
B. During recovery .RC ?TDD;K ﬁ% CO‘ VK
@ Exercise stage at the onset of ischemic (> 1 mm)
ST-segment depression (O-7): —O’/VSTTSYf
@ Number of leads with ischemic (> 1 mm) ST-segment depression: s _CDL‘D \/ {
22. Did ST-segment elevation (> 1 mm above baseline) occur during
or following exercise? C1) (2) DLST E\/K
Yes No
If YES, answer item @ . If NO, skip to item 24.
@ If YES, what was the maximum ST-segment elevation acoording to
the following?
STE QYR
A. Q-wave |ead . m
Treéan
B. Non Q-wave lead ,6{\/,&3 v'<

— " —t

24. Did any of the following arrhythmias occur during the study? (Check all that apply)

None Rest Exercise Recovery

A. Isolated (< 10/min) PVCs (1) (1) (1) (1)
B. Frequent (> 10/min) PVCs (1) (1) (1) (1)
C. Ventricular couplets (1) (1) (1) (1)
D. Ventricular tachycardia (1) (1) (1) (1)

25. Borg Scale Level of Perceived Exertion:

26. Is this test part of an exercise thallium study? (1) (2)

1D No. i

3
b b




[#] 27. Did the patient experience
en ischemic response? aweme—= (1) ( 2)
Yes No

[*]) 28. Did the patient experience
a severe ischemic response? «(t)(2)
Yes No

29. Wee angiography performed? —=(1}(2)
Yes No

If YES, answer A A hd complete
FolTow-up cardid@”Catheterization
Procedures Form (TIMI Form 7¢).

If NO, and item 28 is YES answer
item 30.

If NO and item 28 is No, skip to
item 31.

(A ) Date of angiography:

“Month. T Dey  ~ Year

{Skip to item 31, ‘

30. Reason one year cardiac catheterization
following severe ischemic response was
not performed (check one):

Exercise treadmill test
performed prior to June 1988 -- (1)

Prior catheterization performed

TIMI 11 Form 40
Rev 1 11/10/88

within past 3 MONthS m—————( 2)

Patient refused (3)
Specify

Physician refusel —————————(4)
Specify

Other (s)
Specify

If reason 2 is checked answer @and
complete Follow-up Cardiac Cathwteri-
zrtlon Procedures Form (TIMI Form 7C).

G Dete of prior procedure:

“Month Day “Year

Page4 or 4
(*] 31. Required ECGs are attached:
Not
Yes Available
A. Rest (1) (2)
B. Exercise (') (2)
C. Recovery ) (2)
32. Research Nurse/Coordinator:
Signature
ML Staff Noo wme _
COORDINATING CENTER USE ONLY
33. Required ECGs:
Yes No
A. Rest (1) (2
B. Exercise (v) (2)
C.  Recovery (1) (2)
ResULTNR Ccakb)
' H |
ID No. N pay ’ = ‘ "




1

2.

3-

4.

-
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Reason for not performng treadm || exercisetest,

1 Page
TREADM LL EXERCI SE TEST NON- PERFORHANCE FORM
. 1 i
Clinic No. it ! !
] t ] ]
ID No. ! ! 1 ' : ' X
] | 3 t I
Form Type E E ' T: 1
1 | | |}
Patient's NAVE CODE: - -
Date of one year contact: - - - -
Mont h Day Year

Patient hat resting angina (o1)
Other cardiac disease reasons (CABG, CHF, etc.) (02)
Peripheral vascular disease (03)
Miscul oskel ctal reasons (anputation, 1leg problem back problem arthritis) (04)
Patient refused (unwilling, uncooperative, wmnissed appoi ntnent) (o%)
Moved or lost to followup (06)
Treadm || exercise test performed within past 3 nonths (o7)
Di fferent txtrclst test performed (not a Bruce Protocol Study) (08)
Physician refusal (09)
protocol violation (physician oversight) (10)
No funds for payment of procedure (1)
Other (12)
Sptclfy

Research Nurse/ Coor di nat or

Si gnature

TIMI Staff No:
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TIMI || Form 43
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2 Pages

NONFATAL MYOCARDI AL | NFARCTI ON EVENT CLASSI FI CATION FORM

FULL MYCC REVIEW

o

) a1 &
Clinic No. ! ! :
¢ [] [} 1 1
ID No. ' ' S , ' J y
| t | [l ]
Form Type | gp! (! E I
§ L] I ]

PART |: Reocclusion Identification

5. MMCC classification for event < 18 hours:

o New y Mar kedl y
1. Patient's NAME CODE: Occuring Worse No
A. Didthe patient
- - - - - meet chest pain
criteria? (1) (2) (3)
2. Date of report.d everivs 0/372.2//‘1”) [ Yea No
/D 37
M{D/?f?//'/l haTe 5 Cxxﬁ% Did the patient
Honth~ “Dav "  —Tei neet enzyne
onth Day Year criteria? (1) (2)
Military time = 1 (1) . .
e e e e C Did the patient
Houra  Minutes Unknown meet ECC criteria? (1) (2 4,
PART Il: Event Qassification D. GCassification of event: A/IMGC/’/N@/Q%/
Nonf at al myocardial i Nfarcti ON awesme (1)
. Lfi e : Recurrent ischemic event (2)
3. Oasslficatfon decision (check one) No recurrent ischemis (3)
Fi nal 1)
Pendi ng (2)
Skip toitem7.
1
If FINAL, continue with item 4. ZATALM
It PENDI skip to Item 10 6. MMCC classification for event_> 18 hours: gopfarat |
A. Is this reported event —
a nonfatal mnyocardial M7 >P€(Cd/e
4. Tining of event since rt-PA infarction? (check one) =e—eeme— (1) (2)
initiation: Yes No
<18 h 1 B. Nonfatal nyocardial
N 1% hgﬂrrss EZ; E43TIME infarction classification
Z-° criteria fulfilled:
Yes No
If < 18 hours answer item 5, 1. Enzyne (1) (2)
If > 18 hours answer item 6. 2. B € €2
7. HMCC Chairman's brief descriptions:
A Was this assignment decided
by Committee vote? (1) (2)
Yes No
B. Reason(s) this event came
to the full committee:
c. Reason(s) for final classification:
1 1 (] ] ] [] ]
ID No. ; X o N i
Forn ype | R{ c| |
! ] t t




a.

10.

Ware the contents of the
narrative letter revealed

to the committee? (1) (2)
Yes No
If YES, answer Item 9.
If NO, skip to Item 11.
Dfd this letter reveal
treatment assignment? (rv)y (2)
Yes No
Skip to item 11,
Specify information required
for full committee tO come
pleta classification:
Yes No
A. Enzymes (t) (2)
B. ECG(s) (v)y ()
C. Narrative | etter (1) 2)
D. Other vy (2

State what additional in-
formation is rquirad e.g.,
ECG dates and times: enzyme
assay dates, times and upper
lirits of normal; etc.

TIMI Form 43
Rev 2 08/12/87
Page 2 of 2

PART Ill: Administrative Hatt er s

11. MMCCChairman's Signature:

12. Data form cwpl atad:

Month Day

CC USE ONLY

13. Basis for Form 43 Status:
Full MMCC

n)
Two Reviewers Congruent weee ( 2)

D No.

Form Type




TIMI PHASE | f TIMI Il Form &4

Rev 1 0u4/28/87
THROMBOLYSIS | N HYOCARDI AL | NFARCTI ON 1 Page

HEMCRRHAG C EvENT CLASSI FI CATI ON FORM

r T T Y
Clinic No. 1 1 I
I
Formaype 1w fc | 1]
PART I: Event Identification 5. (Continued)
1. Patient's NAME CODE: 0. Contributing (eheek all that apply):
1.. Gastrointestinal =wwew—— (1)
- 2.. Intracranial fl )
o [ 3 ! . Catheterization site =———————on(1)
2. Date hemorrnasicu eé;;:'tﬁc;-;n)réetzc / ) HEmmiret '—73 Otner puncture site(s) — (1)
LI - 5. Genitourinary L
Month “TDay " Year 6. Retroperltoneal )
7.~ Other, specify (1)
Military tiNE. eceecccme —
Hours Minutes
PART |1 Event Classification 8. Unknown ()
3. Classification decision (check one): 6. Inducement {0 bleeding:
’ Spontaneous (1)
Final (n
Pending ( 2) Nonapontaneoua (2)
7. APTT results:
If FINAL, answer item .
A. Number of APTT measurements
If PENDING, skip vo Part III. greater than 2 1/2 times nor-
mal prior to nemorrnagic event
‘ . JEINSEY | HEMSEVG
* Severiry B. Nunber of APTT measurements
. maae prior to nemorranagic event = _ _ .

A. Bleeaing associated witn TIMI
procedures or therapy (check one): 8. Tining:

. i I
tlajor (1) Ca@ia this event start |eas than LTad -9
”:é;‘g" E 2)) HeMEWCAL Y, § hours after stuay therapy? - (1) (2 )

3) SevToT|. Y (rale Yea No
Loss with no clinically ’ L/C )
detectable Site ————— (4) PART |1]: Administrative Matters
If MAJOR or _MINOR, answer items 4B, 9. HERC Chairman:
5through 8. )
If NONE or LCSS WTH NO CLINICALLY Signature
DETECTABLE S| [E, skip to Part Il 10. Date form compl et ed:

B. Was tnla blood loss as- — - - - -
sociated witn surgical Month Day Year
therapy for this & ent .

(e.8., coronary artery 11.  Aadltlonal Information requested?Y;a(l)’ka))
by-pass grafting, ab- Yes No
aominal surgery, etc.)? =—={ , ) ( 5 )

I'f YEs, speol fy

S« Locatlon

A Primary (cheek one): ‘HﬁmPRlM\ *C{‘

Caatrol nt eat | nal (1) HeMPRIM
Intracrani al em————— (2 ’\
Catheterization site seweeees {3 ) CCa v C SE OLY
Ot her puncture site(s) wewee (4 )
Genitourinary (5) .

Basis for Form &b Status:
Retroperitoneal (6) 12

e Ful | HERC ()

Qher,  spectfy Two Reviewers Congruent =e—e== (2 )

Unknown (8)
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