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TIM1 PYASE II

INSTRUCTIONS FOR COMPLETING

TIM1 FORM 03

SCREENING FOR’I

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 a& ST
segment elevation 1 0.1 mV and are less than 76 years of age and can be treated within
four hours since onset of symptans.

/
The patient should be issued an Identification number (ID No.) from the Patient Identifi-
cation Number List furnished to your cl inic . The patient’s Fdentlflcatlon  number should 1
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.

I

hand corner of the first page.
The clinic number should appear in the upper right- i

I
I

If a check mark (,4 is made in any space on this form designated as NSTOP,w the patient 1
is ineligible for further consideration for entry into the study. Do not complete the
rest of the form and do not send form to the Coordinating Center.

j

#

If a check mark (d) Is made in any space on this form designated as “INEL,w the patient
I
I

is ineligible for randomization in this study. Complete the entire form even If an "INEL"  ’
item is encountered. ,

I
If a check mark (/I is made in any space on this form designated as "NOBB," the patient 1
is ineligible for randomization to intravenous beta-blockers. Complete the entire form. !
even if a "NOBB" item is encountered.

Please use black ink to complete this form. For items which cannot be answered by a check
mark (0, 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.

\1

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

REFER TO ITEM 3, PAGE 1

Time of qualifying KG taken in either the TIM1 Clinical Center or referral center.

t

(OVER 1
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TIM1 P'fASE  II

THRCMBOLYSIS  IN YYOCARDIAL INFARCTION
SCREENING FOAM

TMI II Form 03
Rev 5 01/05/A7
5 Pages

PART I: Visit Identification

1. Patient's NAME CODE:

- - - - -

ta3 9.

2. Screening date:

A . Date -
Yonth

------.v
Day Year

Can the time of onset of
pain be identtfled? (1 )&TOP)

Yes No

If YES, answer @and a.

If MD, skip to item 10.

-- --
Honth Day Yer 0

c
A Time of onset of pain:

[*I 3. Time of qualifylng ECG:
Data: -

- Military time: - - -
hours minutes

8. Military time - :
hours minutes

[*'I 4. Does the patient agree to
completion of this form? - ( l(STOP)

Yes No

5. Sex - ( ‘) (2-l  56%
Yale Female

0

TwcM~cAl~~__~._~ -
B Will the time be no

greater than 4 hours
from onset of pain
to treatment? ( I )moP)

Yes N o

t*110. Does an ECC reveal ST
segment elevation of at
least O.lmV? - - (I l(STr)P)

ves No

PART II: Inclusion Criteria

6. Date of birth:

Honth
--

Day - YeiF -

7. A, Age - -_I-

B. IS the patient less than
76 years of age? ( 1 )(STOPl

Yes No

Gel 8. Has the patient reported
severe ischemic pain of at
least 30 minutes duration? - ( i )(STOP)

Yes No

If YES, answer A through E .0 O[
ff NQ, skip to item 11.

0A

09

In which leads? (Check all
that apply.)

Is ST segment elevation
present in at least two
of the three inferior LTUtJF
leads (II, III, aVF)? - (1 1 (2 1

I rs&Ai

Yes No



c*110. (Continued)

0C Is ST segment elevation
present In at least two
contiguous leads of the
six precordlal  leads
(Vl-V6  )?

0D Is ST segment elevation
present In leads I and

E Is at least one Item of
Of& @ or @answered

11. Does an ECG reveal:

Q waves of at least 30 msec
width and O.EmV  depth? -

If YES answer A .-* 0
If E, skip to Item 12.

0A In which leads? (Check all

1 )(INEL)
Yes No

12. Does an ECC reveal ST
segment depression of
at least 0.1 mV? Hi)

(1) (2)
Yes No

I If No,  skip to item 13. I
I I L /

0
A In which leads? (Check

TIM1 II Form 03
Rev 5 01105187
Page 2 of 5

Part III: Exclusion Criteria

13. Are any of the following exclusion
conditions satisfied?

A.

8.

ca.

D.

E.

F.

G.

H

I .

J.

K.

L.

M.

N.

0.

P.

Y e s  No
Left bundle branch
block? (INEL)( 2 )

Premenopausal? (INEL)( 2 1

Known advanced or terminal
Illness? (e.g., Cancer) - (INEL)(2 1

If YES, name

Known  dilated
cardiomyopathy?

Previous cerebrovascular
disease (stroke or TIA)? -

Any bleeding disorder
or a history of slgnlf-
lcant  gastrointestinal
bleeding?

Current oral anticoagulant
therapy?

Prosthetic heart valve? -

Uncontrolled hyper-
tension or SBP > 180 or
DBP > 1101

Significant surgical
procedure within the
last two weeks?

Prolonged cardiopulmonary
resuscitation within the
last two weeks? -

Previous coronary artery
b y p a s s  s u r g e r y ?  - - -

Agitation or lethargy
such that Informed
consent cannot be
obtained?

Severe trauma within the
last 6 months? -

Infusion of any throm-
bolytlc agent for
myocardlal Infarction
within the last 2 weeks? -

Previous participation in
TIM1  Phase II? --

(INEL)fz )

(INEL)(  2 1

(INEL)( 2 )

CINEL)(  2 1

(INEL)(  2 )

(INEL)( 2 )

(INEL)( 2 1

(INEL)( 2 )

(INEL)( 2 )

(INEL)( 2 1

(INEL)( 2 )

(INEL)(  2  )

(INEL)(2  )



TIYI II Form 03
Rev 5  01/05/87
Page 3 of 5

13. (Continued)
Yes No

Q. Unable (physically or
psychologically) to
pa r t i c ipa t e  i n  t he
TIM Study? (INEL)(  2 )

If YES, explain

A. Participating in other
protocols that would
confl ic t  with the TIM1
Study? (INEL)(  2 )

If TEES,  e x p l a i n

S. PTCA within the last six
months? (INEL)(  2 )

. Art any “IIELR c o n d i t i o n s
checked on this form?- (INEU(  2 )

Yes No

14s

If I[ES,  t h e  patlent i s  i n e l i g i b l e ,
skip to Part VII.

It NO, the Patient is eligible,
oanplete  the res t  of  this  form.

PART IV: Beta-Blocker Exclusion Criteria

15. Are any of the .following
contraindicat ions for
lmaediate Intravenous
metoprolol therapy
sa t i s f i ed?

A .

B.

C.

D.

15. (Continued)

E.

F.

G.

Yes NO

Presence of  s ignif icant
first-degree AV block
(PR > 0 . 2 4  set), or second- g@ rJfL’
or  t h i rd -deg ree  b lock?  - (NOBB)(2  1

Implanted pacemaker? - ,NOBBP,?‘?

Asthma by history,
wheezing by physical
ex=lnation, or  chronic
obstructive pulmonary
disease requir ing
chronic  therapy with
c o r t i c o s t e r o l d s  o r  2
s t imulants?

(#n’%G
(NOB8)(2  )

CelL6. Are  any  Ine l ig ib le  conditions
for inomedlate  Intravenous
beta-blockers checked? -(NOii

b lti$I
)( 2 )

Y e s  N o

PART V: Risk Determination i-f[6tis(lSK  GA’
Mistmy  of previous YI?

fjM$
-(1) (2)17.

18.

Yes No

Ralts which do not clear
on coughing: ( 1)W(2)

Yes No

Yes N o

Current treatment with a
beta-blocker (within
48 hours), verapamil
(within 24 hours), or
diltlazem  (within 24
hours)? (WRB)( 2) BB\&i.& 1 9 .

Ventr icular  rate  a t  rest
cons i s t en t ly  < 55 beats
per minute? (NoBB)( 2 )%a i(\l ~QJ

Systolic BP consistently
< 100 nnn  Hg? (NOBB)( 2)

Hoist  rales that do
not clear wfth coughing,
invo lv ing  l/3 or m0re
of the lung f ie lds  and
interpreted as  s igns of
-__-

0
A To what extent?

i l/3 lung  f i e ld s  - (I 1

> l/3 lung  f i e ld s  bu t
not al l  - (2)

Both ent i re  lung f lelds - (3)

Hypotension (systolic
pressure < 100 mm Yg)
and sinus tachycardla
(atria1 rate > 1 0 0
beats/min)? ( 1) (2)

Yes WO

CHF, or pulmonary edema
with consistent chest IDNo.  : : , I1 1

- (NOBB)(  2)fib\N
I I:

x-ray f indings?

g
I I, I I , 17 I
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20. At r i a1  fibrlllatlon or
f l u t t e r ? (1)

Yes

21. P u l m o n a r y  e d e m a ?
(Rales  over-both entire lung
fields and severe orthopnea
or rales  over  both ent ire
l u n g  f i e l d s  a n d  f r o t h y  s p u t u m
or pulmonary edema on chest
Xray) ( 1)

Yes

22. Cardlogenlc shock?
(Syatollc blood pres-
s u r e  < 85 x&g In t e rp r e t ed  a s
lef t  ventr icular  dysfunct ion
with evidence of dlmlnlshed
t i s s u e  perfuslon  on  in i t i a l
evaluat ion) (1)

Yes

PART VI: Consent

CCUPLETE  ONLY FOR ELIGIBLE

(2 l(wlG
No

N o

II.1 25.

026

23. Does the patient’s physician
consent to randomlxatfon of
the pat ient  Into the TIM1
Study? ( ’ )(REFUSE)

Yes YO

PART VII: Administrat ive Uatters

Was this patient
randomized? (1) (2)

Yes No

If YES. skip to ltem 27.

If E, answer Items (2J .

Reason not randomized:
(check all that apply)

A. INEL condition(s) checked
(Item 14) (1 J

B. Physician did not consent
(item 23) (1 1

C. Patient did not consent
(Item 24) (1 )

D. ER staff  fai led to notify TIM1
personnel .  - (1 )

Explain

E. TIMI personnel could not be
loca t ed .  - (1 1

Explain

I If YES, skip to item 24.
I

1
If E, answer A .0 I

F. Patient’s condition changed
before randomization - (1 1

GA Explain

1 Skip to item  25. 1

24. Does the patient consent to
be randomized? (1 )(REFUSE)

Yes No

If YES. skip to Item 25.

I If t&, answer A .0

Explain

G . Other (1 1

Specify

I Skip to i tem 29. I

Explain



I

27. Is the qualifying ECC be ing
sent with this f o r m ? (1) (2)

Yes No

28. Did the TIYI physician have
a follow-up conference with
this  pat ient  to  review the
nature  and purpose.  possible
benefi ts ,  and possible r isks
of the study procedures and
drugs? ( 1) (2)

Yes No

29. Patient Hospital Chart N u m b e r :

30. Person assessing eligibil i ty
o f  pa t i en t :

Name:

TM1 Staff No: - - - - -

C’131. Where  was the qualifying
ECC obtained?

TF(X Clinical  Center  -
wiE4$&

( 1)

Emergency room extension - ( 2)

Speoify

TIVI II Form 03
9ev 5 01/05/87
Page 5 o f  5

32. Research Nurse/Coordinator:

Signature:

TM1  Staff No: - - - - - - -
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TIM1  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&and corner of the first page.

Please use black Ink to complete this form. For Items which cannot be answered by a check
mark (/I, 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.

XTM INSTRUCTIONS: Items with Instructions outlined below have the symbol I*1
preceding the Item number on the form.

REFER TO ITEM  5, PAGE 1

Smoking Status: The objective Is to determine If the patient 1s currently, or has ever
been a cigarette s m o k e r -- the figure of 100 cigarettes Is 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: I.e., answer “NO.”  However, If a patient
smoked regularly during any period In his/her llfetlme, 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 actlvlty  = running, etc.

REFER TO ITEM lOC, PAGE 3

Date of prior myocardlal Infarction

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

I’ 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
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PABT I: Identlffcation

1. Patient’s NAME  CODE:

TIM1 PHASE II

THROMBOLYSIS IN MYOCARDIAL

ADWISSIOY  FORM

TIHI II Form 04

INFARCTION
Rev 0 03/14/86
6 Pages

2. Screening date:

--
Month Day Yei

PABT II. Background Data

3. Race:

White
Black
Hispanic
Other

4. What is the highest grade of
education completed?

No formal education
Grade 11 or less (2)
High school graduate - (3)
Some college (4)
Degree from 4 year college -- ( 5 )
Soma  graduate education- (6)
Graduate degree (7)

[*I 5. Has the patient smoked more
than 100 cigarettes in
his/her lifetime?

Yes No

If yEs,  answer @ , @ and @ .

If NO, skip to Item 6.

C’l 5. (Continued)

0A

0B

0C

0D

Haximum  packs/day:

5 l/2 peak (1 1
112 < peaks i 1 (2)
1  < paoks  ( 2 (5 )
> 2 paoks (1)

. \1(1SftlMNumber  o f  years  smoked  -

Is the patient a current
smoker? (Raeed  on three
weeks prior to qualifying
UI) (1) (2)

Yes No

If yEs.  anawer

If E answer E .0
Packs/day:

i l/2 pack (1 )
112 < paoks
1 <

i 1 (2)
packs ( 2 (5 )

> 2 packs (4 1

Skip to Item 6. I
0E How long ago did the

patient stop smoking?

( 3 months (I)
3 < months ( 12 (2 )
1 < years i 5 (J)
> 5 years (4)



PART III: Present Illness

6. What was the activity at
onset of p a i n ?

Sleeping
Rest
Uild physical  act ivi ty
Uoderate  physical  act ivi ty  -
Marked physlcal activity -

7. Was the Index pain the only
chest discomfort suffered
during the past 48 hours? - ( I )

Yes

-1

CA When were other episodes
relrted  to the p a i n
leading to enrollment In
TIMI?  (cheak  a l l  t h a t
apply):

1. ( 1 hour -
2. 1 - 2 hours
3. 3 - 5 h o u r s
4. 6 - 11 hours

12
:: 24

- 23 hours -
- 4 8  

during the three weeks
to the qualifying 

A.
0.
C .
D.
E.
F.
G .

None -
At rest
Exertlonal -
New onset
Increasing frequency
Variant
At nlght -

( 2)
No

:
(
(
(
(

:
(
(
(
(
(

TIHI  11 Form 04
R e v  0 03/14/86
Page 2 of 6

9. Has the patient experienced
previous cheat pain or EH57[+ 1 Id
anglna? (1) (2)

Yes No

I If E. answer (AJ .

I If NO, skip to Item 10.
c

0A Angina classification:
&,w~d LJ A

CC&)

Deflnlte  anglna (1 1
Probable angina (2 1
Probably not angina - (3 )
Not angina - (4)

I If DEFINITE or PROBABLE answer
.B .
0 I

I If PROBABLY NOT or MOT skip to
Item 10.

Date of onset of angina:

i 7 days -
8 - 14 days

. 15 - 21 days
22 - 30 days
31 - 180 days
6 months - 1 year
> 1 year -

PrJOotJ~
(’ 1
(2 1
(J 1

:: :
(6 )
(7 )
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TIM1 II Form 04
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.

PART xv: Medical History

PRIOR TO CURRENT EPISODE

10. Cot8  the patient have a history of myocardlal  infarction prior
to the current episode? (1) (2) (3) (4)

Dtfi- No Sus- Un-
nit4 ptct known

I - - ,
1 If DEFINITE or SUSPECT answer (1) , @ and f& . If E or UNKNOWN, skip to item 11. 1

0A Criteria for Infarction: (answer each item)
lb

Yes No known

0B

1. Patient hlstory
2. Physician history
3. ECG
4. Cardiac tnzymts

Location (check all areas involved)

1. Anterior
2. Inferior
3. Lateral
4. Poattrior
5. Unknown

Ct@ Date: -- - - -
Month D a y Year Unknown

11. Haa  the patient ever txptritnctd any of the following events?
(Stt Manual of Optratfons for dtflnftlons.  Answer each item.)

A. Congestive heart failure -

8. Intermittent cerebral ischtmlc attack

C. Stroke

D. Inttmltttnt  claudlcatlon -

12. Has the patient ever  had any of the following discaats  or conditions
diagnosed? (Ansutr  each qua&Ion.)

A.

8.

C.

D.

E.

1.
c.

H.
I.

J.

Diabetes mellitus  -

Hyptrttnslon

Peripheral vascular disease

Valvular heart disease

Other  cardiac disease

Specify

Gaatrointtstlnal  disease

Htmatologlcal disease

Renal disease

Dtfi- Sua-  Un-
nitt No ptct known

(1) (2) (3) (4)0wM
(1) (2) (3) (4) DizcM

(1) (2) (5) C4&5?k

(1) (2) (I) (4) DLLC

Un-
Yes No knOWI

( 1 ) (2 1 (3 ) @OlAfi

( I ) (2) (S 1 BLW

(1) (2) wgcw

(1) (2) (3)3(_\1fl,P
(1) (2) (5) $LOCD

(1) (2) cs,$C&L
(1 1 (2 1 (J ,ijLHmq

(1 1 (2 1 (5 1 ($L(Q&&
Ntutologlcal disease

Other slgnlflcant disease

Specify



13.

14.

TIMI II Form 04
Rev 0 03/14/86
Page 4 of 6

Was coronary angiography performed within 12 months prior to
the current UT?

Un-
Yes No knOWI

(1) (2) (3)

Was percutaneous translumln81  coronary angioplasty (PTCA)
ever performed? (1) (2) (s)

PART v: Medication

15. Have any of the following drugs or types of drugs 
 during the psst  week prior to edmission?

If z is checked. indicste  time last dose was name(s)

4

Time  last dose taken

Yes No

A. Long-sating nitrates end oral vasodllrtors  - il, (2)

R. Short-eating  nitrates (i) (2)

Cl. Hetoprolol (1) (2)

C2. Other beta4lockers (1) (2)

D.

E.

F.

c.

H.

I .

J.

K.

L.

n.

N.

a.

P.

0C Name(s)

Caloium  channel blockers

0Dl name(s)

Antlarrhythmlcs (other than bate&lockers or
calcium channel blockers)

Intravenous lnotroplc  agents or pressor egents  -

Cardiac glycosldes and oral inotropic  agents -

Diuretics

Intravenous  vasodilators

Antihypertensives  (other than  diuretics and
betcblockers)

Aspirin

Dtpyrldamole  -

Platelet active agents (other than aspirin and
dlpyrldamole)

Methyl xanthines

Hepsrln

Antlco8gulants  (other than heparln)

(11 (2)

(i, (2)

(1) (2’)

(1) (2)

(11 (2)

(1) (2)

( i ) (‘2 i

(1’)  (2)

(1) (2)

< 6 hrs 6-24 hrs
Bb&p

(1) (2)

( 1 P@92 1

( I ) “*%‘I
0 LRKC~

(1) (2)

> 29 hrs

(3 1

(1)

(3 )

(J )

(3 1

(3 )

(3 )

(3 1

(3 1

(3 )

(5 )

(5 )

(3 1

(3 1

(S )

(3 1

(5 )



TIM II Form 04
Rev 0  03/14/66
Page 5 of 6

PART VI: Physical Exam

16.

17.

18.

19.

20.

21.

22.

Height

Weight

Heert rrto - BLHkbemmnut@

Respirrtory rate
ilwhe

respirationafmin.- -

Blood pressure: (First recording
taken at the time of screening
for e l ig ibi l i ty)

A. Syrtolic - 0wJe rm Hg-s-

8. Dirrtolic BLOBQ  an Hg--s

Pre- Ab- Un-
sent sent known

Abnormal neck vein 0L NKVd
dlrtenaion (1) (2) (5)

Heart sounds:

A.

B.

C.

0.

s3 (1) (2) (3)

S4

Pericrrdial WC 9
f r i c t i o n  r u b  - - ( 1 )  (2) (5)

nurmurs

If PRESENT, answer @ .

If ABSENT or UNKNOWN, skip to item 23.- -

22. (Continued)

D. (Continued)

@ Hurmur(s)  characteristic o f
the following are present
(check all that apply):

a.

b .

0.

d.

a .

Benign systolic
ejeation (1 lBL05’i
Ultra1  regurgltrtion  - - (43mR

Aortio  regurgitation - (1 ,f3Lc\tl

Ventrlculm  septel
rupture ( ’ )?tV$q

Other - ( ’ ) t3Jm#M.

Speelfy

Pre- Ab,
sent sent

23. Integment:

A. Ecohymosls (’ ) (2 ~&~cCHy
B. Hematoma ( 1) ( 2) 9LHemp

24. Were other signific8nt
findings present? - (1) (2)

Yea  No

If YES. speuify



I

TIM II Form 04
Rev 0 03/14/M
Page 6 of 6

PART VII: Local Laboratory Data

25.

26.

27.

28,

29.

30.

31.

32.

33.

34.

35.

36.

37.

38.

LARORATORY  UEASURMENTS At TIME  OF
SCREENING FOR ELIGIBILITT

Creatinine  - BLcb\E;~
- - • - Wdl

BOW dgL’OIJ q Ifd1- - -

Tot81 bfllrubin - &W.-I
- - • s mddl

SCOT 8LsGo~ r"/L
- - - -

LDH 0~~w-i run- - - -

wwn>"fi
Alkellne  pboapbetaae  0 - - -

Hem&oorlt Fy_tiGT $--•-

Hemoglobin - qLt-\'a gnrfdl-w.'-

White  blood cell count

i3LwA
--._ thourandshn3

Poteaaium  - "' q Eq/L-*-

Plrtelet count

A.
BLWW

thouaandsfam3-m-w

Only l nauer B if A not 8vailable

B. Adequate on mew - (1) (2)

Urine

Urine

Stool

protein

occult blood -

guiaio

Aveil-
able

(0

(1)

(1)

(1)

(1)

(‘1

(1)

(‘1

( 1 )

(1)

(1)

(5)
Ye8 No Unknown

Pre Ab- Un-
sent sent known

PART VIII: Administretlve  netters

39. Physician performing physical l xms

Nae

TM1 Staff No: - - - - - -

40. Reuerch  NursefCoordfnator:

Signeture

TIM Staff Nor - - - - - -



Rev 0 03/04/S

TIM1 PHASE II

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 lng Center.

The patient’s Identification number should appear In the box In the upper rfghbhand
corner of the first page, as well as in the lower right&and corner of all pages. The
clinic number should appear in the upper rfghtihand corner of the first page.

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

ITEM INSTRUCTIONS: Items with instructions outlined below have the symbol Ce3
preceding the item number of the form.

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 a n d
leave DATE blank.

I



TIM1  PHASE 11

THRCMJDLYSIS  IN ffYOCAt?DIAL  INFARCTION
TREAYWNY  ASSICNMEwT  FORM

TrYI  II Form 05
Rev 0  03/04/66
6 Pager

PART I: Identlflcation

1. Patient's NAME COKr

2. Screuting dater

Cal 3. TIM  t r e a t m e n t  aaaignment  uaedr

A. Patient therapy kit number:

---v-v
8. Mailer Sequenc8  Number: - --_

4. Was the correct aaquence
nuaber  mallor assigned
to this patient? (1) (2)

Yea No

Inc&ect Treatment Assignment)
must be completed and aubmlttd  with

5. Group aaaignment  (check one):
PSSN7fd

A. PTCA timing study:

2 hour PTCA
19-48 hour PTCA
Ho PYCA

5. (Continued 1

B. Beta-blooker study:

1. Beta-blooker  eligible:

nlmdlato beta-
blocker and 19-
48 hour PYCA (01

Ivmediato  beta-
blooker and no
PYCA (OS

Deferred  beta-
blooker and lR----_

)

)

48 hour PTCA

Deferred beta-
blooker and no
PYCA

(06 1

to7 1

2. Beta-blocker ineligible:

IS-48  hour P’YCA  - (co 1
No P’YCA to9 1

PARY  11: TTM  Treatment

6. War  rt-PA treatment
inftiated? (1 ) (2 ) +fw\F)

Yea No

If E. skip to ftem 7.

‘If NO, specify the  reason  ln

item A .0
If the patient has died, submit
a Death tbtlflcation  Form.

0.A Di8d (I )
Patient refused (2 1
Other (specify below) (J I

I Skip to P a r t  I I I .
II I



7. rbPA tmemnt

TIM 11 Form 05

A. Dora, -w- m
8. If  1088 th8n protaaal

speaifled  dom glvon,
chdc prlomry re8ront A+w~~~~

Urtic8rlr (01)

Favor  of chill8 (02)

N8u8ee or vrmiting - (03)

Bleeding 8t l rteri81
8aae88 (or)

Bleedtng et c*ntr81
vein 8C8888 (OY)

8leedin#  8t other
pmatture  sit08 (061

speaiiy site%

Other bleeding

spaairy sitar

Convul8lan8

kl8ph718X1X

Hypotension

bOWtlOXp88lbl

008th

Oth8r (rpeaify below) -

(09 1

(09 )

(IO 1

(II I

(12 1

(13 )

8. We8 lntrrvrnous metoprolol
thenpy  inltlated?

If Y& +klp t o  ltea  9.

ff  ItO,  rproify the re88on in item

If t he  p8tiant  h88 diad,  submit  8
Death Notlflcetion  Form (TIM1  Form
15).

4

s ~~~~~b~r~;o:ntra-
(I )

bird (2 I

P8tient refused - _ (5 I

Othrr (speaify below) (4 )

A.

R.

C.

/ Rev 0 03Kiw66
Paa. 2 OC 6

9. IYetoprolol  tre8tmnt

Intr8venou8  doso -
yoo5~
w- w

ff  h88 thm PrOtOCOl
specified  do88 given,
cheek s re88on8r

1.

2.

3.

P.

5.

6.

7. .

8.

9.

10.

11.

12.

He8t-t  r8te < 49
ba8t8hitWt8

SyrtOlio  blood prer-
8Ure < 95 (I ng (1)

P-4  > 0.26
sOmnd8 (11

 he8rt  bloak (1)

30 he8f't  block ! I)

jlorrening .( I )

Cal4 *eat8 (1)

Wheezing (1)

Reler l xteedlng > l/3
t h e  w8y t h e  
fiOld8

Chertrry f i n d i n g 8
of pulmon8r)  edeme 

berth (1)

Other(speoify belou) -(I)

Drrl dare during fir8t
 hours - --m W



I

TIM1  I I  Rnn 05
Rev 0 03/OP/66
Pago 3 or 6

‘9. (Continued)

D. It orsl r*toprolOl 1088 thrn protoool 8psoiCisd doso giwn, chook s reaaonrt

1.

2.

3.

P.

5.

6.

7.

8.

9.

10.

11.

12.

lfesrt rsto < 99 bsstr/timtr

Systolic blood preirure < 95 mn Hs

P-0 intow > 0.26 seoond8

P h88rt block

3° hoart  blook

Wor88ntna  dyapn88

cold mata

uhnting

Relor l xtmdlng > l/3 of ths ray up the luna fields

Chart X rrl findings of pulmnsry edsms

Darth

Otkor (spsolfy  below)

10. Heparin  bolur:

c*111. rt-PA treatment lnitlrtion:
yy -ytflo To&  T’I:YA m-i4 TJm

- - - :-WV-

c.112.

t.113. Oral beta-blocker
inltlrtlon:

r’llu. Continuous  heparin
lnfu8ion  (strrt):

t ‘115. rt-PA tre8tmmt  completed: (1) - - - - - - :- -  - - - -

16. Did the p8tient receive 8 blood trrnrfuaion  dthin the
first 24 hours of rt-PA treatment initiation?

(1 )

(I 1

(1 )

(I )

(1 1

(1 )

(I 1

(I )

(I 1

(I 1

(I )

(1 1

Tcq
(1) (2)
re8 Ho

msf (US?)

----

RATE  WSP/rlr  ‘

-w--



I

.

17.

.lI3

319

20.

TIMI 11 Form 05
Rev 0 03/0r/86
PII. 4 of 6

Ifem there my oompliastlons  ulthln the first  24 hours of
rt-?A trerwmt  lnltlstion?

bvf
(1) (2)
Yes No

(lf~snsmtr@ snd a. If E, skip to item  20. I

Cavllcstlonsr (cheek one for l seh item)

A.

1.

C .

0.

E.

P.

c.

H.

I .

J.

K.

L.

M.

did not
ocaur

urtiosris (1)

Fever or chills (1)

Imans or vomltlng ( 1)

Bleeding  at wtwial aaosu - t 1)

Blsedins  st asntrsl vein soars - (1)

Bleedlng  st other punature sltss - (0

occurred cut did
not Interrupt
rt-?A trestmnt

(2)

(2)

(2)

(2)

(21

(2)

indfcetloa  for
lntsrrwtlon of
rt-?A trestment

( ,)  colv,PA

(S) Cofvf~

(1) (&a

(3) CNYVP

(‘) C,rnfC

(” GWS

Speolfy  site,

Other bleeding

Spsolfy slter

(1) (2) (3) CodG

Comlslons

Ansphylsrls

Hypotenslon

Bronchosp8sm

Desth

Other

Speolfy:

(1) (2) (S)WY

(1) (2) 0) G2mPr:
(0 (2) (" c.0fY-M

(1' (2)
(" CsmQK

(1) (2) (” CoMQC
(1) (2)

Us8 rt-PA treetment restsrted? (1) (2) (3)
Yes No %t

Stopped

Hemdynemic measurements 8

tlms from rt-PA
trestaent  lnltlstlon

0

30 mlmrtes

60 minutes

90 mlmtea

120 mimates

150 mlmates

100 minutes

Not Blood Pressure, mm Hg not
done Systolic Dl8stollc don.

(1) (1)

( 1) (1)- - -
(1) *@Gov3460 (1)

( 1) 3!&L lak (1)

( 1) (1)

( 1) (1)

( 1) SMWJ_  ~aQjg0 (1)
I II I

ID No. 1 I I I I:
: : rr : I 1 n I



I

TIM1  II Form 05
Rev Q 03/n4/46
Pago 5 of 6

21. Uhioh  of the following occurred during the tima of rt-PA  infusion?

h.

8.

c:
D.

E.

F.

c.

H.

Dr8rmtlC  rOl1eC o f  c h e s t  prin

Drwtic warrening  of  che8t  psin

Rapld normalization of ST segmtr

Tfma froa I-t-PA
treatment lnftirtion

Ye3 No hour8 minutea
R?W/j M j rJ C-Q

Erauerbatlon of SY segment l bnormalitira

Ilp~.awta*  of new l rrh~hmi88  or con&&ion  dirturbon8.s  - ( t 1 ( 2 )

RaaoUatlon  of errhythmlaa  or condwtlon dlstrubme88  - ( !?Yi

Daereaaed  blood prerrve or olinloal  rlgnnr  of WWG
redwed perfualon ( I ) ( 2')

Inaroaaed  blood prosave  or clinical  signs of
lnareued  perfusion

22. iien there any l rrhythmlaa within the first 24 hours  of traataent  lnftlation?  - (I 1 (2 1
Yes Ha PA-j

.

023

If T& ansuor itom 23 .0 If No, skip to 24.

India&e  tyPe and SPPeeraace of l rrhythf4ies. l xoluding c8thoter-lnduoed
(chaak all that apply.)

A.

9.

C.

D.

E.

F.

c.

Ii.

1 2 3

Prier to During
thraebo1ytic thrombolytio

None therapy therapy

Ventricular tachycardia
(> 3 beat8 tn a row at
a-rate > lOO/mln)

Ventricular fibrillation  -

Bigextlny, trlgeminy  o r
qu8drlgemlny  Lsxtlng RASC\

> 1 min. (1)

Sfnua  bradycardia
(< 5Ohin)

second  decree  heart block - ( I )
Cf RAF1

Third degree heart block - ( 1 )

Acoeleratad idioventrl- pa61
cular rhythn, rate < 100 - ( 1 )

(‘1
PrAAis&
(1)

PrwtC3
(1)
PAR33
( 1 1
AAAC3

(1)
P acg
(1)

ARAG3

8rrhythmlas.

4

Number of

5

After completion
of throlwbo1yt1c

therapy
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TIYI II Form 05
Rev 0 03/09/86
Page 6 of 6

24. A8urumt of che8t pmint

A. Pro8ult IlmDdieely
prior to rt-?A
tr~emllt ('1 (2)

to8 No

If T&  8kip to c. I
I tf~8rNUW@.

I
I 1

06 tin of rollrf  o f  ohrt p8inx

.

, 25.

C .

0.

E.

~WWt 8t itliti8tiOn
of thrabOlyti0  thOr8W

Re8Wlt  80 ~llO1U8iOn
of thrombolytIo tllerrpy

P8iIl It COlBUlU8iOn  O f
thor8pr  capu8d to
p8ill 8t iIitt:~tiOll Of
thu8py  t

pip to 1tr 25. 1

- (1)
I.8

25. (Continwd)

0d Evidence of corowry thrOdO8i8
o r  myoo8rdl81  infrrationr

‘I88 No Unknown
1. An~~O6r8phiC - (1) (2) (3)

2. Re8pp88r8ne8  Of
win (1) (2) (3)

3 .  EcGovldmlco-(1)  (2) (3)

4. clc l vld*nc~ - (1) (2) (2)

5. Other eniymr
l lov8tod -11)  (2).(s)

cJlr\ll~
2)
No

PART III: Adnini8tr8tiVe  U8ttOW.

Inoro8wd

kUW88d but 8till
pe8WIt

Sm

None

W88 than wideme of
COl’On8~  tkrOmbO8i8 Or
myOe8rdi81 infrrctlon
within the firrt  20 hour8
rftw lnttlrtion of TINI
treatmt? (‘1 (2)

'I.8 No

I If IEf. 8nlWr &8nd 6$1.

If 3 skip t0 PIrt 111.

0A Tim8 wont  oacurredr

FOIW (TM Form 23) to dooumt
thi8 l writ.

a

nontb -Gp-- T87

f'filit8v  tiw: - :
hours.  mLnuG

subrittd  t0 the bordtfl8tifl6
‘hltU  tith thii fOt'l8.

I.0 no
A. F i r s t  po8t  tre8tmmnt

Eo3 (1) (2)

2 7 . 18 8 p8tiWIt th8F8PY kit
b8ing 8Ont  t0 the 0W13
Dlrtributton Centor? - ( 1) (2 1

29. f!C8@8rOtl  Nurre/Coordin8tor:

Sfgn8tura

‘fmr  St8ff  No: - s- - - - -

I 29. CC USE ONLY I
Ye8 NO

A. EC0 (1) (2) I



Rev 1 05/28/86

TIHI PHASE II

INSTRUCTIONS FOR CdnPtETING

TIM1  FORH 06

PTCA PROCgDURBS  FORM

GENERAL XNSTRUCTIONS  .

This form should ba completed to doewent 811 PYCA prooedure8  lnaludlng those rqulred by
protocol, anorgenoy  or eleatlve during the lnltl8l ho8plt8llr8tion  or during the follou-
up period.
Form 06 or

B8lloon  1nfIrtlon  must  be doaumented rngiogr8phlc8lly  8t la-t owe. Either 8
8 Form 6B la rqulred for 8ll P8tlenta 88rlgned  to PYCA; Complete Form 06 if

the rqulred PTCA ~88 performed or COmPletO Form 6B if the rqulred PTCA ~88 not performed.
The origin81  of thla f&m is sent to the Coordln8tlng  Center.

The prtlent~a  ldOntlfie8tlOn  number md form type should rpperr in the box in the upp8r
rlght4wnd  corner Of the fir8t P8g0, 88 well 8S.M the louer rightlhmnd  .corner of 811
p8ge8. The cllnlo number should 8Ppe8r in the upper.rlghtdrnd  oorner of the flr8t  page.

Pl.880 use bl8ak ink t0 Complete this form. Far item8 which ctnnot  be lnawered  by 8 aheak
mark (/I, PRINT clerrly all responses in the sp8cea provided. Do l¶Ot US0 8bbreVirtiOna
unlesr  rbaolutely  neaea88ry.  8nd then use only widely reeognlzed rbbrevl8tlona.
plated copy of this form should be ret8lned  for your filer.

A aom-
ft

ITEN INSYRUCTIONSr  Itema with instruct ions  out l ined b e l o w  h8ve the symbol  Ia1  .
preceding the item number of the form.

REFER TO ITT3 8B, PAGE 2

NOta: If there are tva lesions in the 380~8 segment of the infrrct-relrted 8rtery. code
same site code for "Lesion 1" and "Lesion 2."

3itO Codes:

RXCHT CORONARY ARTERY
I\ \ \

1. Rox RCA
2. Mid RCA
3. Dist RCA
9. RPDA

6. 1st RPL ,‘,
7. 2nd RPL
8. 3rd RPL H

I
I

9. Inf. Sept8110. AC Marg. w -7 .

5. RPIS

Sit0 Codes (Continued):

LEFT CORONARY ARTERY

11. LHCA
12. Prox LAD
13. Mid LAD
14. Dist LAD

tSb:
1st Dirg
2nd Dirg

17. 1st Septrl
18. Prox cx
19. Dlst CX
20. 1st Ob Warg
21. 2nd Ob Harg

22::
3rd Ob Marg
L AV

f ;:
1st LPL
2nd LPL

26. 3rd LPL
27. LPDA

(OVER)



TIM1 FORM 06 INSTRUCTION PAGE

Rev 1 lO/OS/Rb

I
REFER TO ITEM 8s. PAGE 3 -I

~ Full Improvement: a) .

I .
.

b) .
.
.

Partial Improvement: a) .
.

b) . Post-PTCA 120X decrease In stenosis
. and perfusion grade 2 remains 2

Ho Improvement - All Others,

a) .
b) .
c) .

Post-PTCA < 60X stenosis
and 2 20X decrease In stenosis
and perfusion grade 3

Post-PTCA < 60% stenosis
and 2 20X decrease In stenosis
and change In perfusion grade from 0 or 1 to 2

Post-PTCA < 60% stenosis or 2 201 deorease  In stenosis)
and perfusion grade 0 or 1 Improves to 2 or 3

or perfuslon grade 2 Improves to 3
or perfusion grade 3 remains 3

e.g.

Post PT'CA perfuslon grade 0 or 1
Stenosis 160% and < 20% decrease In stenosis .
Stenosis < 60X or 220% decrease In stenosis but perfusion

grade worsens from 3 to 2

REFER TO ITEM 11, PAGE 3

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

The second admlnlstration  of rt-PA Is not permitted under TIM1 II Protocol. The use of
thrombolytlc agents other than rt-PA to treat TIM1 II patients Is not permitted under
Protocol.



I

TIM PHASE II

THROMROLYSIS  IN MYOCARDIAL  INFARCTION
PTCA PROCEDURES FORM

TIM IS  Form  06
R e v  1 OS/28/86
5 Pages

PART I: Identlftcation c3 What mas the indication
performing PTCA? m?9O\INP- for

1. Patient’s NAME CODE:

- - - - -

Ischemia  post  infarct ion - (1)

Re-infarction  post  infarct ion - ( 2 1

Other (51

Specify2. Date and time of PTCA:

XZi?

Military time -

3. PTCA type:

Protocol PTCA ,,,mdP
Non Protocol PTC.4 ( * )fobl.p

PART  11: Procedure Notes

If ProtocoA PTCA answer item 3A .0
If Nonprotocol PTCA  answer Xtcms
@ and @.

03A If Protocol vhlch type
(check one):

2 hour - (1)
2-48 hour __1_--1  ( 2 )

ISkip to Ite.6:1

04 Was PTCA an emergency or an
eiective procedure?

Emergency
Elect ive

(1 )
- - - -  (2 )

6. Mar PTCA attempted at the
site of the presumed occlusion sx-r&tp 5JxwI
or stenosis responsible For
the infarction? (1) (2)

Yes No

7. Was PTCA  attemoted at other
iesion  sites? (1) (2‘)

Yes NO



TIM II Form 0 6
Rev 1 05/28/86
Page 2 of 5

.

PART II: Procedure Notes

8. Complete the Information below for cash lesion  sfte  for crhlch  PTCA  was attempted.

A.

C‘IE.

C.

D.

E.

F.

I%.

H.

1.

J.

K.

[*IL.

H.

N.

0.

P.

hf8rct-relrted
artery

stte Code i f BBf/LI %Bl\I-9-- --
Brlnoh vessel utcp/M’~@
Involved ( 1) (2) ( 1) (2)

Larlon  dlserete -
$tD~‘l%Ohf ye8 N O
(‘1 t 1 (1) (2)

Lesion ecoentrlc  -

Lealon calcified -

Perfusion grade -
pre-PTCA

Distal  embollratlon
during PICA  -

Ms8ectlon during
PTCA

Intlm8l  tcu, flap
or fissure post-
PTCA

Tnrofnbosis  past-
PEA

Perfusion grade
QOSt-&%h

Yes No Yes No

L wFp3GAf
L\BHP/lm~C -
(1) (2) (0 (2)
Yes No Yea No

LlW/C\SM
(1) (2) (1) (2)
Yes No Yes No

!
cta~P/uSs/uP
('1 (2) (1) (2)
Yes No Yea No

LWP(l\WP
(1) (2) (1) (2)
Yes No Yes No

Percent stenosis
pre4TCA -m- - - -

Percent stenosis
post-PTCA. -v- - - -

Gradient pre-PICA _
bmn  Hg) N o t  - - -

Lesion 3

( I) (2)
Yes No

Lesion 4

(1) (2)
Yes No

- -

(1) (2)
Ye5 No

(1) (2)
Yes No

(11 (2)
Yes No

(1) (2)
Yea No

(1) (2)
Yes No

(1) (2)
Yes No

(1) (2)
Yes No

(1) (2)
Yes No

(1) (2)
Yes No

(1) (2)
Ye8 No

(1) (2)
Yes No

(1) (2)
Yes No

(1) (2 1
Yes No

(1) (2)
Yes No

(1) (2) (1) (2)
Yes No Yes No

- - -

m--

---

(1) (1 1 (I)
N o t  - - -  Not  --- N o t

Done Done Done

Gradient post-PICA -
(mm Hg)

w-- (1 ) ( )
N o t  - - - !l - - -

(1)
o t Not

Done bne Oone bne



.-- 8. (cmltinu8a  )

TXMI II Form 06
Rev 1 05/28/86
Pago  3  o f  s

C’IO.

1’111.

C’IS.

T.

u.

V.

W.

sitr out8om8  oode -

mu out8am8
MMured  (ondo)  -

outoa8 of PTCA -

Total inflrtion  tin -

mmbu ot eiffer8nt
dihtion 08th8t8r8
ume:

hm88t  btihOi3  8iZ8

)(umb8r O f  iIln8tiOIl8

8. hIhU  bW8tiOn

(1) (2) (S)
Full P8P- b,,8 Full Plr- mll8

tirl tiu

- - -
Sm.

e- . --I

L iscf/L. 1 SW?----
wo. W-B

m.

!.88iOn  3

- -

- -

(1) (2 1 (3) (1) (2) (3)
Full Plr- bn8 Full hr-  Mono

ti8l tirl

- - -
588.

---
Sm.

--

-0-m

--

---
-.

zG.- -

. 9. Did ml re8ult in 8ny of tk8 lb.
fOl&OUi~ 8OUt8 O~p~iO8tiOMX

Whit U88 th8 tOt8i 818p88d FT l@f@f/flfj
(Mmmr l mh item)

tbO?OMO~  tim8?
TiiziIz

A.
I88 No

5mr#enoy ooron8ry ~ru\$$$/~m@#Cel  11. vu thrombo1ytio  th8r-

8.

C.

D.

E.

F.

G.

H.

.
8rtUYbYP8888U+Y--(l)  (2)

DW8lOpWnt  of t&U
OO8lU8iO4l Of inf8FOt
rrtuy (1) (2)

thV8lOpW#lt  O f  tOt8l
ooolu8ion of br8n8n of c~weP/cQ,.n?cM
inf8roteol8t8d  8rtery - 1 I ) ( 2 )

I)rV8lOp#nt  Of tot8l
008h8iOn Of other
m8jor utrry (1) ('2)

Tot8uy  ooaludou  enleo-
liZ8tiOll Of br8mh88 or ComPfu~w‘e
di8t8&  8rt8FY (1) (2)

sp8aityr

8W 8drini8t8red  during
or tollowing  th8 pro-
08dUr87 (1) (2) (3)

Year No ye8
2Hr ota8r
PEA PTCA

It ES Dl’HER WCA.  an8uu  A tnrough  E .
0 0

If ES 2 HI1  PTCA  or No, skip to item 12.

NIlw

Do88#.

ROUt8 1 ICC’) IV(2)

Indio8tion tor Us.:

Embe11am tollouin6  PTcl B (1 )
utn8r (2 1

sp8oity

Adbition8l p8ti8nt  til8r8W
kit numb8rr

- - - - - - (1 1
Not

U8d



I

.

12. Did iny of the following 13. (Cant  hued )

TIMI  II Form 0 6
R e v  1 05/28/86
Page 4 of 5

compliiationa  occur with-
in 24 hours after PTCA?
(Do not Include events
checked “Yea” In Ite!n 9.)

C. Nitrates and vasodf-
Latora (1) (2)

Yea No

ii:
Death (‘:; (H;,www%XQ~Mw
Nonfatal HI ( 1) ( 2  yw/~wJP

C. Emergency surgery - ( 1) ( 2 1 sJs6f’/“o~6~(7

.
If E. complete the appropriate event
form.

I

PART III: PTCA Indlcationa  and Medical Therapy

I Complete Part III only for Nonprotocol l7CA. 7

13. Medical therapy prior to
PTCA  :

A. Beta-blockers (1) (2)
Yea No

01

02

133

Medication:

Total daily dose:

s--B mga

Were undesirable side
effects present at
t h e  m a x i m u m  d o s e ?  - ( I ) (2 1

Yes No

8. Calcium channel
blockers - (1) (2)

Yea No

01

02

133

Hedicatfon:

Total daily dose:

--s- mge

Were undesirable side
effects present at
the maximum dose? - ( 1 1 t2 1

0

02

03

Medication:

Total daily dose:

-s-m mlla

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

Yea No

14. Angina status prior to PEA:

A. Certainity  of d i a g n o s i s
(check one):

AN6/ i+fM”
Definite angina - (1 1
Probable angina (2 1
Probably not angina - ( 3 )
Uo angina (4 )

I f  DEFIVITS  or  PRC)BARLF,  anewer

If PROEARLY  101 or NO, skip to
item 15.

Yes #o I I



14. (Continued)

PI@

0C

0D

Canedirn  Heert  Class:

0 (0)
f (1)
II (2)
III (3)
IV ( 4)

Ephodic  rest or
prolonged pain?

Preclpitetlng  factors
(check 811 th8t apply):

1) Exert Ion
2) Emotion
3) tleclls
II) Cold we8ther
5) Intercourse
6) Sleep
7) Reet

(1)
( 1 1
(1)
( 1 1
(1)
( 1 1
(1)

15. Exercise test done: ( 1) ( 2)
Yes No

If YES,  answer A through C .0 0 I

I If NO, skip to 16. I
1 I

0A
Maximum pulse:

beats/min- - -

0 B Maximum blood pressure (mm Hg):

1. Systolic - - - -

2. Diastolic - - -

0C Exercise macnine (cneck
one):

Treadmill -
IJpiight bicycle
Supine bicycle -
Other, specify

16. Was coronary anglography
filmed for this P’VA? -------(I)  (2)

Yes No

If yEs submit films to the
Radiographic Core Lab. I

TIM1  II Form 06
R e v  1 05/28/86
Page 4 of 5

PART  TV: AdmInistrative  Matters

17. Is the required hospital
VTCA  report enclosed? ------(I)  (2)

Yes No

19. PICA myeicirn:

Jignature

TM strir  No: - - - - -

19. Research Nurse/Coordinator:

Sign8ture

TRIT S t a f f  N o :  - _ _  - --_

20. FOR CC USE I

rkauments received:

PICA Qeport



I

TInI PHASE II

THROMSOLYSIS  IN HYOcARDIAL  SMFARCTION
cAmAc CATHE~ER~~ZAYION ~~ocmws mitn

PAR7 I :  Idrntificrtion

1. P8timt’r  NAME CODCt

-----

3 .  aquenoe nuaborr -

hotoeol PTCA  08th (1)
P?otoool  pmdirohu~e  08th - (2)
Nenprotoaol  oath (1)

If kotoeol a8th  rkip t o  item 6 .

.I? NonprotaaOl  aeth 8n8wer  itea  5
0

.

TrYI II Form 7C
Rev 0 02/19/1)6
3 pwm

Nh8t ~88 the roreon  for  per-
foning  this nonpotoool
c8rdim  aethet8rizetion? jwwwd

A. Xeahamle  post infetation  - ( t-1

8. Rednfrration  poet
inferation (2)

C. ah? -(J)

PART II: Hemodvn8aics

1.1 6. Left vmttlaulu prerr~~~-et

A.

8. End diretolio _ -- - - H8

Awtia  preeevo:

C. Syetolia

0. bi88bllc - - - -

.

.



I

PART III: Procedure Note8
- -

7 . Sequenoe  of l gloq8m8:

(indlcete the order of t h e
following procedures enter
1, 2, or 3: enter 0 11 not
don..)

A. Ventriculo&rwhy -

8. Nodnf8rct  rrtery -

C. Infrrct  rrtery

8. An(iOq8pher8  888e88mnt:

t*DL Pwfusfon gr8de  o f  infrrct
8tteWZ

---

‘L.

9.

10.

ce111.

a. $ St8tlO818

Yh8t  -8 the inf8rCt  8rtery?
(Check one)

-v-

LAD (0
Di88Oll81 ( 2)
Clmmflex ( ‘1
mture a8rglnrl (4)
RCA or RPDA (51
LWA (6)

W88  PTCA  performed? (1)
Yer

(2)
NO

I 1

I If YES, complete PTCA  form
(TfnTFonn 06 1.

c I\

Uhon  ~88 rherth  respved?

A. D8te :

(1 I
Mom-  Dr- Us- Not

Removed

TIM1  II Form 7C
Rev 0 02/19/86
PIgO  2 Of 3

-. -..-

PART IV: CoUQlicltiOn8  Of Angiogr8phy

12.

013

3
4

Were there my complicrtlons
during l giogrrPhY?

If Y& l suer items 13 through 14 .coj
V88culrr non coron8ry corn--œ
pliC8tfOn8i  (8n8W.r e8ch
item)

A. Arterirl

a. Arteri81

C. ArtWl81

D. Md rrterlrl
rerult rtroke o r
centrrl nerVOU8 8y8tem F7 e&#?f P

event? /

F7#0]

(1) 2) &&fi

V88 crtheterlz8tlon  compli-
c8t8d  by 8 new occlusion o f F7(5oc FlGfiDoC
8  coron8ry  8rtery  or brrnch
versel? (I 1 (2 1 F7aJP0~

Ye8  No

y



- -7--

rIHI II Form 7c
Rev 0 02/19/66
P8P 3 of 3

(Continued) PART v: Administrative  Hatters

Coronery occlurion vex due to
following:

0A

08

0

_ - -

Coronery thromboxia?  -

Coronwy  disseCtiOn?  -

EabolLx8tlon  of clot? -

r-
Q

L-

016

17. Anglogrrpher:

Reaoarch  Nurse/Coordlnrtor:  ’

Slgneture

I If NO, skip to item 15.

3'cl

,c23
ac3

3CO

hit larln

LAD

Circumflex

RCA

Were  there cetheter  induced
rrrhythmfrr  requiring
l leatrfcxl cwdioverslon
or deflbrlllrtlon?

Cllnicel  compllcetions o f
l nglogrephy: (mawor  eech
1f.m)

A.

8.

C.

D.

Puluunery  edem

Hypotenaion -

Cardire  arrest

Anrphylrxls  due
to oontrut

Yea No

(1) (2)

(1) (2)

(1) (2)

(1) (2)

(1) (2)
Yes No



TIM PHASE II

THl?OHBOLYSIS  IN nYOCARDIAL  INFARCYION
CARDIAC CATHEYtERIZATION  PROCEDURES FORM

PART I: Identlficrtton

1. Patlent~r NAME CODE:

hatOaO1 PTCA C8th (1)
t’?OtWOl  p8di8ChUg8 c8th  - (2)
lblhpPOtOOOl  C8th (J)

If ~Otocrol C8th Skip  to it8m 6.

If tbnp?OtO~Ol  08th 8n8W8r  it8a  5 .
Q

TfYf  II Form 7c
Rev 0 02/19/86
3 Pal-

05 Vhlt W88 th8 ?*8SOn fO? prr-
fomin#  thir nonpotoeol
C8rdi8C  C8thOt8~iZ8tiOn?

A. fsohri8 poet  lnfrrotion - (1)

0. R84nfrratlon  pO8t
lnfuotlon (21

C. Other (3)

PART I I : Hemodynmfcs

t.1 6. L8ft ventrlculu

A. Pa8k sy8tOliC -

8. End di8Sto110 - Be-

Aortlc pr888ur.r

C. Systelio

D. Dl88tollc - - -

i i I; I : I
IDNo.  : : ;T ; I :

Form  Type Iic/ci ,
I

1 1 1



---

/

PART III: Procedure Note.

7. Sequenoe of l ngioqamar
(indicata  the order ol the
folloulng  procedure8 enter
1, 2, or 3; enter 0 if not
don..)

12.

A. VentrlculoRr8phy  -

8. Non-infarot  artery

C. Infarct artery

013

8. An(iopapherr l sreaament:

I.lA. Perfuaion grade of lnfrrctF7C&I  /F7cG+2/fieR3

PART IV: Complicationr  of Anuiogrrphy

9.

c

10.

Uhat uaa  the lnfrrct  artery?

(Chack  Ona) P-J CGA&I  /F7cLiit4 2IF7CzRA  3
LAD i’,
Ma~on.1 - ( 2)
Circumflex ( ‘1
Obtuse  marRlna1 (4)

RCA or RPDA (‘1
LFICA (6)

Id.8  PTCA performed? (‘1 (2)
Yea No

TIHI II Form 71:
Rev 0 02/19/86
Page  2 of 3

I If YES, ccmplete  KCA  Form
(TfrForm 06 1. I

[‘Ill. When uaa  rheeth revwed?

A. Date I

_ m

Mom-  Dr- YsT;r-
(1 1
Not

Removed

B .  tim.r :
TfUrl minUG

,

IWe there any  complications
fl CCcd’I

I
F?ccoMf2~

during rngiography? ( 1 ) ( 2 1 f7ccorvr~
Ye. No

If Y& anwe?  i t e m s  1 3  t h r o u g h  19 .0 01
If E, skip

plic8tlona:  (answer l ech
item)

A .

8 .

C .

D.

E.

Md rrterial cmbolus  _
rexult in xtroke or
central nervous rystem
event?

U8s catheterization compll-
cated  by . new occlusion of
a coronary rrtery or brrnch
vessel?

F7eow/bcocc3/
(1 ) tz 1’
Yes No is7cu(3y

ff yeS, answer A through
3

If UO,  skip to item



I

TIM 11 Form 7C
Rev 0 02/19/86

/II P1ge 3 of 3
i

.L.
3
14 (Continued) PART v: Admlnistrativc  Watterr

C~_.
Coronwv  occlusion ii88 duo to
thr roiiowtng: 17.

Embolirrtion  of c lo t?~~C”w$ 4 2)
‘i fwoccc2/ 18.

-
F 7COC~3

I If Y& 8n8wor  ;Cl  t h r o u g h3
If s, skip to item 1 5 .

which 8rtery7

Yes No

s’cl  Left nuin3 (1) (2)

3
,c2 LAD (1) (2)

(11 (2)

3
'C4 RCA (1) (2)

- Were there crtheter induced
rrrhythmirr  mqulring ,WMRI (fWPQ+WW

‘v 8leCt?iC81  C8rdiOVWStOn I
or def ibrlll8tion? (1) (2)

YeI N o

Angiogrrpher:

Signrture

YmI  St8ff  N o :  - - - - - -

Rese8rch Nur8e/Coordln8tor:

Slgnrture

TIM St8ff  No: - _ _ - W-B

016 Clinic81  coiaplic8tlon8  o f
mgiogrrphy: (8n8Uer  e8Ch

A. Pulmonrry ad-8

Yes No

8. HYpOt8"8iO" - (I ) (2)  F?Cflf’o/
/
F~cU?O~,,F~~W'~~

C. C8rdi80  8rrest (1 ) ( 2 I F'ICGA/ ];XGA+~R~
0. Anrphylrxio  due

to oontr8st (1 ) (2) ~~Q,VAI/ ~7mm/F7~4~43



I

txnx PHASE II
CORaWARY  ARTXRIOORAPW  VISUAL ASSLSSMENT

TM1 II Fom ?F
Rev 4  09/02/w

Patioat’  NAME  cmxr
-s---

I.

2.

3.

5.

7.

Ovrutyr - -

Cod.- - -

Y*8

SO-ML _ S Stmoris

-f.x RCA

.2. Mid ncr
---

-w-
3. Dirt RCA - - -

1. RPDA -v-

Prox CX --v
rnst cx --e
1st Ob Marc --w
2nd Oh nwg - - -
3rd ab Man

- - -L‘T
- - -

1st LPL --N
2nd LPL -s-
3rd LPL --m

l&PM_ -s-
Addltlonml
Leaion - - -

- I 19.

- 20.
ii.-

-

-

-
2 %-

- 29.

- 30.

Anterior Infarot

Inferlor  (or other)  Inhrot
(1 )

(1 )I 16. 2nd Dii----_- om-
Lesion 1 Lesion 2
Yrr  N o roa wo

Lesion 4
Ye¶  N o

SUlbbl*? ( ‘) ( 2) (1) (2)
If  No  why?  R*aJon 1 -- -- --

If lb why? Reason  2 - - - , - -
Balloon filmed? - ! I) (2) (1) (2)

Infarot  dll8t*d? - (I)  (2) (I) (2)

Post stenoair  -

PoSt  6rade  -
Compllcatlona  of rnlioplrsty:
1 .  Oissact1on (1) (2) (I) (2)
2 .  Antegrade  thrombur  _ (l) ( 2) (I) (2)
3 .  Dirta  embolua~-~I _.. !I) (2) (I) (2)_

(I) (2) (I) (2)

=mJzss(  dc)
(1) ( 2) (3) (I) (2, (5) ( I) (2) (5) (I) (2) (3)
Full Part  N o Full P4rt No F u l l  P a r t  No Full Part  No

Yes No r*r  No Yes No Yes  N o

(1)  (2) (I) (2) (1) (2) (&) (2)

f.

G.

Ii.

Suca*sa  of prooodurw
1 .  Initl8lly  suco*srful?-

2 .  Reoealuslon

Obsorvatlonr:
1. ILzw lumen _
2. Intlmal tear -
3 .  Ulcw
4 .  Anwwyso

!I) (2) (I) (2)
(1) (21 (I) (2)
!I) (2) (1) (2)

(1) (2) (1) (2)

(I) (2) (I) (2)
(1) (2) (I) (2)
(1) (2 I (I) (2)
(1) (2) (1) (2)

Additional commwts?

9 .  RGL  Investlgrtor  S i g n a t u r e :  1 0 .  RCL  Invertlg*tor  Signatur*:  1 1 .  Oat*: _
L(Onth -I)7

--e
Year

12. Ccrrpleted  by:

Jaattl* (I)
Rhodo  Island- (2)



I

TIM1  II Form 19
R e v  0 o3/03/aa
3 Pages

TIMI P!!ASE II

TmCfMDLYSIS  IN WOCARDIAL  IWARCl'ION

RADIONUCLIDE SHIPPING RECORD
REST/EXERCISE RVG

PART I: V i s i t  fdentificrtion

1. Patient's MAHE COWz

--B-B

6.

7.

-

3. Ty9e ot study (check one):

RedlscharRe  rcst/exercixe -( 1)
SIX week rest/exercise ( 2)
Non-Rotoool

Eerly ( 3)
3 month ( 4)
6 mnth - 1 5)
1 yew ( 6)

‘1. Uere both the rest and
exercise portions done? -(1) (2)

Yes No

[ If NO, answer  @ and @ .
I

I The rest portion should be performed
e v e n  If the patient is not eble to I
exorcise.

0A

0B

Mno  Done

Rest ( 1 1 ( 2.1

If Rot Done,  Reason Not  Done

5. Tim ot  inject ion ot
st8nnour  pyrophoe-
ph8te: :

hourr -liiGJG

a.

9.

10.

Time ot  inject ion ot

99%: :
TG-

Dow injected hC1):

Arterial blood pteraurer
(check one)

A. cuff ( I )
Arteriel l i n e (2)

8. Systolio - - - mm YR

C. Diastolic - - - IlQ H8

Herrt  r a t e : - - - hm

Rhythm: (check one)

NSR (1)

NSR end ectopy (2)

AT (3 1

Yeart  b lock  (2O or 3O) (4)

Artlficirl  prcemeker (5 1

Other - (6)

Specify

Exercise

If Not Done, Reason Not Done

i R
Iisi : I



TfYI II Form 9A
Rev 0 W/03/66
Psge 2 or 3

-

PART II: Data on Mrmetic Tree

Cheek if done end oomplete  neoeasrry  dsts in columns A through F.

Order on A B C b
Tm. Actual frrr No. of No. of

11. Field Flood 1 - Obllauitv(o) Int. (msee) framw/RR Heartbts.

12. Bar Phratom 2-

32 Trsmes or 4(k sea:

13. LLAT

14. LPD

15. ANT

16. LAO mu

16 trsasr

3 -

4 -

s-

6 -

- 17. LAO RSLl (2 min) 7 _

16. uo m.2 (2 mln) a _

EXERCISE (2 min scquisltlons)

19. stsgo l_

20. Stage 2 _

21. Stage 3 _

22. stsge 4 _

23. Strue 5 _

24. Stree 6 _

25. stage 7 _

26. Stage 6 _

27. Recovery

9

10

11

12

13

14

15

16

17

-

-

-

-

-

-

-

-

-

e-

--

e.-

--

--

--

--- -- ---

e- -- ---

e- --- ---

-- -- ---

t

STS I)P

F

HR

-- -- --- --- ---

-- -- --- --- e-B

-- e-

-- --

-- --

-- --

-- --

-- --

-- --

e- --

-- --

--

--

--

--

--

--

m-

--

--

---

---

---

---

---

---

---

---

---

---

e-s

---

---

--B

-Be

--B

---

--e

---

---

---

m--

---

---

---

---

---



I

TIM1 II Form a~
R e v  0 03/03/ab
Page 3 of 3

PART III: Technical Problema

28. We8 thare patient notion
that interfered ulth the
study? ( 1) (2)

Yea No

Which  viem?  (cheek l ll
th8t 8PPlY)  t

Rert

1.

2.

3.
0.

5.

LLAT

LPO

ANT

LAO

Exercise

(1)
(1)

(11

(1)

(1)

1 If ExEl?c1st.  l stmnr  @ .1

08 Stage number -

Were there labeling
dlfflcultles? ( I) (2)

Ye8 No

0A Specify

Were there porltionlng
difficulties? (1) (2)

Yes No

0A Spacify

Was there l intra4tudy
cudlac emergency? (I) (2)

Yes No

0A Speaify

32. Exeraise  performed for - mimter

to ,,.,.rrA=tfD
v&L-s 6u

33. Exercise ECC  results: fr\u#+ wMU&C\  bH/

Po8lttve (1)

Negetlve (2)

Indeterminate

34. Chest p8ia

PAW IV: Adminirtr8tlve

35 . Are the following required
ECOa being rubmttted  to the
Coordlmtlng  Center with
this  fonrr

A. goat
6. Pedc exeroise
C. Reoovery

36. R8dionuallde  tOchnOloglst:

37.

3a.

Sign&we:

TInI start No. - - w--.

Rerearch  Nurse/Coordinator:

Signature:

TX?41  Staff No. - - --w

Date melled  to RNL:

(-I, (2)
Ye8 No

Yes N o
(1) (2)
(1) (2)
(1) (2)

T&th Day Ye7

39. FOR CC USE: ONLY I

Yea No
A. Rest (1) (2)
B. Peak exercfse (1) (2)
C. Recovery (1) (2)
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TI:II PAASE  I I

THROWJOLYSIS  IN MYOCARDIAL INFARCTION

RADIONUCLIDE  DATA ANALYSIS REPORT
RESTING RVG

PART I: Yisft  Identification

1. Patient’s NAME CODE:

- - - - -

2. Date of study:

Yonth B---B
Day Year

3. RV seouence:

Predischarge  rest/exercise __ ( I )
Six week r e s t / e x e r c i s e  - -  ( t )
Non-Protocol

Early ( 3)
3 month
6 month

( 4)

1 year
( 5)
( 6)

4. Arterial blood pressure:
(check one)

A. Cuff ( 1)
Arterial  l i n e  - - - - - - -  ( 2 )

B. S y s t o l i c  - - - - - mn  Hg

C. Diastolic -_ - - - mm hg

5. Heart rate:
- - - bpm

PART II: Ouality Control

6. Number of views: (check one)

Complete :

U view
3 views

- -  (4)
( 3)

Incomplete :

2 views - - - -
1

( 2)
views - - - - --( 1)

7. Technical quallty: (check one)

Fully satisfactory - ( 1)

Satisfactory for EF and
limited RWM  analysis (1
or 2 views) ( 2)

Sat is factory for  EF only  - -  ( _)

Unsatisfactory ( 4)

PART III: Results

4. Clobal LV function:

R. PFR _ --*-- V/set

9. Regional LV function-Visual
analysis :

10.

11.

For each segment, score: Normal = 3,
Mildly hypoklnetlc = 2, Severely
hypoklnetlc J 1,  Akinetlc P 0.
Dysklnetlc = -1. Non-visualized = 9.

Segment Number
and Name

A. 1. Basal septal

8. 2. Aptcal septal

C. 3. Anterolateral

D. 4. Anterobasal

E. 5. Anterior

F. 6. Apical

C. 7. Inferoaplcal

H. 8. In fe r lo r

I . 9. Posterobasal

J . 10. Inferolateral

K. 11. Posterolateral

Regional LV function:

Funct Ion Aneurysm
Score (NosN,Yes=Y)

Sign Value

( 1 -
( 1 -
( 1 -

( ) -

( ) -

( ) - -

( ) - -
( ) -

( ) -

( 1 -

(I- -

Total  LV score (normal  = 33) - ( )
Sign Value

RVMI -------- (1) (2)
Yes No

I If ycIs, answer (A) . (
L

- I

0A Diffuse (1 1
Local - tz 1

t I I, , , I I

Form  Type IR f Di
I

I

I



I

TX  II ?orm  ec
9ev  1 03/08/86
?agc 2 of 2

12. Regional LV function - Quantitative Analysis ( 1 ) Processing not possible

Segment Number and Name

A. Left anterior oblique view:

1.

2.

7.

10.

11.

Basal septal (11-26)

A p i c a l  s e p t a l  (27-42)  - - - -

Inferoapical (43-58)

I n f e r o l a t e r a l  (59-74)  - - -

Posterolateral (75-90)

8. Left lateral view:

4. Anterobasal (U-26)

5. Anter ior  (27-42) -

6. Apical (43-58)

8. I n f e r i o r  (59-74) -

9. Posterobasal (75-90)

C . Optimal RAO equivalent (check one)

LLAT -  ( 1 ) Lpo -

1 3 .Most hypo- and hyperkinetlc  segments:
(Ant 11-70, Inf 61-90)

Mean S.D.
Sign Yean

Regional LVEF (7)

- - -

_a-

-*-

-*-

-*-

-a_

-*-

-*-

- *-

---

1

Yypo (s.n.1
Sign Value

A. If anterior MI: (LAD) ( ) -.-

R. I f  i n f e r i o r  M I :  ( R C A )  - - - - -  ( ) -‘-

14. Hypokinesis
1

Number of Chords

A. > - 1 S.D.

8. > - 2 S.D.

All Chords

- - -

- - -

15. Hyperkinesis

A. > + 1 S.D. - - - - - - -

B. > + 2 S.D.- - - -

-v

-w

-s

--

--

2 3 4

Yyper  (S.D.1
First Chord Sign Value First Chord

- -

- -

( I_. - --

( ) _. - --

2 3
(Anterior) ( Infer ior )

Chords 11-70 Chords 61-90

- -

- -

- -

- -

--

--

--

--

PART IV: Administrative Matters

16. RNL technplogist  signature: 19. Date form completed :

-m-_--M-
Month Day Year

17. RNL investigator signature:

ID No. : i I: 8 I
;? : : 1

!i
I I :I I0 I I I

Form Type I I
)R:Dt II I I



I

TIM PHASE II

THROnJ?OLYSIS IN MYCCARDIAL INFARCTION

TIM II Form 81
Rev 1 04/17/M
2 Pagex

RADIONUCLIDE  DATA ANALYSIS REWRY
EXERCISE RVG

PART I: Visit Identification

1. Patient's MAf4E  CODE:

----w

2. Date of study:

nonth
-w----

Day Year

3. RVG sequence:

Predlscharqe rest/exeraire  - (I
Six week rcst/exeraise  - (2
Non-Protocol

Early (Y
3 mnth (4
6 month (5
1 year (6

4. Technical quality: (choak one)

Satisfactory
Limited (LVEF only)
thsatisfoctory

::
(3

PART II: Results

A B C D E F G Ii I
Regional LVW

LVEF systo110 BP (% Change) Basal Apioal Infero- Infero- Poetwo- New RWH ti

s=tW
Sign PSP/ESV Sign Septal Sign Septal Stgn apical Sign lateral Sign lateral Yes No

Average sGEFbti
p

5. Baseline -m--B ( 1- - ( 1 ( 1 ( J ( 1 (1) (2)- - - - - - - -

6. Stage 1 ( 1-s-B- ( ) ( 1 ( 1 ( 1 ( ) (1) (2)

7. Stage 2 ( )--s-B s-- ( ) ( ) ( 1 ( ) ( )m- (1) (2)-- - - - - - -

0. Stage 3 ( 1w---B ( 1 ( 1 ( 1 ( ) 1 (1)s-- ( - - (2)-- -- -- - -

9. Stage 4 ( 1-- --B
( ) ( 1 ( ) ( ) ( ) (1) (2!

10. Stage 5 (- - - - - ) ( 1 ( ) ( 1- - - -- 0 0- - (l)(2)

11. Stage 6 ( )---( I-- ( )-- ( )----w ( 1 ( 1 (1) (2)- - - - - -

12. Stage 7 v--B- ( J-_-f  ) ( 1 ( ) ( ) ( 1 (1) (2)-- -- - - - - - -

13. Stage R ( ) ( ) ( ) ( ) ( J ( 1 ( 1 ) (2)
D--B- - - - m- - - - - - - - -

14. Recovery ( ) ( 1 ( ) 0 0 0 (l)(2)- - - - - m-- --
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TINI  II Form 4D
Rev 1 04/17/86
Page 2 of 2

15. Change in regional EF: PART III: Admlnistrativt  mttttP¶

Sign Value
20. RNL technologist:

A. Best zone (non-HI) -( 1 - - Signrture:
8. Worst zone 041) ( 1 - -

-%Fcwm/ 21. RNL  Invtrtlgetor:
16. LV?S change (cheek one): ex+&kj

Signature:
LVEP  Call  2 5s ( 1)

LYEP lncre*se 2 51 ( 2) 22. oat.* fom completed:
LVW no change ( s)

swwqkTpHb\/\l TX7
- - - - - -

Dey Yeer

17. Peek exercise  stege

EXEF ++v  &XEFbd

18. Peek exercise LVIZ x- -

19. Pressure volume index -
PSP/ESV change (cheek one):

Fall (decrease from
baseline ) (1)

Inottate (> 35% increase
from bateline) ( 2)

No change (0 - 1 35%
inorease)  - ( 3)
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TIM1 PHASE II

INSTRUCTIONS FOR CCMPLETING
TIM1 FORM 10

HOSPITAL DISCHARGE FORM

GENERAL INSTRUCTIONS

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

At the time of discharge from the hospital the patient should receive an appointment for
Follow-up Visit 1.

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.

Please use black ink to complete this form. For items which cannot be answered by a
check mark (I/), PRINT clearly all responses in the spaces provided. Do not use abbre-

I 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 I*3
preceding the item number of the form.

* REFER TO ITEM 6, PAGE 1

This question calls for clinical judgment to be made by the TIM1 physician responsible
for this patient.

Examples of cardiac enzymes over the course of hospital stay which might suggest reper-
fusion or myocardial salvage include early CK peak or quantitative CK-MB  in small amounts
in spite of presentation ST abnormalities indicating large areas of myocardium in jeop-
ardy.

Examples of ECG evolution which might suggest reperfusion or myocardlal salvage include
rapid normalization of ST segments, R-wave preservation and failure to develop Q-waves.

I
REFER TO ITEM 57A, PAGE 9

1
ECG's are required once daily for the first four days following treatment initiatfon, and
prior to discharge.

REFER TO ITEM 578, PAGE 9 4
To give a full picture of the clinical course at this time it is also requested that a
narrative summary accompany this form. It should be less than one double-spaced page in
length which describes pertinent clinical features and, in particular, adherence to the
TIM1 protocol and effects of TIM1 therapy.



TIM PHASE II

TfiROnBOLYSIS  IN HYOCARDIAL  INFARCTION
HOSPITAL DISCHARGE FORM

TIM1 II Form 10
Rev  0 03/04/86
9 Pages

PART I: V i s i t  Idcntlfication

1. Patient’s NAME CODE:

--V.-B

2 . Date of hospital discharge
or death:

cl0 &?j

Xnth
- - - - -

Day Year

3. Current statue of the_

PART II: F(I Diagnosis

5. Was myocardlal infarction
conf  lrmed?

M Ikol\lr’)f
(1 1 (2)

Yes No

A . Wee CK-MBCK  con-
sistent with a n
MI?

B. Were serial ECCs
conelatent with
an UI?

patient: (Check one)

Alive -
tiDfxlw

(1) [‘I 6 . ~Yocardlal  salvage

Dead A.

If DEAD, complete Death Notlflcation

p o s s i b l e .

4 . Group assignment (check one):

A. PTCA timing study:

2 hour PTCA - (01)
la-48 hour PT C A ( 02)
No PTCA - ( 05)

B. Beta-blocker study:

1. Beta-blocker cllglblc:

Immediate heta-
blocker and 18-
48 hour PTCA ( 04)

Immediate  beta-
blocker and no
F7CA ( 05)

Deferred beta-
blocker and la-
48 hour PTCA ( 06)

Deferred beta-
blocker and no
PTCA (07)

2. Beta-blocker inelfgible:

18-W hour PTCA - ( 08)
No PTCA ( 09)

8.

C .

D.

Did this patient’s
course during rt-PA
infusion (see Form
05 item 21) suggest
reperfusion with
myocardlal salvage? -((I) (2)

Yes t10

Md cardiac enzymes
over the course of
hospital  s tay sug-
gest reperfusion or
myocardial salvage
( e . g . , early CK
peak)? (1) (2)

Yes  No

Did ECG evolution
over the course of
hospital  s tay sug-
gest  repcrfusion  or
myocardial salvage? - (1 1(Z)

Yes No

In the cl inical
judgment of the TIM
physician respon-
sible for this  pa-
tlent was myocardlal
i n f a r c t i on  i n t e r -
rupted ulth salvage
of jeopardized myo-
cardium? 0 J(2)

Yes No
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TIMI II Form 10
Rev 0 03/04/86
Page 2 of 9

PART III: Clinical Complications

7. Md any clinical complications occur?

If yEs,  answer Items

For these Items,  if Yes Is checked, Indicate date.

If Ho, skip to PART IV.
4

0a

09

010

(311

012

03

0
4

015

Was there clfnlcal  or laboratory evidence of
myocardlal Infarction or coronary thrombosis?

Evidence:

1. Anglographic evidence

2. Pain

3. ECG evidence

4. CK evidence

5. Other enzymes elevated

Complete Wocardial Infarctlon  Fon (TIM1 Form 23).

Congestive  heart faflure?

Cardlogenlc shock?

Ventricular septal rupture?

Mitral regurgitation?

Cardiac arrest?

Recurrent ischemlc pain?

(I ) (2) CLNCOMH.
Yes No

Yes No

(1) (2)

(‘1 (2)

(1) (2)

(1) (2)

(1) (2)

(1)  (2)

WC
(1) (2)

SWGK

(1) (2)

%%I~
(1) (2)

Date of first occurfenae
Hanth bY Yew

_B  ---s-

ms -- --

e- -v --

s- -- --

-- -- --

-- -- -m
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TKYI II Form 10
Rev 0 U/11/86
Page 3 of 9

016 Yemorrhagic  complications?

If YES.  ansuer  A through L .
o-0 1

1 If w skip  to i t e m  w .

0A

0B

0C
0D
0E

0f
0c
0H’

0I

0J
0K
0L

Hematoma? -

Speaify site :

Bleeding at puncture site?

Specify site,

GI bleedlng?

Significant decrease in hematocrit or hemoglobin?  -

Transfusion?

Bleeding requiring surgery?

Retroperitoneal?

Intracranfal?

fatal hemorrhage?

Thrombocytopenfa?

Hematurla? -

Other -

Yes

(1)

Date of first occurrence
Day

[NY) &;&?j
Year

Specify

is answered YES complete a %?morrhaQtn Event Form (TTYr‘_
is answered YFS complete a Transfusion 9ecord Form (Tl\tT =orrn  16).-

Event Form may also be approprlate.

.
Yea No

Date  of first o c c u r r e n c e
Month nay Year

017 Infect lon? (1) (2) ~~fC0~

0A Puncture site? -

Specify

0 IwmB
B Other? (1)(Z) - - - -
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TIM1  II Form 10
Rev 0 03/04/M
Page 4 of 9

018

019

020

Vascular complications?

If E. answer A through F .0 0
If Ho, skip to Item 19 .0

0A

0B

0C

0D

0E

0F

Arterial ambolism?

Arter$al thrombosis?

Venous thrombophlebltfs?

Cerebravascular accident?

Arterial dissectlon?

Other?

Yes No
Date of first occurrence
Month DaY Year

(1) (2)
\lA5coq  -

S p e c i f y

Thoracic canplications?

0A

0B

0C

0D

0E

0F

Pleuri5iUpleural  effusion?

Perlcardltis/perlcardial  effusion?

Hemothorax?

Hemomediastlnum?

Pulmonary embolism?

Other?

Specify

Other coinplfcatlons?

If MS, answer A through D I .0 C
If N(J  skip to i t e m

0A

0B

0C

0D

Allergic  reactions?

Renal insufficiency?

Liver function abnormalities?

Other?

Specify

I . .
i i 1
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TIHI II Form 10
Rev 0 03/04/86
Page 5 of 9

PART Iv: Speaial  Procedures

-

022

023

024

027

Date of first occurrence
Yes No

Did the patient undergo any special procedures? - ( 1 )

Electrical cardloversion/defibrlllatlon?

Right heart catheterization?

Protoool or non-protocol left heart cardi8a
catheterization?

Intra-aortlc balloon counter pulsation? (1 ) (2 ) s- - - - - -

G@wL_
cardiac  surgery? (1 ) (2 1

and canplete  Cardiao  Surgery Form (TI!41  Form 25).

If 5, skip to item ‘27 .0

0A Coronary artery bypass?

0B Other?

Specify

Protocol or non-protocol percutaneous transluminal
coronary angloplasty (PTCA)?

I f  yeS, ccnnplete PTCA  Form (TIM1 Form 06) for each PTCA.

GP he%
Electrical pacing? (1 ) (2 )

0A Type: fZPRC~Tl4
Temporary
Permanent 2;

0 29 Electra-physiology studies? (I dH7  1 (2 5 ) - -  e s - - -

0 oft\SP30 Other special procedures? (1 1 (2 )
~!KsW @L&)

- - - - - - - -

0A Specify:
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TM1  If Form 10
R e v  0 03/04/86
Page 6 of 9

PART v: Physical Exam

31.

32.

33.

34.

35.

36.

IF PATIENT DIED, SKIP TO ?ART VI.

Weight: -B-s*-kilograms

Heart  r a t e :  - beats/minuteB-B

Respiratory rate: - resplretlon/min.

Blood pressures

A. systo1:o --Bfmn Hg

8. Diastolfo - - - ITen  Hg

Pre- Ab- Un-
sent sent known

Abnormal neck vein
distension ( 1) ( 2) (3)

Rales which do not
clew on coughing -(l) (2) (3)

pTJz&zq

0A To what extent?

5 l/3 lung f ield (1)

> l/3 lung  f i e ld s
but not all - ( 2)

Both entire lung
fields - (5)

37. Heart sounds :

A. S3 (1) (2) (S)

E. sq (1) (2) (3)

C. Perlcardlrl  f r i c t i o n
rub (1) (2) (5)

D. HUTWlUl-S (1) (2) (3)

If PRESENT, answer m .0
I f  ABSENT or UNlC?lOUN,  skip to
itax I

I 1

0Dl Murmur(s)  char-
aaterlst ic  of
the following
ar8 present
(check al l  that
apply 1:

a .

b .

C .

4 .

t .

Benign sys-
tolic c jcctlon

Mitral regur-
g l t a t i o n

Aortic rtgur-
gftrtion

Ventr icular
septal  rupture

Other

Spcolfy

38.

39.

Integument:

A. Ecchymosfs (1) (2)

8. Hemntoma (1) (2)

Were other s ign i f i can t
f indings present?

Pre- Ab- Un-
sent  sent  known

(1 1

(1 1

(1 1

(1 1

(1 )

P r c -  A b -
sent  sent

(1) (2)
Yes No

If Yes,  s p e c i f y :



TIYI  II Form LO
Rev 0 03/04/A6
P a g e  7 of 0

PART VI: Medication History

If PATIENT DIED omit ColUmn prescribed at Yospltal Discharge.

1
Prescribed during
hospitalization

UO. Have any of the foIlowIng  drugs or types of drugs been
prescribed since onset of qualifying HI either during
the hospitalization or at hospital discharge?

Yes No

A .

8.

C .

D.

E.

F.

c.

H.

I .

J.

K.

L.

)rI.

N.

0.

P.

Long-acting nitrates and oral vasodflators

Short-act ing ni t rates

Beta-blockers

Cl. Hetoprolol

C.?* Other beta-blockers

03  name(s)

Calcium channel blockers

0Dl name(s)

Antlarrhythmlcs  (other than beta-blockers
or calcium channel blockers)

Intravenous lnotroplc agents or pressor  agents

Cardlac glycosldes  and oral lnotroplc agents

Diuretics

Intravenous vasodllators

Antihypertensives (other than diuretics and
beta-blockers)

Aspirin -

Mpyridamole -

Platelet active agents (other than aspirin
and dipyridamole)

Methyl xanthlner

Heparin -

Anticoagulants (other than heparln)

41. Was the COntinUOUS  infUSiOn  of heparin stopped
prior to 5 days after treatment? -

!-mQdo
(1) (2 1

( 1 1 (2 ) wwo4

2
Prescribed at Hospital

Discharge
Yes No

(I )lwd:h-
(1 1 (2)

If YES, ansner items 5 and G . If RD. skip to item 42.

0A How many days of continuous heparfn infusion were admlnfstered  before stopping heparin? - _

0g Reason for heparln discontinuation:
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TIM1 11 Form 10
Rev 0 03/04/86
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42. Did the patient receive oral
beta-blocker therapy in the
hospital?

. (Cont inued)

PO_
-.

Was Oral  beta-blocker
therapy Interrupted? - (I ) (2 )

Yes No

0 Reason  ineligible for
oral beta-blockers
(cheek  all that apply)

1.

2.

3.

4.

5.

6.

7.

a.

9.

10.

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

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

Uolat  ralea that d i d
not olear with cough
and involve l/3 or
man  of the lung
fields, interpreted
as a sign of CHF (1 )

Pulmonary edema with
conaistent  cheat X
ray findings (I )

PR Interval > 0.24
seaonds (I 1

Second degree heart
block (except if
Permanent paoernaker
is in place) (1 1

Third degree heart
block (except if
permanent pacemaker
is In place) (1 1

Asthmatic by history -(I 1

Wheezing on physical
exSminatlon (1 1

Chronic obstructive
pulmonary disease
under treatment tith
cortlcsteroids  or
beta2 st imulants  _ (I )

11. Other (specify below) - (I )

0B Date oral beta-blocker
first prescribed:

TiZnth Day Ve7

00

.

0E

0F

0c

Date interrupted:

Honth Day Yerr

Reason Interrupted
(Cheek all that apply):

1.

2.

3.

4.

5.

6.

7.

a .

9.

10.

11.

12.

Ventricular rate
< a5 beats/minute - ( 1 )

Systolic blood pres-
sure < 90 mm Hg - ( t 1

P-R interval > 0.26
seconds

(1)

2' AV block
(1 1

3O A’J block (1 )

Wheezing ( I  1

Hoist  rales that d i d
not clear with cough
and involve l/3 or
more of the lung
fields. interpreted
as a s i g n  of CHF - ( , )

Pulmonary edema with
consistent chest X ray
findings (1)

Diarrhea (1)

Dizziness - (1)

Rash (I)

Other (spectfy  below) - ( I 1

Was beta-blocker
t h e r a p y  r e i n s t i t u t e d ?  - (I ) ( t )

Yes No

m

Date reinstituted:

XGiT Day Ye7



TIMI  II For”’ 10
R e v  0 03/0’+/86
Page 9 of 9

PART VII: Local Laboratory Data

1 RECORD LAST AVAILABLE RESULTS 1

Not
Avail-
able

43. Creatinine  -- -*- m d d l  (I 1

44. BUN - - - mg/dl  (1)

“5. Total
bilirubln  - . _, g&d1 ( ’ )

47.  LDH
---srun (1 1

48. Alkal ina
phoaphataae - - - - IWL (1 )

49. Hematocrlt I (I),--*-

50. Hemoglobin - . _ g-/d1 (1 )

51. Uhlte blood cell count

.-- - thousands/mm3  ( I)

52. Potassium --‘- mEq/L  ( I 1

53. Platelet count

A. -v-- thousands/mm3  ( 1)

B. Adquateonsmear-(‘1  (2) (5)
Yea No Unknown

Pre- Ab- Un-
sent sent known

54. Urine protein - (1) (2) (3)

55. Urine occult blood - ( ’ 1 (2 ) ( 3 )

PART VIII: Clinlcal  Data Checklist

57. The following required
ttema are being submitted
with this form:

Yea No

['IA.  ECCa:

1. Day 2
2. Day 3
3. Day 4
4. Day 5
5. Predlacharge -

[*la. Narrative aurary  -

58. Was a radlonuclide rest/
exercise study performed? -

(‘1 (2)
(1 I (2)
(‘1 (2)
(‘1 (2)
(1) (2)

(‘1 (2)

(1) (2)

PART IX: Admlnlatratlve Matters

59. Phyalclan performing physical CXlwI

TIM Staff No. - - --s

60. Research Nurse/Coordinator:

Signature

TIMI Staff No: - - -  - - -

61. FOR CC USE ONLY

Yea No
A. ECG:

1. Day 2 (‘1 (2)
2. Day 3 (1) (2)

‘,* Day 4
(1) (2)

5:
Day 5 (1) (2)
Predlscharge - (1) (2)

8. Narrative sumnary - (1) (2)

56. Stool gulalc ( ) ( 1 1 1
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TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING

TIM1  FORM 11
FOLLOW-UP VISIT FORM

GEllERAL  INSTRUCTIONS
This form should be completed for each randomized patient.
during each of the follow-up visits.

This form should be completed
The permissible time periods for completing these

visits are given In each patient’s Appointment Schedule. In the event that the time
perfod  for a vfstt elapses without the visit being completed, a Missed Visit Fon should
be canpleted. This does not apply if the patient is deeeased.

Unless otherwise specified, the Information on this form should cover the period since
the patient’s last completed Follow-up Visit. If the present visit is the first com-
pleted follow-up visit, the Information suamcrrixed  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 120lead resting ECG and a rest/exercfse
radlonuclide 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 in the box In the upper rlght-
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 (/I, 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: Items wlth Instructions outlined below have the symbol [*I
preceding the Item number on the form.

REFER TO ITEM 3, PAGE 1

Follow-up Visit Number Time Since Entry

01 6 weeks
02 12 months

(OVER 1
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TIM PHASE II

THROMROLYSIS IN HYOCARDIAL INFARCTION
FOLLOW-UP VISIT FORM

PAR.8 I: Visit Identification Background  Data

1. Patient's NAf4E CODE:

2. Date of visit:

Hontn
- - - - - -

Day Year

[‘I 3 . Follou-up  Visit Number: - - -

4. Has the patient transferred
from anotner TIMI  clinic
since tne last completed
study visit? ( I) (2)

Yes No

0A Previous Clinic Name
(specify below):

TTMI II Form 11
Rev 0 03/0'8/86
6 Pages

THE FOLLCMING QUESTIONS REFER TO THE
TIME OF THIS TIM VISIT UNLESS OTHER-
WISE NOTED. "THE LAST SCHEDULED TIM1
CONTACT” REFERS TU THE HOST R&C&NT
EVENT (e.g., THE HOSPITAL DISCHARGE OR
ME 6 WEEK FOLLOW-UP VISIT OR THE 3
MONTH OR 6 HONTH TELEPHONE CONTACT).

onset of tne qualifying
TM1 episode?

C*l 7. Current Canadian Heart Class:

6. Has the patient reaohed a
level of physical activity

(~H\IWT~G/
equal to that prior to the

(1) (2)
Yes No

Gloss  0

Class I -

Class II

Class III -

Class IV

Previous Clinic Number: -- - -

5. Have tnere been any cnanges
in the patient's place of
residence or employment
since the Patient's Infor-
mation Sheet uas last
completed? -- ( '1 (2)

Yes No

9. Is the patient a current
cigarette smoker? -- (1) (2)

Yes No

If E, the patient’s current infor-
mation should be updated on the
Patient Information Sheet vnicn is
filed at the clinic.

0
8 0 I I

ID tio. I I, :7 I
Form Type i Fi Vi
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TIMI II Form 11
Rev 0 03/W/96
Page 2 of 6

Part III: Medical History

THE FOLLCWING  QUESTIONS REFER TO THE TIME INTERVAL SINCE THE LAST SCHEDULED TIM1  CONTACT
UNLESS OTHERWISE NOTED. I

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

r)efi- sus-
nite No peat

A.

R.

C.

Q.

E.

F.

G.

Myocaraial Infarction - (1) (2) (5)

If DEFINITE or SUSPECT complete a Myocardial  Infarction Form (TIM1 Form 23).

Cardiac Arrest

Congestive heart failure -

Angina pectoris

Intermittent cerebral ischemic attack

Stroke

Intermittent clauaication -

10. Have any of the following conaitions  been diagnosed? (Answer each question.)

A. Diabetes mellitus - -

R. Hypertension - - -

C. Peripheral vascular aisease

0. Valvular heart disease -

E. Other caraiac aisease -

Specify

F. Gastrointestinal aisease I__--

G. Hematological aisease --

H. Renal disease

I. Neurological disease - - - -

J. Other significant aisease - -

Specify

Yes No

(1 ) :z ).

(1 1 (2 ;.

(1) (2)

(1) (2)

(I ) (2 1

(I ) (2 1

(1 ) (2 1

(1 1 (2 1

(1) (2)

(I 1 (2 )



I

TIM1 II Form 11
Rev 0 wwab
Page 3 of 6

11. Has the  patient undergone any of the following procedures?

A. Cardiac catheterization

If x, complete a Cardiac Catheterization Form (TIM1 Form 7C)
for each catheterization.

Yea No

(1) (2)

Percutaneous transluminal coronary angioplasty

If E. complete a PTCA  Form (TIM1 Form 06) for each PTCA.

Cardiac surgery

If E, complete a Cardiac Surgery Form (TIM1 Form 25) for
each surgery.

(1) (2)

D. Other

Speoify

(1) (2)

12. Has the patient been hospitalized since the last TIM1  visit (do not  Include
the qualifying TIHI episode l? (1) (21

I If yEs, answer wand complete a Subsequent Rospitallzatlon Form (TIM1
Form 141  for each admission. I

0A Number of admissions to the hospital: - -

PART IV: Medication

13. Is the patient currently using any of the following drugs?

A.

B.

Cl.

Never

Long-act ing nftrates  and oral vasodilators -

Short-acting nitrates -

Metoprolol

I f  YES,  anewer  C 2  .0 If !@, answer @ and @ .

I If NEVER S?ARTED,  skip to C5.

CC2'

CC3

Total daily dose - mg- - -

Skip to item C5.
I

bate stopped - -  _B
Honth Year

0

ID No.
, , ::0t :? I

Form Type ;FiV;



TIM1  II Form 11
R e v  0 03/04/86
Page 4 of 6

13. (Continued)

0C4 Reason stopped (check all that apply):

1. Ventricular rate < 45 beats/minute

2. Systolic blood pressure < 90 llpll  Hg

3. P-R interval  > 0.26 seconds

4. 20 AV block

5.  30 AV b l o c k

6. Wheezing

7. Moist rales that did not clear with cough and involved l/3
or ewe of the lung fields, interpreted as a sign of CHF -

a . Pulmonary edema with consistent chest X ray

9. Diarrhea

10. Dizziness

11. Rash

12. Other (specify below)

wr
C5. Other beta-blockers (1) (21

Yes No

Calcium channel blockers
Yes No

(1) (2)

n

Antiarrhythmics  (other than beta-blockers or calcium
channel blockers) (1) (2)

Intravenous inotroplc  agents or pressor agents
FuWi%G;(  aAXt=‘(e

i&?.x/&% /tWR%6%
Cardiac glycosldes and oral inotropic  agents

Diuretics

Intravenous vasodilators

Antlhypertensives  (other than diuretics  and beta-blockers)

Aspirin -

1 If Ho,  a n s w e r  @ a n d  @ . 1

0,Kl D a t e  s t o p p e d - -  - -
Month Year

0K2 Reason stopped

Form Type ; F ;v; I
, , I
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TIHI II Form 11
Rev 0 03/04/86
Page 5 of 6

13. (Continued)

L. Dipyrldamole
_

n. Platelet active agents (other than aspirin and dtpyrldamole) ‘P’1-j  (2) ’ ’
PUM~&d/fti~XdY~

N. f4ethyl  xanthlnes

0. Heparln

P. Antlcoagulants (other  than haparln)

PART V: Physlcal Exam

14.

15.

16.

Weight -w-B*- KIlograma

Heart  ra te  - - - - - beats/minute

Respiratory rate

- - Resplrations/min.

17. Blood pressure:

A. systolic -w- lnm Hg

8. diastolic - - - mm Hg

18.. Abnormal neck vein
distension

Prc-  Ab- ‘In-
sent sent known

(1) (2) (3)

19. Rales after coughing
or deep breathing - (1) (2) (3)

0A To what extent?

< l/3 lung field

2 l/3 lung field
but not all

Both entire lung
fields

(1 )

( 2)

C 3)

2 0 . Heart sounds:

A .

B.

C.

D.

21.

Pre- Ab Un-
sent sent known

s3 (I ) (2 ) (5 )

s4 (1 ) (2 1 (3 1

P e r l c a r d l a l  f r i c t i o n  r u b  - (I 1 (2 1 (3 )

Murmurs (1 1 (2 1 (5 1

I If PRESENT, answer Dl .0
If ABSENT or UNKVOUN,  skip to Item 21.

001 Hurmur(s)  characteristic  of
the following are present
(check all that apply):

a. Benign systolic ejection - (1 )

b. Hitral  regurgltatlon (1 )

c. Aortlc regurgitat ion (1 1

d. Ventricular septal rupture v (1 )

e .  Other - (I )

Specify

Were other slgnlficant  Findings , . - .present? (1) (2 1
Yes No

If YES, specify:
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TIM1  II Form 11
R e v  0 03/04/86
Page 6 of 6

PART VI: Local Laboratory Data

Not
avrll-
ab le

22. Creatlnine --•-mg/dl  ( 1 )

23. BUN - - - mg/dl ( 1 1

29. To ta l  bilirubln ---*-mg/dl ( 1 )

25. SCOT w--B W/L ( 1 1

26. LDH ---- XU/L  ( 1 1

27. Alkaline phosphastase ---- IWL ( I )

28. Hematocrit --*-Z(1)

29. Hemoglobin --‘-gms ( 1)

30. White blood cell count

--‘- thousands/mm3  ( I )

31. Potassium -‘-mEq/L  ( I 1

32. Platelet  count

A. -W.-Bthousands/mm3 ( 1 )

8. Adequate on smear -(O (2) (3)
Yes No On-

known

PIT- Ab- Un-
sent sent known

33. Urine protetn (1) (2) (J)

34. Urine occult blood (I) (2) (S)

PART VII: Clinical Data Checklist
for 6 Wek Vis i t

I ANSWER PART VII ONLY AT THE
6 WE!ZlC  VISIT I

35.

36.

Is l 6 week ECC being
s u b m i t t e d  ulth this  form? - ( 1 ) (2 )

Yes No

Wan  a rest/exercfse
radionuolide ventri-
cul8r study performed? ----_(I) (2)

Yea No

PART VIII: Clinical Date Checklist
For 12 Months

ANSWER PART VIII ONLY AT THE
12 MONTH  VISIT

37. Was a maximal treedmill
exercise tolerance test
performed? (1) (2)

Yes No

PART IX: Admlnistratlvc  Matters

38. Physician performing physical exam:

Name

TIHI Staff No: - - - - -

39. Research Nurse/Coordinator:

Signature

TIHI Staff No: - - - - - -

._
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TIM1 PHASE II

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 permls-
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 ( 4, 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 [*I
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 B should be answered YES.0 I

REFER TO ITEM 7, PAGE 2
I f

The 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.
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TIM1 PHASE II TIHT  II Form 12
R e v  O 03/03/96
3 PauesTHROHBOLYSIS  IN YvOCAADYAL  INFARCTION

MISSED VISIT FORH
-

cc&) 5. IS the patient
PART I: Visit Identffloation

alive? (I 1 (2 ) ‘(3 )
Yes No Unknown1. Patient’s NAME  CODE

EJCan& axath Notification Form
2. A. Date of contaot:

6. Was the patient en-
couraged to continue
active participation
in the study? (1) (2) (J)

Yes No Not
Appli-
cable

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

Honth ---nay Ye57

3. Follow-up Visit Number: -- - 7. What  is the main reason
that the pat= missed
the visit? (Cheak only
one.)

1.1 4. Were you able to locate or
determine the whereabouts COCA~~Cti
of the patient? (1) (2)

Yes NO

If yEs. skip to Item 5. I

Patient has been Ill

Moved (distance too
far to continue at
thls clinic) (02)1 If !#J, answer 9 and @ .

CC Did you attapt to
Reason related to
study design (e.g.,
study procedures,
time commitment  1

V

cB

contact  any oi the
following sources?

Not
Appli-

No cable

(2) (3)

(2) (J)

Reasons related to
clinic (e.g., trans-
portation, clinic
faoilities,  clinfc
hours, waiting
period) (0’)

Yes

Patient- (1 )

Patient’s next
o f  k i n  - ( 1 )

Reference
listed in Pa-
tient Informa-
tion Sheet as
likely to
know patient’s
whereabouts -_ ( 1 )

Referring or
private
physician - -  (I 1

Patient’s
employer - -  (1)

1.

2.

3.

4.

5.

Lack of support from
family and/or private
physician (05)

Uncooperative or
unwilling (0s)

Other (specify
below) (0 7)

(2) (3)

(2)  (3)

(2) (3)

Unknown (06)

b you wish the
Coordinating Cen-
ter staff to as-
sist In locating
the patient?

CCFti

(1) (2)
Yes VO
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TIM II Form 12
Rev 0 03/03/86
Page 2 of 3

Part II: Medical History

THE FOLLOWING QUESTIONS RWER TO ME TIYE  INTERVAL SINCE THE LAST SCHEDULED TIM1 CONTACZ
OR SINCE THE UISSED  VISIT FORU WAS LAST COUPLETED.

0. Has tne patient experienced any of the following events?
(See Uanuai  of Operations for definitions. Answer earn item.)

A . Myocardial  i n f a r c t i on

Defi- Sus- Un-
nite No pect known

('1 (2) (3) (4)

I If DEFINITE or SUSPECT complete a Hyooardial Infarction Event
Fom-For I

1 1

0. Cardiac arrest

C. Congestive heart failure -

D. Angina peotoris

E. Intermittent cerebral iscnemic attack _

F. Stroke

C. Intermittent claudication -

9. Have any of the following conditions been diagnosed? (Answer
eaan question. 1

A.

0.

C .

D.

E.

F.

c.

H.

I.

J.

Diabetes mellitus -

Hypertension

Peripneral vascular Qisease _

Valvular heart disease

Other cardiac aisease _

Speaify

Gastrointestinal disease

Hematological disease -

Renal disease

Neurological aisease -

Other signif icant  disease

Specify

clF~p%-&g  )
(1) ( 1 (3) (4)

(yypQy~iG--

(1) (2) (5) (4)

(1) (2) (3) (4)

(1) (2) (3) (4)

Un-
Yes Vo known

(1) (2) (3)

(1) (2) (5)

(1) (2) (5)

(1) (2) (1)

(1) (2) (3)

(1) (2) (3)

(1) (2) (3)

(1) (2) (3)

(1) (2) (3)

(1) (2) (5)



TIM1  II Form 1%
Rev 0  03/W/86
Page 3 of 3

10. Has the patient undergone any of the following procedures?

un-
Yes No known

A. Cardiaa catheterizatlan - (1) (2) (3)

If MS. complete a Cardiac Catheterization Form (TIHI Form ‘TC)  far eaah catheterlzatlon..

B. Perautaneuus transluminal  coronary angloplasty (1) (2)

C. Cardiac surgery (1) (2)

xi x, complete a Cardiac Surgery Form (TM1  Form 25) for each surgery.

D. Other

Speaify

(1) (2)

11. Has the patient been hospitalized since the last TIMI vlstt (do not include
the qualifying  TIMI episode)? (1) (2)

If YE&  complete a PTCA Form (TIM1 Form 061 for each PTCA.

a Subsequent Hospitalization Form (TIM1

0A Number of admfssions to the hospital: - -

PART III: Addnistrative  Matters

12. What is the main source of the information reported, in Items 7 - ll?
(Check one s=e for each item.)

PT I
SPS :
KIN 5
MD  5
MP :
HC :
OTHER z

Patient
Patient’s spouse/significant other
Patient’s next of kin other than spouse
Referring or patient’s private physician
Patient’s employer
Hospital chart
Other

A . Item 7

B. Item a

C. Item 9

D. Item 10

E. Item 11 -

13. Researcn  Nurse/Coordinator:

Signature

(1) (2) (5) (4) (5) (6)

(1) (2) (3) (4) (5) (6)

(1) (2) (S) (4) (5) (6)

(J)

(3)

(3)

(3)

OTHER
(7)

(7)

(7)

(7)

(7)

TIM1 Staff No: - - - - , ,s-s I II I I 8 :I
ID  No. I I1 , !? 1 I I r7 I
Form lLpe i M; V;

,,
I, I
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TIM1 PHASE II

INSTRUCTIONS FOR CWPLETING

TIM1 FORM 13

TELEPHONE CONTACT FORM

GENERAL INSTRUCTIONS

This form should be completed and forwarded to the Coordinating Center to document a Tele-
phone Follow-up. 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 Caust
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 study con-
tact.

The clinic number, the patient's ID No., and Follow-up Visit Number (see patient's Appoint=
ment Schedule) for this contact 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 (or), 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 [*3
preceding the item number on the form.

REFER TO ITEM 3, PAGE 1

Telephone Contact Number Time Since Entry

01 3 months

02 6 months

03 18 months

04 24 months

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.
vices of the Coordinating Center, Item 4 @)should

If the clinic requests the ser-
be answered YES.

--
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TINI  PrlllSE IL

TMRCJMIMLYS~S IN UYOCARDIAL  INFARCTION
TELEPqOnE  CONTACi  FORI4

TWX  11 Fon 13
Rev 0 03/03/86
2 Pages

PART I: Vis i t  fdentificrtlon

1. Patient's NAME CODE8

2.

['I 3. Telephone  Contaot  Nun&.r -w-

toI 4. Uor. you ab le  to locate or
determine the uhereeboutr Umvwq
of the petlent? (1) ( 2)

T88 No

It Y&, skip to item 5.

rt no& answr@  and@ .

0A Did you l ttmpt to con-
teat my of the tollotina
saucer?

1.

2.

3.

0.

5.

Not
Appll-

Yes No ceble
Petlrnt - ( I ) ( 2 1 ( 3)

Petlent's next
ot kin - ( 1) ( 2 1 ( 3)

Reterence  llated
i n  Petlent  In-
fonmtion  Sheet
as llkoly t o
knw p8tient's
uharesbout  s -(I) (2) (3)

Re terring  or
private phy-
sician --_(I) (2) (3)

P&tent’s
e m p l o y e r  - - ( 1 ( 1 ( 1

Clinic No. : ) EI: I
LDNO.  i j R i i i:: ;i I

4. (Continued)

5.

6.

b you wlah the
Coordin8tlng  Center
strtt  to l srist in
loeatlry the pe-
tl*nt? (1) (2)

Tea No

Is the patient 8liveT - ( I ) ( 2 ) (3 )
Yea No unknown

We?. you 8bl. to cont8ct
the patient? (1) (2) (3)

Yes No Yet
Awli-
oeblo
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TfnI 11 Form 13
R e v  0 03/03/86
Page 2 of 2

Pwt 11: Health Status

-

7.

THE RX.LWIl6  OUESTIDNS  REFER TO ‘IWE TI=  INTERVAL  SINCE TW UST SCIEMILRD  TIM CONTACT
(FOLLOGUP  VISIT. t4ISSED  VISIT, OR TELEPHONR  CONTACT).

4 t

He8 the petient  been edeitted  to 8 hospital since the last TIMT  contect
(do not include the quelifylns  TXMX  episode)? (1) (2) (11

Tes N o  Onknown

If YJ$ en8uw A and cowlete I Subsequent Hoepiteliretlon Form
WMI Fom 10) B

(

l eoh edmlesion.
a

GA Number of dsfsslons  to the horpitelr - -

0. Has the petient been reriouel~  111 (but not eaitted to 8 hoepitrl
for this illnSe8) Since the lest TIM1 contact (do not include the
queLltyIng  TX?U episode)? (1) (2) (s)

Yes Yo Unknown

[If,,, l neuer@end@. I
1 If E or UNKWWN,  skip to item 9.

GA How long bme  patient ill? - - - dew

0 8 Was  this illness l myooerdiel  inferction  or other heert direese? (1) (2) ( S)
Yes Ho Ilnknoun

I If yTs, complete l Hyocerdiel  Infarction Event Form (TIMI  Form 23).

If 2, answer C .0
Name the petlent’s  illness:

PART III: Adminlstrattve  Matters

9. What  is the mein source of the information reported, tn Items 7 and 8?
(Check one source for each item.)

PT  5 Petient
SPS  D Petient*r  spous8/slgnificrnt  other
KIN = Patlentgs next of kin other than spouse
MD 5 Referring or patient’s privete  physician
MP * Patient’s employer
Hc = Hospital chart
OTRER  = Other

PT SPS KIN MD WP YC OTHER

A. Item  7 (1) (2) (J) (4) (5) (6) (7 1

8. Item 8 (1) (2) (3) (4) (5) (6) (7 )

10. Reseerch Nurse/Coordinator:
I 8 ,I I:

Signeture ID No. ; : ;? ; 1 /
:_i
::

TM Staff  No: -
Form T&e

---
i T : C ; ,

-s- c : I I



R e v  0 03/03/86
-

TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING

TIM1 FORM 14

SUBSEQUENT HOSPITALIZATION FORM

GENERAL INSTRUCTIONS

Complete this form for each admission to the hospital.
the  Coordinat ing Centerrsoon as possfble.

This form should be submitted to

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 (I/),  PRINT clearly all responses in the spaces provided. A completed copy
of this form should be retained for your  f i l e s .

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

REFER TO ITEM 10. PAGE 2

All documents submitted to the Coordfnatlng 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-
t ion,  cardiac  ca theter iza t ion, PTCA, cardiovascular surgery) is required, attach the
hospital discharge summary to that form.

1



TIHI PHASE 11

THRM3OLYSIS IN MYCKARDIAL  INFARCTION
SUBSEQUENT HOSPITALIZATION FORM

TIM1 II  Fon 14
Rev 0  03/0306
2 Pages

I 1 ,
Clinic No. ; : L’II I
ID No. 1 I I: 1 I 1 :I

r I’ !7 , t 1 h I

PART I: Vlslt  Idcnt l f lcat ion 5. The  hospl tal lzat ton was or  will
be reported  on: (check one)

1. Patient OS NAUE  CODE: Follow-up Visit Form

Hissed Visit Form
-B--B Telephone Contact Form -

2. Dabs of h o s p i t o l l z a t l o n : \
Cause of Death Form

A. Admitted :
I f  F~ll~w-up,  Hissed  V i s i t r Tela-
p h o n e  Contaot  Form answer A .A_ 5rf+9 1..

T&th
--

Day YeiF

B. Discharged or died:

Honth Day Yarr

3. Nama and address of hospital:

Hospital :

Address :

I w 1

w Visit or Contact No. -- -

6. Is this h o s p i t a l i z a t i o n
e lec t ive? (‘1 (2)

Yea No

PART 11: Physlclan Assessment

7. Is the cause  for  this  hos-
p i t a l i z a t i o n  cardlovascular?-

4. Diagnosis:

A. Admlsslon :

8. Mscharge:

c8 ,,

If E, a n s w e r  item 0 .c
If E, skip to item 9 .

What  was  the c a r d i o v a s c u l a r
reason for this hospltali-
zation?  (answer each item)

A .

B.

c .

Defl- sus-
nite No peot

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

1 I

Angina  pectorls  - (I 1 ( 2 ) (s 1 (b-l fiN&
Congestive heart &uw= G
f a i l u r e (1 1 (2) (5 1 C(y(y&,



TIM1  If Form 14
R e v  0 03/03/86
Page 2 of 2

8 (Continued)

Ikfl-
cite  No

D. Arrhythmia -(0 (2)

E. Stroke (1) (2)

F. Cardiovaaoular
procedure ( ‘1 ( 2)

9. What  was the noncardlo-
vascular reason for

*.

8.
C.

D.

E.

F .

G.

H .

I .

J.

K.

Caatrointcatinal  _

Renal

Hcmatopoetic

Hcprtobiliary

Ncurologic

Pulmonary

Musouloakclctal _

Genlto-urinary

Malignancy

Elcotivc surgery -

Other

ff E. ComOlctc  a  PTCA  FOI-EI
(TIM1 Form 06).

I- 1
u3  CABG (1) (2 ) Tq-&M3ol...5

Yes No

ap&@i=q
4 Permanent pacc-

0F5

maker lmplan-
tation - (;c; (2 1 (Jtf?)...  5

N o

Other cardiac
s u r g e r y  - (1 ) (2  ) fjtlOW4d-l.

Yea No

Specify:

5

Dcf i- sua-

c . Other (specify) -

Yes No
(1) (2)

(1) (2)

(1) (2)

(11 (2)

(1) (2)

(1) (2)

(1) (21

(1) (2)

(1) (2)

(1) (2)

(1) (2)

Speolfy

PART III: Admlnisttatlvc  Uattcrs

CcllO.  Is the rcqulrcd  H o s p i t a l
Macharge  Sumry  and/or
Narrative Summary being
submitted? (1) (2 1

Yea  No

11. Research NurscKoordlnator:

Slgnaturc

TIM1  Staff No: - - - - -

FOR COORDINATING CENTER USE ONLY

12. Documents received:

A. Hospital discharge
suwary  and/or
N a r r a t i v e  summary - ( 1 1 ( 2 1

Yea No



Rev 0 03/03/M

TIM1  PHASE II

INSTRUCTIONS FOR COHPLETING.
TIHI FORM 15

DEATH NOTIFICATION FORM

GENERAL INSTRUCTIONS I

Please use black Ink to complete this form. For Items which cannot be answered by a check
mark (I/), 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.I 4

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

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 clinic  number and 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 rlghtaand corner o f
both pages.

Answer NO If the patient died while sleeping and there Is no Indication of the cause o f
death. I



TM  II Foml 15
Rev 0 03/03/86
:! p8g.s

TIMI PHASE  IL

~RO(mLISISINmaCAllbIUI~UICTtOW
DEATH NOTPICAIION FORH

Clinic N0. i j L’1: I
ID No.

H
Form Tygm

PART I: Dmth Inforntlon

1. ht:8llt’8  w == (3.0 P8tlOllt
Infom8t1oa shntl:

181 1. I8 th@re 8ny prOl1dMry
iniOm8tlOIl  8V8il8bla  on
th. 8-W Of &8th? -((1) (2)

I88 No

--B-B

2. D8t@ thi8 fOm oorplrtrdt

05 H8t ~8 the tmt8tive  ~ndulyl~
(b8810)  CN8. Of dO8th? (Chook 05 tContinwd)
only one.)

8. ~II=8th8rO8uluotlo,

~tb8rO8OluOtiO C8rdlOV88oUl8r C8rdiOV88OUl8r  Di8.88.A .

mlifY1rY  aWO8rditi
lnfuotion (01)

N~u WOO8rdlti lnflro-
tioa, confl~  o r
8U8WOt# (02)

Sudden  ooronwy d88th -
8fTh7thl8  8U8pOt8d
(1088 th8n one hour
ha  on8.t of 8ypta8)  - (03)

b_tiVe h88rt
f8ilUr0,  without
nw iniuat (04)

c0nf1lm8d  08rdl80
urhythd8.  tithaut
na lnfrrot (99)

P8rl-0pu8tlvm 08rdlo-
V88oU&r 8VglC8l  de8th
(o8thulut1on,  rngio-
c-@w, wrWmwl
V88OUhr  SUra*ry, PTCA,
8to.. 88 U.11 88 hO8rt
8UW8ry) (09)

Sfrdce (07)

km-08rdl80. non4ore.
bral. 8thuo8oluotlo
8rtul8l di8.88. _ (09)

Fulml8ry 8mbOllm (09)

NOMthOrO8ol8rOtlO h88rt
dl8Oa8. (08rdiayOp8thy,
nyeo8rdltl8, V8lVUl8r
di8.880, rhrurtlo h88rt
di88880. b8Otui81 8nd*
C8rditis. l tO.J (10)

C . Other

NOOpl88tiO  df8e88e (11)

All other di8888.8
(Pulmm8ry, lnf8ot1oU8,
h8p8tlo. GI, rm81,
mot8bOllo.  eta.) (12)

NOQ-O8rdiOv88OUl8r  8ur-
glo8lly rvl8t8d  d88th
(8bdOaln81.  orthoprdlc,
8tc.j (13)

H#foldo.  8ulOld8,
8001dent (“1

D. Unhroun (1')



06

-

Indkrte the aovces of lnfotamtion
utlidl wro rv~llablo rnd provided
the beair for the dirgrals given
in It= 57 (Anauor or& Itat.)

A.

8.

C .

D.

&.

Yea No
Ho8pital  nwr8tivo
suury (0 (2)

&u&sy report (1) (2)

Ennt EtXa (1) (2)

Daatll  certtfk8tr  - (1) (2)

Dther  (specify below)  - ( 1) ( 2 1

TTMI  I I  FORE  i5
Rev n ‘33/03/M
Paae 2 or 2

PART II: Administrative rattars

7. Rermrcn  Nurse/Coordinator:

Si8nrture

TInI  strit  No: - -
-.-w



--
Rev 0 03/03/f

TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 16

CAUSE OF DEATH FORM

GENERAL INSTRUCTIONS
I

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 careful ly  a l l  of  the  data  avai lable  regarding th is  death ,  tha t  i s ,  hospi ta l
records ,  autopsy repor t ,  death  cer t i f ica te ,  te rminal  ECGs, etc. Note that the underlying
(or basic) cause of death should be given and if the death was attributed to cardio-
vascular disease the immediate (or final step in the disease process) cause of death
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 items which cannot be answered by a
check mark ( A, PRINT clearly all responses in the spaces provided. Do not use
abbreviations unless absolutely necessary, and then use only widely recognized abbre-
v i a t i o n s . A completed copy of this form should be retained for your files.

-

ITEM  INSTRUCTIONS: Items with instructions outlined below have the symbol [*I
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 6A,  PAGE 2

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

REFER TO ITEM 8, PAGE 3 <
This list Includes only the most frequent immediate cause of death relating to coronary
hear t  d isease . More than one item may be checked, but an explanation should be con t a ined
in the Physician’s Summary.

- (OVER)



I

PART I: Identlfving  Information PART TI: Cause of Death

TIMI PHASE II

THRDMBOLYSIS  IN WOCARDTAL  INFARCTION
CAUSE OF DEATH FDRH

TIM II Form 16
Rev 0 03/03/86
5 Pages

1. Patient’s NAUIT  CODE
Infonmt ion Sheet) :

L500  Patlent

--em-

2. Date this fonn completed:

w w

FIonth
--

Day Ycrr

3. Date of death:

4. Has the Death Notification
Form (Form 15) been
submitted? . (1) (2)

Yes No

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

5 . Whet ns the underlytq  (basic)
came  of d e a t h ?  (Checlc  o n l y
one.)

A. Atherosolerotlc Cardiovascular
Olseme (1 )

I If cheoked, skip to Itea 6.

8. Non~therosclerotlc  Cardlovas-
cular Disease (2 1

If cheoked,  skip to Rem 7.

C. Non-aerdiovasoular  Diaerse - (3 )

I If checked, skip to Item 7.
l

D. !Jnknown (4 )

I If checked, skip to Item 7. 1



TIM1  II Form 16
R e v  0 03/03/06
Page 2 of 5

[a] 6. Which  atherosolerotic  c a r d i o v a s c u l a r
disease(s) was the underlying (basic)
cause of death?

[‘IA. Atherosclerotic coronary
heart disease with recent
or acute  cardisa  event (e.g.,
myooardlal infarction, acute
coronary insufficiency, sud-
den unexpected or unobserved
death) (1)

1 If checked,  answer @ and 0. 1

0Al

0A2

.__

Haa this the qurl-
lfying  myocardlrl
infarct ion (1) (2)

Yes Ho

Uhrt  warn the chron,
ology  of deeth?
(Check only one.)

a .

b.

C.

d.

e .

Not a sudden
unexpected or
unobserved death - (1)

Sudden unexpected
-within 60
minutes of onset
of symptoms or
unobserved de&h
within 60 minutes
of being scan

alive without
symptoms (2 1

Sudden unexpected
dcrthbetveen  one
and 24 hours of
o n s e t  o f  symtoms  - ( J )

Unobserved death
between one and
24 hours of being
seen alive with-
out symptoms (4 1

Unobserved death
more than 24
hours of being
seen alive with-
out symptoms - -  (5 1

tel 6. (Continued)

6.

C .

I).

t.

Atherosclerotic coronary
heart disease without
recent or acute cardiac
event (e.g., chronic ~0th
gestive  heart F a i l u r e )  - ( 1 1

Cardiac arrhythmia,
ulthout  new infsrct (I 1

Atherosalerotic  coronary
heart disease resulting
in surgery for coronary
h e a r t  disease  (e .g . , (1)

Other  (specify below) - ( I 1

I ID No.



I

7. Underlying illness causing death and other slgnlficant diagnoses.
medical nomenclature and avoid abbrcvlattons.

Diagnoses:
A. DIAGNOSES

( P r i m a r y )  1 .

(Secondary)  2 .

3.

4.

5 .

6 .

7.

a .

TTY1 II Form 16
R e v  0 03/03/86
Page 3 of S

Use conventional

8. ICI)9  CODES

1 . ----•-

2 . ----*-

5. -B--e -

6. ----•-

7. -e--*m

a. B-B-*-

[*I a. What was the immediate c a u s e
of death?

A. Cardiogenic shock .

ImlB. Cardiac dysrhythmia

I.7 a . (Continued)_ _

D.
(1)

E.
(1)

[‘IF.

Pulmonary edema (1)

Ruptured myocardlum with
tanponade ( I 1

Stroke (thromboembollc  or
hemorrhagic ( I 1

Acute pulmonary thrombor
embolism (1)

If checked, answer

h c.
(& How was It diagnosed?

Documented by ECG
or cardiac
monitor -

H.

( ‘1 I.

Presumpt Ivmo J .
other cause found
at autopsy t 2)

Presumptivwutopsy
not done ( 3)

K.
C. C o n g e s t i v e  hear t  fa i lure  - ( 1 )

Hemorrhage - ( 1 J

Scspiratory  f a i l u r e (1)

Other - (1)

Specify:

Ilnknoun (1)



TIYI II Form 1 6
9cv Q 03/03/66
Page 4 of 5

PART III: Hosoitalization

9. Since the last completed
study visit has the patient
been hospitalized for any
reason not associated with
the terminal event? -Cl) (2)

Yes No

If NO, skip to Item 11.

010 Uhet were the rcasms
for hospital izat ion?

A. MI

B. Acute coronary insuf-
ficiency

Yes No

(1) (2)

(1) (2)

12. Yas  the death
witnessed? (1 ) (2 ) (s 1

Y e s  vo Ibknoun

13. At the time of the onset
of the tatal event ,  t h e
patient u a s : ;Aflswar
only one)

At home (or )

At work, other
than home (02 )

At a public place,
other than uork - (01 1

Yospitaltzed - to4 )

On knomn (05 )

Other

Speoify:

P A R T  IV: Circumstances  of Death

[‘111. Did t h e  p a t i e n t  die In
a hospi ta l  (other  than
quaiffytng  TIM1 ho-
pitaltzatton)? (1) (2)

Yes No

14. At the time of the  onset
of  the  death  event ,  the
pat ient  vast  (Answer only
one.)

Awake but sedentary P (02 )

Engaged  Fn light physical
a c t i v i t y  P (03 )

Engaged in heavy physical
a c t i v i t y  - (04 )

!Jnknown  VP (OS )

If yEs. complete Subsequent
zatlon Form (TIM1  Form 14).

I ID No.



I

PART v: Resource Hatertals

15. Were any of the following
souraea  of InformatIon  used
to help you arrive at the
concluatona stated above?

A.

8.

C .

0.

E.

F.

c.

H.

I .

J. Lack of evidence of any
other cause of death -

16. Was an autopsy performed? -

1’117. Are the following resource
Mierials available and are
they being submitted
with this form?

History -

Phyalaal exrination  -

ECC(a)  -

Blood teat(a)  ___

Chest X-ray

Pulmonary scan -

Pulmonary angiography uw

Autopsy m

Other

YCS

( 1)

( I)

( 1)

1 1)

( 1)

( 1)

( 1)

( 1)

(1)

No

( 2)

( 2)

( 2)

( 2)

(2)

( 2)

(2)

(2)

(2)

Specffy:

(I) (2)

(0 (2)/w&~
Yes No

All rexourcex documenting this event
must be submitted. 1

A.

8.

C .

D.

E.

F.

Death certfficate  -

Autopsy report I_

E%(s) p

Final Hospital Summary -

PhyaicianOa  SuPaury -

Other

Yes No

(1)  (2)

(1) (2)

(1)  (2)

(1) (2)

(1)  (2)

(1) (2)

TIYI II Form 16
Rev 0 03/03/86
Page 5 of 5

PART VI: Administrative Hatters

18. Research Nurse/Coordinator:

Signature

TIUI  Staff No: CI w - - -

19. FOR COORDINATING CENTER USE ONLY

A. De&h  Certificate -

8. Autopsy Report M

C. KG(s)

D. Ffnal Hospital Suaxnary  w

E. Physician’s Suiunary  -

F. Other

Yea No

(1 1 (2)

(1 1 (2)

(1 1 (2)

(1 1 (2)

(1 1 (2)

(1 1 (2)

Specify

Spealfyt

I I D  No.



TIM1 PHASE II TItlI II Form 17
THROHBOLYSIS IN HYOCARDIAL INFARCTION Rev 3 07/08/88

Page 1 of 3
MORBIDITY AND MORTALITY CLASSIFICATION COYHlTTEE  DEATH CLASSIFICATION FORM

FULL HHCC REVIEW

PART I: Identifying Information

1. Patient's NAME CODE:

---v-

2. Date of death:
D-l-i ME b-@
DWW/s~~C)

-m - -  - -
Month DaaY Year

Military time: - : ( 1)- - - -
Hours Minutes Unknown

PART II: Death Classification

3. Classification decision (check
one):

Final
Pending

If FIUAL,  oontinue with item 4.

If PENDING, skip to Item 12.

4. Yas this death observed? ---(I) (2)
Yes No

5. Interval to death fran the
onset of agonal symptoms (for
observed deaths) or fraa  the
last time the d-eased  was
seen alive (for unobserved
deaths):

(1 hour (1)
> 1 hour but i 24 hours ---- (21
> 24 hours (3)

6. Complications.

A. Did this death occur as the result
of natural causes or as a result of
treatment complications (check one)?

Natural causes V,-wJ~P
Complications -

If COMPLICATIONS, continue with
items 6BdE.

If NATURAL CAIJSES, skip to item 7.

8. Was this death caused
by hemorrhage?

Yes No l-k3’lDEbTt

If yEs, continue uith item 6Bl-6B5.
I

If Ho, skip to item 6C.
I

Is this hemorrhagic death
atttibutable  to:

Yes No

1. rt-PA (1 J (2)

2. Heparin (1) (2)

3. Antiplatelet agents - (I ) (2 )

4. Oral anticoagulants - (1 ) (2 1

5. Other TIHI  II
therapies (I 1 (2)

Speoify,

C. Did this death occur as
a consequence of PTCA? -

If YES, provide date of PTCA
associated with death. I

-- -- --
Month @Y Year



I

TIM  II Form 17
Rev 3 07lQ0/00
Page 2 of 3

- --
6 . ( Continued 1

D.

E.

a.
Ye8  No

Did this death occur as
a consequence of Coron-
ary Artery Bypass Graft
( CABG) Surgerfl (1) (*,W

Was this death caused by
oompllcatlons other than
thow of PTCA, CABG sur-
gery, or hemorrhage? - (1) (2) bow&

Spealfy  compllcattons
(e.g., catheter induced
aortlc disswtion,  drug
reaotlon,  etc .)

7.

8.

Did this patient die of
cardiovascular disease7 -

Yes No

Cardiovascular  disease deaths.

(Continued)

8. (Continued)

1. The fatal acute myo-
cardlal Infarction
was :

The TIM1 Quall-
fylng myocard la1
lnfarctlon ’ (1)

A recurrent myo-
cardlal infarction - (2)

Unknown (J)

2. When did the myocardlal
infarction occur? p77irnE

Before any procedures - ( 1 )
After any procedures _ (2)
No procedures performed - ( 3 )

C. The fatal cardiac disease
ua8 : (Check all that apply)

Pump failure (, ) ‘DQmf  f=filL :

Ventricular  rupture (1) waJr~uP

Arrhythmia (1) alwx~

Other (1) boti&

SpcCifY 9

Did this  patlent  die o f
cardiac disease? - ( ,  ) (  2) b_PDI kc/ Skip  t o  Itern ‘lo

Yea No

Did thls patient die
of saute myocardlal
infarctlon? (I) (2)

Yes No

I If E, continue with items
881  and 8B2.

I If NO, skip to Item 6C.

Cerebral (1)
Peripheral (2)

B. Specify the fatal cardlo-
vascular event (e.g.,
q esentric embolism with
Infarction, rupture of an
aneurysm In the Circle of
wlllls)

I Skip to Item 11. I



!J* Other causes.

Did this patient die
of a cause other than
cardiovascular disease
or treatment compll-
cations7 ----(I1  (2)

Yes No

11. Summary.

A.

8.

C .

-..

D.

E. Rationale for death classification:

F.

0.

Immediate Cause of Death (e.g.,
anoxlc brain in jury, asystole,
ventr icular  f ibr i l lat ion,
cardiogenic shock, . ..l.

Due to. or as a consequence of
(e.g., acute myocardlal infarct ion,
chronic coronary artery disease,
gastrointestinal hemorrhage, pul-
monary embolism, . ..).

Due to, or as a consequence of
(e.g., peptic ulcer disease.
bronchogenic carcinoma, mitral
stenosis, . . . 1:

Other significant conditions
(e.g., chronic obstructive pul-
monary disease, Parkinson’s
dlsease, polycystic kidney
diaeaw,  . ..) :

Did the Information pro-
vided to class i fy  this
case unbllnd treatment
assignment?

- -  ‘ieb  ( 2 1No

Reason(s) this event came to the
ful l  conxalttee:

TIM1 11 Form 17
Rev 3 07/08/88
Page 3 of 3

12. Additional information required to
complete classlffcatlon:

A .

B.

C.

D.

F. .

Yes

D e a t h  c e r t i f i c a t e  - - - -  ( 1 )

D i s c h a r g e  s u m m a r y  - - ( 1 )

Ful l  autopsy  report  - - -  ( I )

N a r r a t i v e  l e t t e r  - - ( 1 ) (2)

Other - - (1)

Specify other informa-
tion required (e .g . ,
TIM1  forms, operation
reports, microscopic
pathology)

N o

( 21

(21

( 2) (3 1
Not

Available

(2)

PART III: Administrative Matters

13. HHCC  Chairman’s signature:

14. Date form completed:

- -  - -  - -
Month Day Year

CC IISE ONLY

15. ICD C o d e :  - - - - - - ‘ -

16. Basis for Form 17 Status:

Ful l  HHCC  - (1 )
Two  r e v i e w e r s  c o n g r u e n t  - -  (2 )



-
Rev 0 03/14/86

TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 19

LABORATORY DATA FORM

GENERAL INSTRUCTIONSI
Tiiis form should be completed for all randomized patients. This form is completed to
aocument the CK and hematologic measurements, and meoications taken from baseline until
hospital discharge. Entries should be made daily.

This form snould be submitted to the Coordinating Center in conjunction with the Hospital
Discharge Form.

Tne patient's identification number snould 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 snould appear in the upper right-hano  corner of the first page.

Please use black ink to complete this form. For items which cannot be answered by a check
mark ( A, 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 CR1
preceding the item number of the form.

REFER TO PART III ITEMS 4 THROUGH 15, PAGES 2 THROJJGH 7

The APTT "Upper Limit Normal" refers to the control value against which the patient's
APTTs are to be compared. The 18Hospita11s Highest" refers to the number of seconds after
which the hematology laboratory stops timing the APTT. Record APTT in whole numbers (i.e.,
. . . 042, 043, 044, . ..I of seconds. Do not record decimal points for APTT.

Start with calendar Day 1, the day thrombolytic therapy was initiated. Day 1 will usually
not cover 24 hours of treatment as therapy usually will have begun after 0O:OO. Subsequent
calendar days will cover 24 hours of therapy each day until the day of the event which will
not cover 24 hours of treatment as events will usual-ly not occur at 23:59.

Enter zero for any medication not taken .

Once a day's laboratory data have been completely reported, leave the remaining line9 for
that day blank. Attach additional pages if necessary.



TIM1 PHASE II

THRCMBOLYSIS IN HYCCARDIAL INFARCTION
LABORATORY DATA FORM

._

TIM1 II Form 19
Rev 0 03/14/86
7 Page8

PART I: Identification

1. Patient's NAUE CODE:

-w-s-

2. Date form started:

--
Hontn

PART II: CK Measurements

3. Upper limit of normal

Protocol
First 24-
Hour Period

---
Day YeiT

ULCY
-s--- IU/L

Time

a.

b.

C .

d.

e.

f.

8.

Seoond 24-
Hour Period

h.

1.

j.

k.

1. Day 3

m. Day 4

n. Day5

o. Day 6

P. Day 7

9. Day 0

r. Day 9

s. Day 10

Retreatment

4 hrs.

8 hrs.

12 hrs.

16 hrs.

20 hrs.

24 hrs.

6 hrs.

12 hrs.

18 hrs.

24 hrs.

Not
Done

( 1)

( 1)

( 1)

( 1)

( 1)

( 1)

( I)

( 1)

( 1)

( 1)

( 1)

(1)

(1)

(1)

(1)

( 1 1

(1)

( 1 )

(1)

Month
Date
Day Year Military Time

------__

---cTz/E.1 oaLF_-
v---B---

--M--I--_

-m----w-

:--

:--

:--

:
s-

:
--

--

--

-

-

-

-

-

-

-

-

-

_B --

:
w- IV

:

-- --

:

-s --

:
-- -s

:
-s --

:--

:--

:--

:--

-

-

-

-

Total  CK (IlJd.1



TIM1  II Form 19
Rev 0 03/14/86
Page 2 Of 7

PART III: Hematologic geasurements  and Medication

4. Hospital limits.

A. APT? (seconds): Upper Limit Normal

a. APTT (seconds): Hospital’s Highest

5. Pretreatment.

A. Hemoglobin:

a. Hematocrit:

C. Platelet Count:

6. First day,

A. Total Daily Heparin Dose (u usp): -

a. Total daily aspirin dose: --

--

-m-

--*- gms#dl

--*- x

thousands/mm3- - - -

-m --

W Year

kk=~Qbol.

C . Total daily coumadin  dose: -----_CouWokg_-*-
D. Total daily metoprolol dose (oral) -rr)ET1VY#j- - -
E. Other beta-blocker (oral) -

[ If YES, answer @ and @ . [

uEl Name

0E2 Total daily dose:

1 2 3

Not Done
(I 1

(1 1

(I 1

IV (I ) Subcu ( I )

4 5
Hilltary Time APTT Not PT/control Not

Hours Minutes (seconds) Done
Hemoglobin Not Hematocrit Not

(seconds) Done (gms/dl)Done z Done

F. :---_--_('1 /-m-_(1 I --.-(1) --*_(1)

G. :-B-m--_(I ) /-m--(1 I --*-(I ) _-*-(I )

H. :-m -e-__(1) /-e--(1) --*-(1) --*-(1)

I. :-- -v--_(1 ) /-m-- (I 1 .(I) .(l)

Il. :---v--_(1) /- - - -(1) --.-(1) --*-(1)

K. :_w-_--_(1) /-m--(1 ) --a-(') --_*_(l)

L; :_m -m-__ (1) /-m-- (1) --'-(1) _-*-(1 )

M. :-m-_--_(1 ) /-m--(1 I .(I) .(l)

Platelet Count Not
thousands/mm3 Done

(1)----

(1 I- - - -

( 1 )- - - -

(1 )- - - -

- - - - (1)

(1 )- - - -

(1 I_-_-

(I I- - - -



.

7. Second day.

A. Total Daily

8. Total daily

C. Total dally

D. Total daily

Date:
-m

Month Day
- -

Year

Heparin Duse (U USP): - tiGf\sbOz IV (1 I

aspirin d o s e :

coumadin dose : CJJu  I9.b&&,

metoprolol dose (oral) -Me\ 9Dtga- - -
E. Other beta-blocker (oral) ( 1 )  (2) al3Do2

Yes No

[ If Y& a n s w e r  @ and @ . 1

01 Name

0E2 Total daily dose:

Military Time
Hours Minutes

F. :_- --

G. :-- --

H. :- - --

1. :- - --

J . :- - --

K. :-- --
L. :- - --

H. -- --

1 2 3
APTT Not PT/control Not Hemoglobin Not

(seconds) Done (seconds) Done (gma/dl  IDone

(1)- - - /-7-B ( 1 1 - -*-(1 1

(1) /-v--(1) (‘1- -*----

(---

(---

) / ( 1 1
-v--

(- -*s

1 /
-w-B

( 1 ) - -*m(

) /
-B-m

(1) - ---(

1 / (1)---- - -*-(

1 / (1)-_-- (- -*-

’ )

’ )

1 )

’ )

’ )

I--
( 1) /
-s--

( ‘) - -*_(1)

TIWI II Form 19
R e v  0 03/14/66
Page 3 of 7

=moa
Subau  ( I )

4

Hematocrlt Not
x Done

- -*-(’ 1

5

Platelet Count Not
thouaanda/mn3  Done

---w
(’ )

(’ )
w--B

---_ (’ 1

---- (’ 1

(’ 1----

---s
(’ 1

-B-m
(1 1

---- (’ )

A.

8.

C.

D.

E.

F .

c .

H.

8. Third day. Date : - - -
Month Da7

- -
Year

Total Daily Heparin Dose (U USP):  - WE? \Q DO3
z/b03

B-s-- IV (I ) Subcu ( 1 )

Total daily aspirin dose: -v--
Total daily coumadin dose: COti\ (?bQ3mg

Total daily metoprolol dose (oral) fi%Xg
- - -

Other beta-blocker (oral) (1) ( 2 )  060D~3
Yes No

[If yEs. a n s w e r  @ a n d  @ . 1

01 Name-

0E2 Total dally dose:

1 2 3
Hilitary Time APTT Not PT/control Not Hemoglobin Not

Hours Minutes (seconds 1 Done (seconds) Done (gms/dl  )Done

4 5

Hematocrlt Not Platelet Count Not
x Done thousands/umt3  t o n e



I

TM1 II Form !
Rev 0 03/14/t
Page 4 of 7

9. Fourth day.

A.

B.

C.

D.

E.

Total Daily

Total daily

Total dally

Total daily

Date: - -
Day

- -
Month Year

Heparln Dose (IJ USP): - WFf i 9 Do‘+--w--
aspirin dose:

coumodln  dose: ---,
metoprolol dose (oral) - - - -

Other beta-blocker (oral)
Yes NO

1 If E, answer @ and @ . 1

0El Name

0E2 Total daily dose:

Milftary  Time
Hours Minutes

F. :-w --

G. :-- --

H. :- - - -

.
I

APTT Not
(seconds) Done

-s-
( 1)

---( I)

s--( 1)

IV (1 1 Subcu ( 1 )

2 3

PTfcontrol Not Hemoglobin Not
(seconds) Done (gms/dllDone

/ (I)
-m-- - -*-(I 1

/
-v--(1) .(l)

/
em--(I) --*-(’ )

4

Hematocrit Not
x Done

--a-(')

- -*-(I)

- -*-(I)

5

Platelet Count Not
thousands/a& tbnc

(I

(1

(1

10. Fifth day. Date: - -  - - - - -
Month

A.

B.

C.

D.

E.

Total Daily Heparin Dose (U USP): -
L7\9Dc)y:

JSOO5
- - - - - IV(l) Subcu (1 1

Total daily aspirin dose: AL/wDPSmg
- - - -.-

Total dally coumadin dose: CourW~,A-*-

Total daily metoprolol dose (oral) - WW-i Qb$$--w-
Other beta-blocker (oral) (1) (2) OU3POS

Yes No

1 If yEs. answer @ and @ . [
0El Name
0E2 Total daily dose:

1

Military Time APTT Not
Hours Minutes (seconds) Done

F. :- - - - - - w(1)

G. - - v----('1

H. :- - - - - - -(1)

2 3

PT/control Not Hemoglobin Not
(seconds) Done (gms/dl)Donc

/---_( 1 ) - -*-(1)

/----(1) - -*- (1 1

/----(1) - -*-(1 )

4 5

Hematocrit Not Platelet Count
74 Done thousands/&

--*-(1) - - - -

--*-(1) - - - -

--*-(') ---v

Cone

(1 1

(’ 1

(’ )



TIM  II Form 1
R e v  0 03/14/8
Page 5 of 7

11. Sixth day. Date : ----w---w-
bnth bY Year

A.

8.

C .

D.

E.

F.

G.

H.

Total Dally Heparin  Dose (U BP): - w+i~oo
--7--

Total daily aspirin dose: P6AwxLmg
--B_

Total daily coumadin dose: cQw9bo$g--*_

Total daily metoprolol dose (oral) -M19D$+- - -

Other beta-blocker (oral) (1) (2) of3mc36
Yes No

] If x, answer @ and @ . 1
0El Name

0E2 Total dally dose:

mooil3
IV (1 ) Subcu  ( ’ )

Military Time
Hours Minutes

:-- --

:-- --
:-- --

1

APIT Not
(seconds) Done

( 1)- - -

( ‘1- - -

( ‘1-w-

2 3

PT/control Not Hemoglobin Not
(seconds) Cone (gms/dl)Done

/ (1) ,. (1)

--‘--(‘) --.-(1 )
--‘--(‘) (1)- -*-

4

Hemetoorlt Not
% Done

(1)- -*-

ir )- -*w-B

--a-(1 )

5

Platelet Count Not
thousands/n3  Cone

(1----

----(’
(1- - - -

-__-_--_- _--_-__a___ _____ ______-__ _~________~______~__~~~~~~~

12. Seventh day. Date: - B - - B - - -
Month

zp Do7
A.

8.

C.

D.

E.

F.

G.

H.

Total Daily Heparln  Dose (U USP): - ti&& IV ( t ) Subou ( , 1-_---

Total dally aspirin dose:

Total daily coumadln dose:

Total daily metoprolol dose (oral) - m g

Other  beta-blocker (oral) (1) womD07
Yes No

I
b

If E, a n s w e r  @ and @ . 1
_

4

0El Name

0E2 Total daily dose:

1

Military Time APTT Not
Hours Minutes (seconds) Done

:-- m- W-B(‘1

:-- -B-s-(‘)

: (1)

2 3

PT/control Not Hemoglobin Not
(seoonds)  Done (gms/dl  Wone

/ (’ 1 - -‘-(1 )- - - -

/ (1 ) - -‘-(1 1- - - -

/ (1 ) (1 1- - - - -  -*-

4

Hematocrit Not
% Cone

- -.w(1 1

- -*- (’ )

- -*-(1 )-- -v -s-.  ’

5

Platelet  Count  N o t
thousands/ma3 Done

1

1

1

we



I

TIM II Form
Rev 0 03/14/l
Page 6 of 7

13. Eighth day.

A .

8.

C .

D.

E.

F.

c.

H.

Date: - -
Month Da7

- -
Year

Total Daily Heparin Dose (U USP):  --s-B-

Total daily aspirin dose:

Total daily coumadin dose:

Total daily metoprolol dose (oral) - - - -

Other beta-blocker (oral) (1) wc?~sabloV
Yes No

IIf m answer  @ a n d  @ . 1

0E2 Total daily dose:

1 2
M i l i t a r y  Time APTT Not PT/control Not

Hours Minutes (seconds) Done (seconds) Done

wm - - - - -( ‘1

:_- -s -___( ‘)

:- - ( ‘1- -  _--

/ (‘1- - - -

-‘__( ‘1

-/__( ‘1

3
Hemoglobin Not

(gms/dl  )Done

(‘1- -*-

-_*_(’  )

-_*_(’  )

14. Ninth day. Date: ---_----
Month bY Year

A. Total Dally Heparln Dose (U USP):  -&PM_-.

B. Total dally aspirin dose: MA $7--.
C. Total daily coumadin dose: CourS I

D. Total daily metoprolol dose (oral) *?qf_ --.

n/bug
IV (’ ) Subcu ( I 1

4 5

Hematocrlt Not Platelet Count Not
x Done thousands/am3 none

--.-(’ ) ----(’  )

(‘1- -*- --_-(’  )

(1)- -*- --_-_-(’  )

_____ ___________c-_-____--------------__

Hilitary Time
Hours Hinutes

F. :
ss --

c.
MS --

H. :MB --

IV (’ 1 Subou  (I )

n
E. Other beta-blocker (oral)

1 If Y& a n s w e r  @ a n d  @ . ]

0E2 Total daily dose:

1 2 3 4
APTT Not PT/control Not Hematocrit Not

(seconds) Done
Hemoglobin Not

(seconds) Cone (gms/dl  IDone x Done

- - -(1) / (1)- - - - (1 )_ -*- -_*_(')

-__(') /-_-_(1) _-*-(1 1 _-*-(1 )

(1)- - - -L__(') (1 1--*m (1 )--.-

5

Platelet Count
thousands/fan3

_---

_---

--s-

Not
Done

(1 )

(1 )

(I )

ID No.’ , i ii 1 t ,
I , 0 9I I n I I ti I



TInI II Form 19
Rev 0 03/14/&j
Page 7 of 7

15. Tenth day. Date: - -  - - - - -
Month DaY Year

A. Total Daily Hcparln Dose (U USP): - wzQ\~blD--w--

B. Total daily aspirin dose: /ww~ IO *g
- - - -

C. Total daily coumadln doscr (nQIJlqDIqg
--*_

D. Total dally metoprolol dose (oral) - - -

E. Other beta-blocker (oral) (1) (2) OQBbl3
Yes No

3X0/0
IV (1 1 Subcu (1 )

1 If E. answer @ and @ . 1

0El Name

02 Total daily dose:

1 2 3 4 5

Military Time APIT Not PT/control Not
Hours Minutes (seconds) Done

Hemoglobin Not Hematocrit Not Platelet Count
(seconds) Done (gms/dl)Done x Done t h o u s a n d s / &

F. :-- -- ---(

c. :-m VW (---

H. :-- -- (---

___-_-____ -___________

) --‘--( 1) (1)- -*- (1)- -‘- ---m
(1)

1 / (1)---_ .(l) (1)- --- ----(‘)
1 / ( 1)---_ .(I) .(l) e-w- (1)

---_--m ~___~_-~____~_-~_~_~~~~~~~~~~~~~~

PART IV: Administrative Uatters

16. Additional pages are included for
following measurements:the

A.

B.

Yes No
CK (1) (2)

Hematologlc and medication - ( 1 ) ( 2)

17. Research Nurse/Coordinator:

Signature

TIM1 Staff No: - - - - - - -

Not
Done



- Rev 2 12/08/g?

TIM1 PHASE II

INSTRUCTIONS FOR CCMPLETING
TIM1 FORM 23

MYOCARDIAL INFARCTION EVENT FORM

‘-

This form should be completed to document myocardial infarction and/or coronary thrombosis
events occurring as complications after the course of thronbolytic therapy for TIM1 pa-
tients and during follow-up. Include details of nonprotocol thrombolytic therapy in the
narrative. In addition, complete this form if nonprotocol thrombolytic therapy was admin-
istered any time during the initial hospitalization or follow-up. This form is completed
in addition to, not in place of a DER and a case report. This form is completed at the
Clinical Center. The original of this form Is sent to the Coordinating Center as soon as
possible upon occurrence of a myocardial infarction and/or coronary thrombosis.

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 (J), PRINT clearly all responses In the spaces provided. Do not use abbre-
viations unless absolutely necessary , and then use only widely recognized abbrevia-
tions. A completed copy of this form should be retained for your files.

GENERAL INSTRUCTIONS

,

ITM INSTRUCTIONS: Items with instructions outlined below have the symbol [*I
preceding the item number of the form.

REFER TO ITEM 7, PAGE 2
I-
A) Narrative summary must explicitly present this event with information, from the

attending physician. A general hospital discharge summary will not suffice.

8) Include KG(s) collected at the time of this event as well as immediately before,
and in the course of convalescence if available.



I

TIM1 PHASE II

THROHEOLYSIS  IN HYDCARDIAL  INFARCTION
HYOCARDIAL  INFARCTION EVENT FORM

TIMI II Form 23
R e v  2  12/08/87
2 Pages

cc/ /v’KAL
PART I: Identifying Information

1. Patient’s NAU& CODE:

--w-B

2. Date event occurred:

- -
Month

Military time: _ :BW --

PART II: Pain

4. hrration of p a i n :  - :_B --
hours minutes

3. Evidence of myocardial infarc-
tion and/or coronary thrombosis:

Angiographic
Yes No

(1 1 (2)

Reappearance of pain

ECG evidence -

CK evidence

Other enzymes elevated -

____-__-__-_-_______-~~ ____ ---..------________ -0--_--__

PART III: Enzyme Results

5. CK

Month
Date
Day Year

(a) -- - w--w_
(b) - - ---__

(c) - -- - - -  - -

(d) -- - - - -  - -

(e) - - ---__

(f) - - ---__

(g) -- - ---__

(h) - - _--__

(i) -- - ---__

(j) - -- - - -  - -

Mllltary  Time

:-- -_

:-- -_

-- -_

:-- -_

:-- -_

:-- -_

:-- -_

:-- -_

:-- -_

:-- -_

1

Not
Total CK bne

----_ (1)

----- (1)

----_ ( I 1

----- (1)

----a (1)

- - - - - (I)

----_ (I)

----- (1)

- - - - - (1)

- - - - - (1)

2 3

blot Not
HR Band T rbne T o t a l  HA lbne

-- (1)

(‘1--

(-- 1 1

(-- 1 )

(-- 1 1

-- (I)

- - (1)

- - (1)

- - (I 1

- - ( 1 )

De- (I)

--- ( 1)

--_ (1)

--- ( 1)

-__ (1)

- - - ( 1)

- - - (1)

- - - ( 1)

- - - ( I)

- - - ( 1)



6. Other enzymes : Record highest value ass.1

Yes No

A. SGQT (1) (2)

ociated  with this  (suspected) myocardlal

TIM1  II Form 23
R e v  2 12/OR/A?
Page 2 of 2

infarct Ion.

Upper Limits of. _Date
Nonth Day Year flighest Value Lab Hormal nange

- - - - - -  --WV - - - -

E. LDH (1) (2) _- - - - - -  - - - -  - - - -

C. O t h e r  (speoify  b e l o w )  - ( ,) ( t) -~~~~- _--- s---

7. Was nonprotocol thrombolytic  therapy administered? (1)

0A

0B

0C

w__---

Hame

Dosage

Route

_ _ _ _ _ _ _ _ _ _ -______________ _ _ _ _ _ _ _ _ _ _ _ _ _ _

PART IV: Administrative Matters

[*I 8. Were any of the following tests
or documents completed In con-
junction with this event?

Narrat ive sumnary and event FCCs
are required for all p a t i e n t s .

A .

8.

C.

D.

Yes YO

Required Narrative
Sutmnary (1) (2)

Anglography report
(Required if anglo-
g r a p h y  i s  p e r f o r m e d ) - ( 1 )  (2)

Required ECC(s) (1) (2)

Lab reports of other
enzymes (Required if
other enzymes are
measured 1 (1) (2)

Speaify

9. Research Nurse/Coordinator:

Signature

TM1  Staff No: - - - - - -

(2 1
YOYes

IC(l) IV( 2)

Spcaify
llnits

FOR CO0RDINATIYT:  CENTER USE ONLY

In. Documents received:

Yes No
A. N a r r a t l v e  sumnary - (I ) ( 2 )

R. flqgiography  r e p o r t  - -  (1 1 ( 2  1

C. F%(s) (1) (2)

0. Mher - (1) (2)



Rev 1 11110186

TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING
TIMI FORM 24

HEMORRHAGIC EVENT FORM

GENERAL INSTRUCTIONS

* This form should be completed to document hemorrhagic events occurring as complications in
the course of TIM1 therapy. In order to be of sufficient gravity to require completion of
this form, these events should be associated with at least one of the following: reduction
in heparin dose; transfusion of blood cells: transfusion of clotting factors: transfusion
of platelets: treatment with drugs to reverse thrombolytic effects: treatment with drugs
to reverse anticoagulant effects; intracranial hemorrhage: gastrointestinal hemorrhage:
3 gm/dl reduction in hemoglobin: or, other life-threatening hemorrhagic event. This form
is completed in addition to, not in place of a DER and a case report. This form is com-
pleted at the Clinical Center. The original of this form is sent to the Coordinating Cen-
ter as soon as possible upon occurrence of a hemorrhagic event.

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 (J), 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 C*1
preceding the item number of the form.

REFER TO ITEM 8i3, PAGE 1

Identify only one primary site by number code from item 8A.

REFER TO ITEM 11, PAGE 1 *
Drugs comprising these specific categories are listed in the Manual of Operations, Chapter
13, Procedures for Completing Study Examinations, Exhibit 13-2, Drug List.

\

REFER TO ITEM 15, PAGE 2

A narrative summary for this event is required.
I



-

TIYI  PHASE II

THROWOLYSIS  IN YYOCARDIAL INFARCTION
MEEYORRHAGIC  EVENY  FORM

fI’(I 11 Form 24
Rev 1 11/10/86
2 Pages

--

PART I: Event Identification

1. Patient’s NAUE  CODE:

-B-B-

2. Date henwrhage  first noted:

ronth Day Ycrr

Hllltary time: _ :
Hours YinuGG

3. Was  heparln either tempor-
arily or pemranentiy  dis-
continued as part of
treatment for this event? - ( 1 ) (2)

Yes No

4. Weight: - - - kg.

5. Height: --- an.

6. Age: - - years

7. sex: (I) (2)
Male Female

Part II: Circumstances and Treatment

[*I 8A. Site(x) of hemorrhage: Answer
each item

Yes No
1. Gastrointestinal ( I ) ( 2 )
2. Intracranial (I) ( 2 )
3. Catheterization site - ( I ) (2)
4. Other puncture site(s) - ( I j (2)
5. Cenltourlnary  - ( I ) ( 2 )
6. Retroperltoneai  - ( 1 ) ( 2 )
7. Other. specify ( I ) ( 2 )

8. Unknown

R. 1. Primary  site

( I ) ( 2 )

-

2. Specify

Clinic No. j j L':: I
10 No.

8I : ,I

: : H
: : I:

;H;M.~  :
1?

Form I'yps
I

9. Were any of there sites
Instrumented (e.g.. Foley
catheter, cystoscopy,
bronohoscopy,  N-G tube,
eto. )? (1) ( 2 )

Yes No

-1
0A Desorlbe  Instrumentation:

Instrument:

0R Date appli cd:

---___,-
Month Day TeF

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

Arteries -

Veins

Number
Punotured

- -

-s

Explain fully in narrative.

Number
With Major

Sleeding

--

--

t.111. In the week
this event.
received:

Asplrin

prior t o
the patient

Yes

(1 )

Dlpyrldamole  - ( I )

Anticoagulants (other
then heparln) (1 )

Platelet active agents
(other than aspirin and
dlpyridamole) (1 )

NO

(2 1

(2 )

(2 1

(2 )

Explain fully in narrative.
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TIM1 II Form 24

12. Hedicrtlona  usad  to treat this
event (cheek  all that apply):

A. None ( 1)

0. Protamine ( 1)

C. E p s i l o n  8nino  oapoio aold  - ( I 1
D. Other,  speatfy ( I)

13. Were blood produuta
tranafuaed to the
patient ln the treat

HQvn+wSl-q

ment of thla event? ( 1) ( 2)
Yea No

014 Products,  If YES, specify num-
bar of Units (pnauer  eaoh  item)

Yea No

A. Whole blood ( 1) ( 2) __U

8. Packed cells ( 1) ( 2) U- -

C. Platelets ( I) ( 2) 0- -

D. Fresh frozen plasma - ( 1) ( 2) u- -

E. Cryopreoipitatt  - ( 1) ( 2) u

F. Other (1) (2) __u

Specify

If yEs is answered  for WHOLE  RLOOD o r
PACKED CELLS, complete a Transfusion
Report Form (TIM1  Form 26).

Rev 1 ll/lO/R6
Page 2 of 2

PART III: AdminIstratIve  Matters

IellS.  Is the required Narrative
Summary attached? (1) (2)

Yea No

16. Research  Nurse/Coordinator:

Signature

TM Staff No: - _ _ - - - -



Rev 1 11/10/86

TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING
TIM1 FORM 25

CARDIAC SURGERY FORM

..L..L..r.I . . ..“...----“..I

This form should be completed to document coronary artery by-pass graft surgery (CA%G)  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 (J), 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 [*I
preceding the Item number of the f o r m .

REFER TO ITEM 59, PAGE 2

Angina1 symptoms are divided Into four categories of severity according to criteria
established by the Canadian Cardiovascular Society.

Class 0:

Class I:

No angina

“Ordinary physical activity does not cause . . . angina, such as walking and
cl imbing s ta i rs . Angina with strenuous or rapid or prolonged exertion at
work or recreation.”

Class II: “Sl ight  l imi ta t ion of  ordinary  act iv i ty . 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 conditlons.tt

Class  I I I : “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 -- angina1
syndrome may be present at rest.”

-- REFER TO ITEM 12, PAGE 3

f . . operations report Is required.
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TIM1  PHASE II

THROHBOLYSIS IN MYOCARDIAL INFARCTION
CARDIAC SURGERY FORM

TN1 11 Form 25
Rev 1 U/10/86
3 Peger

1 Form  lLpe icisi : I

PARY  I: Event Idcntlficatlon 3. (Continued 1

8.
1. Patient’s NAME CODE*

2. Data 8nd time of surgery:

- -  - -
Month DRY YeT

ni11tary  timer  - :- -
Hours ninuz

PART 11: Procedure Notes

3. wadlcal  thcrjpy  prior  to
surgery:

A. 6et84lockers: (1) (2)
Yes No

C.

If x, answer 1 through 3 .0 0
I II NO, skip to 3R. 1

01

02

03

uedication:

Calaium  channel
blockersr (1) (2)

Yes No

Uedicatlon:

Total dally dose:

- - - - mg:r

Were underfrable  stde
effects present at
the maxImum  dose? - ( I 1 ( 2 1

Yes No

Nltrrtes  and vasodi-
lr tors : (1) (2)

Per NO

Total daily dose: 01

- -  - -  mgs
Were undesirable ride 02
effeats present at
the maximum  dose? - ( 1 ) ( 2)

Yes No 03

Yedicrtlon:

Total dally doser

- - - - mgs

Were undesirable side
effects present at
the maximum dose? -0 ( 1 ) (2 1

Yes Ro



TIYI II Form 25
Rev 1 11/U/86
Page 2 of 3

‘). VW  surgery m emergency or
an elective prowdure’,

So& GfiEbJ 5. (Continued)
-

Emergency
Elective

( 1)
( 2)

If EMERGENCY,  answer  A .0 I
0A Uh8t  the indiwtlon

for the procedure?

Episodio  rest or prolonged
rnglnl  without definite
ECG  ahangos t 1)

Episodic  rest or prolongd
wEin with ECG ahangoa
lnoludlng  ST depression
2 .lmV,  T w8ve  invers ion,
pseudonormaliutlon  of
t wavea  or tr8nsient  n w
St elevation 2 .lmV - ( 2 )

Ferristent chest pain
and nw sustained ST
elevat ion 2 .lmV  sug-

gertive of reinfarctlon  v ( J)

Other (speoiry) ( 4)

._

5. Angina status prior to surgery:

A. Certainity  of diag-
noris  (cheek one):

Definite  mglnr
Probable angina

(1)
( 2)

Probably not angIna  - ( 3 )
No angina c 4)

PI@  csnrdim  Heart Clau:

0
I

( 0)

II
( I)

III
( 2)

IV
( J)
( 4)

w Episodic  rest or
prolonged pain? - (,:3

0D Prccipttating factors
(cheek all that apply):

1) E x e r t i o n
2) Emotion

(1 )

3) Meals
(1 )

4)
(1 1

Cold weather-
5) Intercourse

( 1 )

6) Sleep
(1 1

7) R e s t
(1 I
(1 )

6. Exeraise  test done: -

Maximum  pulse rat.1
725fULSE

- - - beat.a/mln

Yaximum blood oressure (mm Yg):

1. Systolic - rasf%s- - -
2. niwt0lic -

--B

Exercise machine (check
one):

Treodmlll
Upright bicycle
Supine blcyole
Other, speaify

(1)
(2 1
(3)
(4 1



V4I II Form 25
Rev 1 ll/lO/Ab
P8UOof

7.

6.

9.

10.

11.

U88 coronrry  rryiogrlphy
~rfOl?lled  for this SUr-
eeW (1) (2)

Ye8 No

If E, Complete  8 C8rd18c C8theter&
utlon Form (TM1 Form 7CI.

Arteries gr8ftd:

A. LAD

0. Di8gOn81
C. cirOtXllfl8X
D. GbtU8e  lRU1Jill81  P

E. RCA or RPDA

F . LYCA

COndUita  U88d  (cheek all
th8t 8pp1y):

PART III: Administr8tive  M8tters

t*ll?. Is the required operrtion
rauort enclosed? (1) (2)

Yes No

13. R8w8rCh NurseKoordln8tOr:

14. FOR COORDINATING CENTER USE  ONLY

Dwumnts  receiv8dr

Y88 No

bpW8tion Report (1) (2)
l

Y88 NO

Sign8ture

Ymr St8ff !b: _ _ - - -

(‘1 (2)
( , ) ( 2) GXuw~I
( 1) ( 2)PCPCRpIC~

( 1) ( z,u*\cqnfsr

A. S8ph8nous vein( 8)

0. Left int8tnrA mun8ry
8rt8ry

C. Right Intern81  m8nmtrry
rrtrry

D. . Other

Did my of the following
complic8tions  occur within
21 hours sfter surgery?

Yes No

A. Delth (1 ) (2) Faww~

EL ?iOnf8t81  f4f (' ) (2) TJ5rnS

If YES, cOmpl8te the rpproprl8tr event
FOPlIt.

+

Did the prtient reo8ive
8 tr8n8fUSiOn Of either
whole blood or p8cked
cells?
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TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING
TIM1  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 TIM1 hospitalization. Complete only one
form per patient.

The patient’s identification number should appear in the box in the upper right-hand car-
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 (,Y), 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 [*I
preceding the Item number of the form.

REFER TO ITEM 5, PAGE 1,
Record date, time and units for each transfusion of whole blood and/or packed red blood
c e l l s .
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-_

PART I: Event Identification

1. Patient's NAME CODE:

----B

2. Date of first  transfusion:
T&RwrmG,
- -  -w---
Month Day Year

TIM1 PHASE II TIM1 II Form 26
Rev 0 11/10/86

THROMEIOLYSIS  IN HYOCARDIAL INFARCTION 1 Page
TRANSFUSION REPORT FORM

rr

PART II: Reason for Transfusion

3. Reason for transfusion (check all
that apply):

A. Hemorrhagia  event (1 )f26W'l
B. Surgery (1 )f265J4&
C. Presenting anemia (1 )F;UipdG;r7
D. Other - (')F&#o?V

Speaify

4. Products, If E, spealfy number
of Units: (answer eaah item)

Yes No UNITS

A. Whole blood (1) (2)
FastiBlh
--•-

0. Paaked cells (1) (2) Fa-(0 PCU- - •

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ fkWr(c=,'-____________ _ _ _ _ _ _ _ _ _ _ _ _ _____-____s

C.3 5. Blood transfusion  record

Date
Honth Dey Yeer

a) -w ---_-

b)--- - - - - -

c)--- -w-B

d) -----_-

e) - - - - - - -

f)--- - - - -

8) -----_-

h)--- - -  - -

iI--- - - - -

j) -w ---_-

k) --------

1) --- -w---
m) - -  ---_-

n) - - -  -w--

o)--- - - - -

PART III: AdmInIstratIve Matters

6. Researoh Nurse/Coordinator:

Military Time
Hours Minutes

:- - - -

:-- --

:-w --

:-s --

:-- -w

:-- s-

:-- --

:-w --

:-w -m

:-- --

:-- --

:-- --

:-- --

:-- --

:-- --

Units
Whole Blood

--•-

- - • -

_-*-

- - a -

- - * _

- - • _

- - • _

- - • _

--*-

--•-

--•_

--•_

- - • _

--*-

--a_

units
Pecked  Cells

- - • -

--'-

- - * -

- - * -

- - * -

- - * -

--•-

--'-

--.-

- - * -

- - * -

- - a -

- - * -

--•-

- - • _

Signature

TM1 Staff No: -- - - - -
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TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING

TIM1 FORM 27

SEVERENEUROLOGIC  EXRNTFORM

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

If a response needs clarification please make comments identified as to item(s) on a
separate sheet of paper. The form and comments will be reviewed on a prearranged
telephone call from the Coordinating Center with a consultfng  neurologist either Dr.
Dr. Thomas R. Price or Dr. Michael A. Sloan.

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.

Please use black ink to complete this form. For items which cannot be answered by a
check mark ( 4, PRINT clearly all responses in the spaces provided. Do not use
abbreviations 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 [*I
preceding the item number of the form.

REFER TO ITEM 9. PAGE 2

The patient will be considered to have had a TIA if, in the absence of other
specific (contradicting) information, the patient states that a physician has made
the diagnosis of transient ischemic attacks (TIA) in the past or if the patient
reports a history which meets criteria for TIA including duration of event less
than 24 hours, focal location within the distribution of a carotid or vertibro-
basilar system, and absence of other cause for the event.

The earliest possible time is the time of onset of the first symptoms or signs
compatible with a severe neurologic  event. This could be headache alone. Usually
this will be the time a focal deficit if first noticed. When a patient is asleep or
unconscious and awakens with obvious signs of a focal deficit the earliest possible
time is the time of loss of consciousness or going to sleep.

-._



I

REFER TO ITEM 30. PAGE 17 ,

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

fi

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 determined answer "other."

REFER 3 7 .  P A G E  1 4

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

REFER TO ITEM 38. PAGE 14

The dates and times in Item 38A-F should be in chronological order. After the last
study (MRI or CT), leave lines blank.

1
REFER TO ITEM 42. PAGE. 15

I
Rapid onset refers to severe neurologic events with time from onset to maximum
deficit of 10 minutes or less (same as for sudden in Item 13, page 5).

REFER TO ITEM 43. PAGE 16
I 1
LOSS of consciousness is present for any patients who are less than alert (any
category other than alert -- see Item 22, page 8).

(OVER)
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TIM1 PHASE 11

'II=OMgOLYSIS  IN MYOCARDIAL INFARCTION

TIMI Form 27
Rev 0 08/01/88
Page 1 of 20

SEVERE NEUROLOGIC EVENT FORM

~

PART I:Ident-v  Infm

1. Patient's NAME CODE: --_-_-_______________________ - - - - -

2. Date of event: --___--_--__-_______--~~~~~ _-----
Month Day Year

11: Prior ConditForlg

3. Handedness:

4. Has this patient ever been treated for or
diagnosed to have cancer? --________________-_----  ( 1 ) (2) (3)

Yes No Unknown

If &J or UNKNOWN, skip to item 5.

A. If B, specify type of cancer:

5. Is there evidence of central nervous system
infection, brain tumor, trauma or metabolic
condition (such as uremic coma) existing prior
to or at the time of the neurologic event
contributing to the neurologic symptoms or
signs? __~__~~~----------~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ (1) (2)

Yes No

If %, specify:



TIM1 Form 27
Rev 0 08/01/88
Page 2 of 20

6. What was this patient's average daily alcohol
consumption prior to entry into TIMI? /qLCW

7. Past history of migraines? __________________-----  ( 1 ) ( 2) (3)
Yes No Unknown

a . Past history of seizures? ________________________ ( 1 ) (2) (3)
Yes No Unknown -

*9. A. Has the patient ever had a TIA? -------------- (1) (2) (3)
Yes No Unknown

If m or UNKNOWN, skip to item 10.

B. How long ago was the most recent episode?

1 - 7 d a y s  ~~~_____~______~_~_~~~~~~~~~~~~~~~~~~~~~ago ( 1 )
a - 30 days ago _~~~~~~~_~~~~~___~~_~~~~~~~~~~~~~~~~~~~  ( 2)
1 - 6 m o n ths ~_~~~__~~__~~__~__~~~~~~~~~~~~~~~~~~~~ago ( 3)
Over 6 months ago ~____~~~~~_~~__~~~~~~~~~~~~~~~~~~~~~-  ( 4)

Unknown ~____~~~~~~~~~_~__~~~~~~~~~~~~~~~~~~~~~~~~~~~~~  ( 5 )

C . Total number of TIAs?
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TIM1 Form 27
Rev 0 08/01/88
Page 3 of 20

* 9. (Continued)

D.

E.

10. A.

B. How long ago?

C .

D.

Vascular territory of past TfAs: (check all that apply)

1. Right carotid _____~___~____~_~__~~~~~~~~~~~~~~~~~~~~~~  ( 1 )
2. Left carotid ~___~_~~__~__~~~_~_~~~~~~~~~~~~~~~~~~~~~~~  ( 1 )
3. Vertebral-basilar -__~________~_~_~~__~~~~~~~~~~~~~~~~~  ( 1 )
4. Multiple territories ~~_~~~~~~~~~~_~__~__~~~~~~~~~~~~~~  ( 1 )
5. unknown ~___~_~_~_~_~~~_~__~~~~~~~~~~~~~~~~~~~~~~~~~~~~  ( 1 )

Prior TIA in same territory as present
neurologic  signs and symptoms? --------------- (1 ) (2)

Yes No

Has the patient ever had a stroke
before this event? ~____~_~~_~__~_~__~-~~~~~~~  (1 ) (2)

Yes No

If &Q or UNKNOWN, skip to item 11.

L- 7 days ago ~_~___~_~~__~_~_~___~~~~~~~~~~~~~~~~~~~~
8 - 30 days ago ~~~_~~___~_~_~__~_~_~~~~~~~~~~~~~~~~~~~
1 - 6 months ago ~_~______~_______~~_~~~~~~~~~~~~~~~~~~

Number of strokes?

Trpe

( 3 )
JIlb0Wl-l

( 3 )
JdCXlOWll

(1)

(2)

(3)
( 4 )
(5)

( 1 )
(2)
( 3 )
(4 )

(1 )
(1 )
(1 )
(1 )
(1 )
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TIM1 Form 27
Rev 0 oa/oyaa
Page 4 of 20

10. (Continued)

E. Vascular territory; (check all that apply)

1. Right carotid -___~___~_~~_~~~_~~~~~~~~~~~~~~~~~~~~~~-- (1)
2. left carotid ~~__~_____~~_~~~~~_~~~~~~~~~~--~~~--~~~~-- (1)
3. Vertebral-basilar _-____.______________________________  ( 1 )
4. Multiple territories ____________________--~-~~-----~--  (1 )
5. Subarachnoid hemorrhage _________________-_____________ (1)
6. unknown ~~__~~~~_~~~_~~~~__~~~~~~~~~~~~~~~~~~~~~~~~~~~~ (1)

PART III.. Onset

11. Date and time of onset of neurologic  signs or
symptoms in TIMI?

*A. Earliest possible:

1.
fyfl3 Gfm

Date
f(YR_____~~_~~__~~~~~_~~~~~~~~~ _- - - - - -

Month Day Year

2. Time --------__-_________________ ENA . fmlp/--.-w (1 1
unknown

*B. Latest possible:

1. Date
LPhl_-_--___-__________________ _ LPM _ ~JP,
- - - - - -
Month Day Year

2. Time LPHR_____________________~_~~~_~ .  LPml
--*mm ii 1

unknown

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

Yes No Unknown



TIM1 Form 27
Rev 0 08/01/88
Page 5 of 20

.-

12. At the time of earliest possible onset, was there:

-x!zR

A. Severe headache ----_-____-________----------- (1 )
B. Vomiting ----------___-_______---__-----------  (1 )
C. Seizures ~___--~_--~~_~_~_~~~~~~~~~~~~~~~~~~-~  (1 )
D. Focal deficit ~__~_~__~~~~~~_~~~~~~~~~~~~~~~~~ (1 )
E. Altered mental state (e.g., decreased

consciousness) -~_~~~~_~__~_~~___~~~~~~~~~~~  ( 1 )

F. Coma __---~__------____~_~~~~~~~~~~~-~~~-~~~-- (1 )

*13. Onset was: (check one only)

Sudden (maximum deficit within 10 minutes) ________-_-______  ( 1 ) [-r-Cvn!3
Steplike  worsening ~~_~_~___~_~~~_~_~~_~-~~~~--~~~~~~--~~~-- (2 )
Gradual worsening ~~~~~__~_~_~~~______~~~~~~~~-~~~~~~~~~~~~~ (3)
unknown ----------_~_~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~--  (4 )

*14. How long after the earliest possible onset was
maximum stable deficit achieved?

s 6 hours -__-__-_-__~~~~~~_~~~~~~~~~~~~~~~~~~~~~--~~~-~~~~~  (1 )'Q/
> 6 but I 12 hours ~~~~_~_~_~__~__~_-~~~~~-~~~~~~--~~~--~~~-  (2 ) f
> 12 but < 24 hours~~_-~___~____~~~~~~~~-~~~~-~~~---~~--~~--  (3 )
> 24 but s 48 hours~__~~________~___~~~~~~_~~~~~~-~~~,-~~~~-  (4 )
> 48 but < 72 hours
> 72 hours

~_~~_~_~__~__~___~__~~~~~~~~~~~~~~~~~~~-  (5 )
~__-___-____~____________~~~~-~~~~~~~_--~~~--~~~-  (6 )

unknown _~~_~_-___~_~__~_~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-~~~~-  ( 7 )

15. Did improvement occur (even temporarily)
within the first 24 hours after onset? ----------- (1 ) (2 )

Yes
(3) &7/5

No Unknown
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TIM1 Form 27
Rev 0 oa/oi/aa
Page 6 of 20

16. Was documented change in blood pressure a
possible precipitator of this event? ------------- ( 1) (2) (3) imib

Yes No Unknown .

If m, answer items A and B.

If m or UNKNOWN, skip to item 17.

Yes No.Unknown

A. Hypotension _-__--_-_-________________________ (1) (2) (3) mrurm

B. Hypertension --_---_---_______________________ (1) (2) (s ) r'tEmiqJ

17. Medications

A. Had this patient taken antiplatelet
agents within 48 hours of the event? --------- (1 ) (2) (3) mrul/7?V

Yes No Unknown

If m, answer items Al and A2.

If m or UNKNOWN, skip to item 17B.

A l . Agent:

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

B. Had this patient taken calcium channel
blockers within 24 hours of the event? ------- (1 ) (2 )

Yes
(3 ) rJ-m17/3

No Unknown

If yEs, answer items Bl and 82.

If m or UNKNOWN, skip to item 17C.

Bl. Agent: _^

B2. Total daily dose: _~~~_~~_____~__~~~~_~~~~~~-- - - - mg

I ID No.



TIM1 Form 27
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17. (Continued)

Cl. Agent:

c2. Total daily dose: _~__~~_~~___~~_~~-_~~~~-~~~~ -m- mg

D. Had this patient been administered
intravenous nitroglycerin within
four hours prior to the event? --------------- (1 1 (2) (3)

Yes No Unknown
‘%4?/7j)
’

If m, answer items Dl.

If m or @?KNOWN, skip to item 18.

Dl. Maximum continuous infusion: --------- - - - - ~g/min .

18. Cardiovascular stability:

A. Within four hours prior to the event
did the patient experience profound
hypotension (systolic BP < 80 mm Hg)? -------- ( 1 ) (2)

Yes
(3) OZln/gk

No Unknown

B. Within four hours prior to the event
did the patient experience fluctuations
(positive or negative) in systolic
blood pressure 160 mm Hg? ------------------- (1 )

Yes



TIM1 Form 27
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18. (Continued)

C. Within four hours of the event did
the patient experience arrhythmias
(e.g., ventricular tachycardia, atria1
fibrillation, etc.) causing reduced
cardiac output? _____-______________-~~~------ ( 1) ( 2)

Yes
(3) lF%-QI&

No Unknown

Cl. Specify any arrhythmias:

_BBT IV:_tionP

19. Verbal response (aphasics may be untestable):

Oriented and converses appropriately ________L_____---_-----
Disoriented and/or confused _______-____________------------
Inappropriate words ~__~~_~~~~~_~___~___~~~~~~~~~~~~~~~~~~~~ (3)
Incomprehensible sounds ____________________------~--------- (4)
None ~--_~___~~__~_____________~~__~~~~~~~~~~~~~~~~~~~~----- (5)
Untested ~_~~~_~_~__~____~~~~~~~~~~~~~~~~~~~~~~~~~~-~~~----- (6)

20. Eye opening:



TIM1 Form 27
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"21. Motor response:

Obeys --------------______________________________________--  (1 ) j%m$/
Localizes --------------__~_~~~~~~~~~~~~~~~~~~~~~~~-~~~~----  (2 )
Withdraws --------------~_~_~_~~~~~_~~~~~~~~~~~~~~~~~~~~---- (3 )
Abnormal flexion ----_--_~_~_~~_~_~__~~~~~~~~~~~~~~~~-~-----  (4 )
Abnormal extension -------_~_-~~~_~_~_~~~~~~~~~~~~~---------  (5 )
None ---------------~_---~~~_~_~~______________~__~~~------  (6 )
Untested ---~-~--_--__-_~~~_~~~~~~~~~~~~~~~~~~~~~~~-~-~-~~-- (7)

22. Degree of alertness:

Alert -_-_~-~_~---_~~__~_~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-~ (1)
Lethargic or drowsy __~~_~_~~~__~~~~____~~~~~~~~~~~~~~-~~~-- (2 )
Stupor  -------_-----_________________------_----------------  (3 )
coola --_-----__----_~_~~_~~~~~~~~~~~~~~~~~~~~-~~~~~--~~--~--  (4 )

23. A. Remainder of neurologic  exam:

Normal ~__~~~~~--_~~~__~_~___~~~~~~~~~~~~~~~~~~~~~~~-----~-- (1)
Abnormal, focal or lateralizing ________--__-_-_------------  (2 )
Abnormal, multifocal ~~~_~_~_~___~_~_~~~~~~~~~~--~~----~----  (3 )
unknown ---~-_~---~_~___~_~~~~~~~~~~~~~~~~~~~~~~~~~~--~~~---  (4 )

If RORMAL, or UNRNOWN, skip to 24
I

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

24. Weakness:

None -~~~---__----_~~~__~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~  (1 )

Left hemiparesis --~~___~_~__~~___~~_-~~~~~~~~-~~~~~-~~--~~-  (2 )
Right hemiparesis ~___~~~~__~___~~____~~~~~~~~~~~~~~~~~-~~~-  (3 )
Bilateral hemiparesis ~__~_~~__~~__~~~~__~~~~~~~-~~~--~~----  (4 )
unknown -------------~~~____~~~~~~~~~~~~~~~~~~~~~~~~~~~-~~~-  ( 5 )

If m OR UNKNOWN, skip to 25.

*A. Related to current event? -------------------- (1 ) (2) (5)
Yes No Unknown



TIM1 Form 27
Rev 0 08/01/88
Page 10 of 20

25. Is one muscle group weaker than the others? ------- ( 1) ( 2 > (3)
Yes No Unknown

If m, 'answer A and B.

If m or UNKNOWN, skip to item 26.

A. Severity:

B. Most

26. Ataxia:

slight ~__~~~~~~~_~~_~~~~_~~~~~~~~~~~~~~~~~----~~--~~~~ (1)
Moderate ___--__-________________________________--~~~~ (2)
Marked ~_~~~_~~~~~_~~~~~~~~~~~~~~~~~~-----------------~ (3)

affected muscle group:

If ABSENT or UNKNOWN, skip to 27.

*A. Related

27. Extraocular

to present event? ______--___-_--__-__  ( 1 ) (2) (3)
Yes No Unknown

movements:

I If NORMAL or UNTESTEP, skip to 28. I
I I

A. Gaze abnormalities:

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

.
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28. Sensory deficits (pin test):

If N2NE or UNTESTED, skip to 30.

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

29. Is one sensory area more severely affected
than all others? ~_~~~~~_~~_~_~__~_~~~~~~~~~~~~~~~ (1 ) (2) (3)

Yes No Unknown

If m, answer A and B.

If m or UNKNOWN, skip to item 30.

A. Most affected area:

*B. Severity:

Mild --__~__~~-~~~~~_~~__~~~~~~~~~~~~~~~~~~~~~~~~~~~~--  (1 )
Partial, dense _~_~~~~~~~~~__~___~~~~~~~~~~~~~~~~  - ___--  (2 )

Total, dense _~~_~~_~~~_~~__~~~~_~~~~~~~~~~~~~~~~~~~~~~  (3 )

ID No. i i i i i i i i i

r 1 n 1 1 r n I



I
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*30. Visual fields:

I 1
If NORMAL or UNTESTED, skip to 31.

A. Vistil field abnormality:

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

*31. A. Language:

No-1 _--_____________________________________--------
Broca -_--_---_____~______-~~-~~~________---------
Wernicke --_--__-_______________________________ -------
Global ---_---__-______________________________--------
Anemic ---~~-~~~~~~_~~~~~_~~~~~~~~~~~~~~~~~~~~~--------
Other -----_---_-_____________________________---------
unknown ------_-_-______________________________ ----__-

*B. Related

32. Dysarthria:

to present event? ________________----  ( 1 ) (2)

(‘1
(2)
(3)
(4)
(5)
(6)
(7)

(3)
Yes No Unknown

If m or UNKNOWlJ, skip to 33.

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



I
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-_

33. Nuchal rigidity?

34. Cervical bruit:

If m, answer  A .

If m or -OWN, skip to 35.

A. Side ~~___~~~~~~__~~~~~~~~~~~~~~~~~~~~~~~~~~~~ (1) (2) (3)
Right Left Both

35. Peripheral pulses in the foot and ankle:

36. Other hemispheral signs (apraxia, neglect, etc.)
related to present deficit?



I
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PART V: Central Nervous System  (CNS) ImaPinx  Studies

*37.

*38.

39.

Number of CNS imaging studies:

A.

B.

C.

D.

E.

Computer Assisted Tomography (CT) _____*________--_-__-~--~~-

Magnetic resonance (MRI) -___________________~---~---~-~~--~~

Non-invasive carotid studies -_______________-_---------~~---

Cerebral angiography ---_____________________________________

Other, specify --_--_~~~__~_~~~_~~_~~~~~~~~~~~~-~~~~~~~~~~~~~

Timing of CT at MRI studies?

A.

B.

C.

D.

E.

F.

Month Day Year 24 Hour Clock

.
-m me -- --.--

_ .
-v vm -- -m.-m

_ .
-- -- -_ --*-w

.
em -- -_ --*--

_ev -- -_ --*--

_ _ .
-e m- -_ --*--

Studv
MRI CT

(1) (2)

(1) (2)

(1) (2)

(1) (2)

(1) (2)

(‘1 (2)

Was there marked clinical deterioration or
exacerbation of symptoms between any two
CT or MRI studies? _-___-_____-________-----~------------- (1)

Yes
(2)
No
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40. Between which two studies did the patient experience the
morbid determination?

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

Yes No Unknown

41. A deficit that lasted more than 24 hours
or until death intervened? -___________________-~-- (1 ) ( 2) ( 3)

*42. Rapid onset? ---~~~-_~~___~__~~__~~~~~~~~~~~~~~~~~~ (1 ) ( 2) (3)

*43. Loss of consciousness? -________________-__-------- (1 ) ( 2) (3)

44. Focal brain deficit due to this event? ------------ (1 ) ( 2) (3)

If m, answer A through I.

If NO or UNKNOWN, skip to 45.
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44. (Continued)

*A.

B.

C.

D.

E.

F.

G.

H.

I.

Lacunar  in type? ---_-----__-____---____

If m, skip to 44B. I

Yes No

(‘1 (2)

(1) Pure motor hemiparesis ------------
(2) Pure sensory  ______________________
(3) Dysarthria clumsy hand ------------
(4) Ataxic hemiparesis ----------------
(8) Other, specify __-________-________

(‘1 (2)
(‘1 (2)
(‘1 ( 2)
(‘1 (2)
(‘1 (2)

Sensory motor only? --~-~--~----~_~~~~~~

Hemichorea? ~_~~~~___-___~~__~~-~~~-~~~~

Aphasia only? ~~_~~~___~~~~~~~~_~~~~~~~~

Visual field defect only? ~~~-~--------~

Other hemisphere deficit, specify _-----

(‘1 (2)

(‘1 ( 2)

(‘1 ( 2)

(‘1 (2)

(‘1 (2)

Bilateral brainstem-cerebellar? --------

Unilateral brainstem-cerebellar (not
lacunar)? ~____~~__~~__~_~_~~_~~~~~~~~~~

Other,  specify ____________________-----

(‘1 (2)

(‘1 (2)

(‘1 (2)

Unknown

(3)

(3)
(3)
(3)
(3)
(3)

(3)

(3)

(3)

(3)

(3)

(3)

(3)

(3)

45. Lumbar puncture evidence of hemorrhage? ---- ( I) ( 2) (3) (4)_
Yes No Unknown Not

Done

1 iiiiii_ZlID No.
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46. CT scan evidence
with this event?

Yes No Unknown

of a lesion compatible
~~_~~_~~_~__~~__~~~~~~~~~~- ( 1 ) ( 2)

I ~~~~If m, m, or NOT DON&, skip to 47. I

A.

B.

C.

D.

E.

F.

G.

H.

Deep lacunar  infarction < 2 cm --------- (1) ( 2)

Cortical infarction < l/2 lobe --------- ( 1) ( 2)

Larger infarction ~~_~_~~__~~~~~~~~----- ( 1 ) ( 2)

Mottled hemorrhagic infarction --------- (1) ( 2)

Subarachnoid hemorrhage --_-____-----_-- ( 1 ) ( 2)

Intraparenchymal hemorrhage ------------ (1) ( 2)

Watershed area infarction -------------- (1) ( 2)

More than 1 infarction, old or new ----- ( 1 ) ( 2)

(3)

(3)

(3)

(3)

(3)

(3)

(3)

(3)

(3)

Yes No Unknown

47. EEG normal? -___~~~_~~_~~~~~~~~~~~~~~~~~~~~~ (1) (2)

A. EEG shows focal slowing compatible
with stroke? --__-_--_-______-___-----~- (1) (2)

*4g. Noninvasive testing shows evidence
of severe stenosis or occlusion of
relevant carotid? -___~~_~_~~_~~~_~__~~~~~~~ ( 1 ) ( 2)

(3)

(3)

Not
Done

(4) irtInY6

Not
Done

(4)

( 3) (4)
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*49.

Not
Yes No Unknown Done

Angiographic (including DSA) evidence
of a cause or source of event? ------------- ( 1) ( 2)

If M, UNKNOWN,  of NOT, skip to 50.

A. Arteriovenous malformation ~~~~~~~~~~-_- (1) (2)

8. AlIOUrpm ~~-~__~~~~_~~~~_~~~~~~~~~~~~~~~ (1) ( 2 )

C . Mass effect -_-_---_____________________ (1) (2)

D. Source for embolus (e.g., ulcerated
plaque, diseased valve, free clot,
etc.) _~~~~~~_~~~~~~~~~~~~~~~~~~~~~~~~~~ (1) (2)

E. Stenosis 2 70% or occlusion:

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

(2) Relevant major cerebral stem
or basilar -_--______________------ ( 1) ( 2)

(3) Relevant branch occlusion --------- ( 1) ( 2)

F. Arteritis _~~~~~~~~_~~~__~~~~~~~~~~~~~~~ ( 1) ( 2)

G . Dissection of the arterial wall -------- ( 1) ( 2,

If m, answer Hl.

If @J or UNENOWN, skip to 50.

Hl. Specify

( 3) ( 4)

( J)

( 3)

( 5)

( J)

( 3)

( 3)
( 3)

( 3)

( 3)

( 3)
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-_

50.

51.

52.

53.

Yes

Stirgical evidence of stroke? --------------- ( 1)

For deaths, autopsy evidence of stroke? ---- ( 1)

I If neither 50 nor 51 w, skip__Ito 52.

A.

B.

C.

Not
No Unknown Done

( 2)

( 2)

Yes

Subarachnoid hemorrhage ______________----__--- ( 1 )

Intraparenchymal hemorrhage ------------------- (1)

Ischemic stroke -_-~_~~~~~~~~~~~~~~~~~~~~~~~~~~ (1)

If a or w, skip to 52. I

(1) Lacuna ---~~~--~~~~~~~~~~~~~~~~~~~~~~~~~~~ (1)
(2) Embolic -_~~~~_~~_~~~~~~~~~_~~~~~~~~~~~~~~ (1)
(3) Atherosclerotic -~~~~~__~~~~~~~_~~__~~~~~~ (1)
(4) Other ----_~---~~~__-~_~~~~~~~~~~~~~~~~~~~ (1)

Death occurred within 24 hours of event? ---------- (1 )

Recovery:

Full, no
Partial,
Partial,
Comatose
Deceased

( 3) ( 4 )  *

( 3) ( 4)

No Unknown

(2)

(2)

(2)

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

(2)

(3)

(3)

(3)

(3)
(3)
(3)
(5)

(3)



I

PART VII: Diaanosis

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

A. Not a stroke ~~~~_~~_~~_~_~~_~__~~~~~~~~~~_~~~_
B. Subarachnoid hemorrhage ---________-________--_
C. Intraparenchymal hemorrhage --_-_______--______
D. Lacunar.infarction ____________________________~__
E. Embolic infarction __--~~~~~_~~_~_~~~_~~~~~~~~~
F. Atherosclerotic infarction ____________________
G. Other, unknown infarction _--_-______-__-______
H. Unknown type of stroke -__-________--______---~

PART VIII: Ad!&.&tration

55. Date form completed: -------______-_______ _- -
Month

TIM1 Form 27
Rev 0 08/01/88
Page 20 of 20

Primary

(1)
(1)
(1)
(1)
(1)
(1)
(1)
(1)

-m

Day

I CC USE ONLY

Secondary

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

SLgnature of neurologist or physician completing this form:

CAT SCAN _~~~_~~__~~~~~~___~~~ ( 1)
CAT SCAN Report ______________ ( 2)
Other -______-____-___________ ( 3)

--
Year



TIM1 PHASE II

THROMBOLYSIS IN MYOCARDIAL INFARCTION

SEVERE NEDROMGIC EVENT CLASSIFICATION FORM

TIM1 Form 28
Rev 0 10/04/88
Page 1 of 4

Clinic No. 1 1 j-1 1

I.D. No. 1 1 I-

Form VP~ I I ! !

PART I: Identifving: Information

1. Patient's NAME CODE: -_______-______-__-__________ - - - - -

FZ%p-TE-
2. Date of event: -_____-_____________-----~_ - - - - - -

Month Day Year

3. Was

A.

B.

C.

D.

E.

this a severe neurologic event?
Yes

Infarction _~__~~__~_~~_~~~_~_~~~~~-~~~~~--~~-~~--~-~--  (1 )

Hemorrhage _____________________~-_~-~-~---------------  (1 )

Transient ischemic attack ________________-___---------  (1 )

Other ~___~__-__~_~_~__~__~~~~~~~~~~~~-~~~--~-~~-----~-  (1 )

No severe neurologic event _________-__-___-_-_--------  (1 )

If NO SEVERE NEUROLOGIC  EVENT, skip to item 12.

PART II: Location

4. Cerebral Site Codes:

A.

B.

C.

D.

E.

F.

No

(2 ) rfair73B

(2 ) ,t~Jg3~

(2 ) fTW30

(2) lT--jI)

(2 1 /7-&?73

- - mfyc/A
Other  ---_____-__________________________-__-__--_--_-------

- - iftwO
Other ---_~___-~_~_~______~_____~______~_____~~_~__~~~~~~~

- - lmv~l
Other ----_-_--___________-_____-______-_____--____-------

-- mLc*JJD
Other ----_-_--_~___-~__~_~~~~~~~~~~~~~~~~~~~~~~~~~~--~--~

- -  mm4E
Are more than five cerebral sites involved? ----------- (1 ) (2 )

Yes No l%%?L(f

I.D. No.
I I 1-I I I I I-I
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5. Vascular Territory Codes:

A.

B.

C.

D.

E.

F. Are more than five vascular territories involved? ----- (1 > (2 )

Yes No. /m75~

6. Hours from study entry to possible onset of event:

< 12 hours ~--_--_-____~_~____~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-~  (1 )
mlvl/L

12 - 23 hours ~-_~_~____~~_~_~~_~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ (2 )

24 - 71 hours ---~-_~__~_~_~__~~_~~~~~~~~~~~~~~~~~~~~~~~~~~-~ (3 )
2 72 hours ------______~_~_~~_~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-- (6 )

7. Classes of infarct:

Yes

A. Lacune --~__~-~__~~_~_~___~~~~~~~~~~~~~~~~~~~~~~~~~-~--  (1 )

B. Embolism ~____~_____~__~~~____~~_~~~~~~~~~~~~~~~~~~~~~~  (1 )

C. Thrombosis/Atherosclerosis ____________________-------- (1 )

D. None -~-_____~_~__~~__~__~_~__~_~~~~~~~~~~~~~~~~~~~~~~~  (1 )

E. unlcnown ~_~_~~____~~__~_~________~~~~~~~~~~~~~~~~~~~~~~  (1 )

8. Classes of hemorrhage:

No

c2 ) mm7fi

(2 1 Ire-m76

(2 1 Ilxm7C

(2) I.tFm7.0

(2) /-rwvl?E

Yes No

A. Subdural ------~-_____~~~____~~~~~~~~~~~~~~~~~~~~~~~~~~ (1) (2) ,.7wU+

B. Parenchymatous ---_-_________________________________--  (1 ) (2 ) jrcmgg

C. Subarachnoid -----_-~~~~___~_____~~~~~~~~~~~~~~~~~~~~~- (1 ) (2 ) i-%?m&L

D. Epidural ---------_~_~~___~_~_~~~~~~~~~~~~~~~~~~~~~~~~~  (1 ) (2 ) /-Qflgp

E. None -------------_-____________________________-__---- (1 ) (2 ) [.kfn YE

I.D. No.
I I I-1 I I I-1
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9. Extension(s) of hemorrhage:

Yes No

A. Subdural --___-____________________________--------_--- (1 ) (2 ) /=f-JB

B. Parenchymatous __-~~_~~~_~_~__~__~_~~~~~~~~~~----------  (1 ) (2 ) /k/9748

C. Subarachnoid space -_-_____________-___----------------  (1 ) (2 ) j*mqc

D. Epidural space -__~~~_~_~_~_~~~_~~~~~~~~~~~~~~~~--~~--~ (1 ) (2 ) /7&97q+

E. None --_-~~----~__-~~_~_~~~~~~~~~~~~~~~~~~~~~~~~--~~-~~ (1) (2) /7Fm9z

1 0 . Did hemorrhage occur in an infarct? ___-___--___---_-------  (1 ) (2 ) /7cm/o

11. Casual factors:

A.

B.

C.

D.

E.

F.

G.

H.

I.

J.

Primary

t-PA _____________________-___-__-  (1 )

Heparin controlled according
to pTT _-_~__--_~_~~~-_____~~~~~~~  (1 )

Heparin not documented to be
controlled according to PTT ------ (1 >

Coumadin controlled according
to PT __-____--__-________--___-_-  (1 )

Coumadin not documented to be
controlled according to PT ------- (1 )

Embolism -____-__--__________----- (1 )

Hypotension ________-_____-_____-- (1 )

Hypertension _____-_-_-___-______- (1 )

Trauma ~~_____~___~______~~~~~~~~~  (1 )

Aortic balloon pump _______-_____-  (1 )

Secondary

(2 )

(2 )

(2 )

(2 )

(2 )

(2 )

(2 )

(2 )

(2 )

(2 )

Not at all

I.D. No.
1 I l-j I I l-1
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11. (Continued)

Primary

K. PTCA _____________________~_______

L. Surgery __________-____-__________

Ll. Specify

M. Vascular malformation w___________

Ml. Specify

N. Other ~__~~_~_____~__~___~~~~~~~~~

Nl. Specify

12. Reasons for classification:

(1 )

(1 )

(1 )

( 1 1

Secondary

(2 )

(2 )

(2 )

(2 )

Not at all

A. Rationale

B. Other Comments

PART III: Administration

13. Date form completed --_-________________-- _- - - - - -
Month Day Year

14. Signature of neurologist:

I.D. No. I 1-1 I I I i-1
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TIM1 PHASE II

INSTRUCTIONS FOR COMPLETING
TIM1  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 ( ~9, PRINT clearly all responses In the spaces provided. Do not use abbrevlatfons
unless absolutely necessary, and then use only widely recognized abbreviatfons. A corn...
pleted  copy of this form should be retained for your flies.

TIM1  Phase II One Year Exercise Treadmill Test response categories:

Bruce ECG Exercise
S t a g e85X HR Changes Angina Response

<2 Yes Marked
72

Yes Severe
Yes Moderate

72
Yes Severe

Ye5 Marked
72

No Severe
Yes Moderate

72
No Ischemic

Yes No
72

Yes Severe
Yes No

72
No Normal ,

No Marked
72

Yes Severe
No Moderate

72
Yes Severe

No Marked
72

No Severe
No Moderate

-72
No Ischemlc

No No
12

Yes Severe
No No No Non Diag

L3 Yes Marked Yes Ischemic
1 3 Yes Moderate Yes Ischemic
L3 Yes Marked No Ischemic
23 Yes Moderate No Ischemic
2.3 Yes No Yes Ischemic
23 Yes No No Normal
23 No Marked Yes Ischemic
13 No Moderate Yes Ischemic
23 No Marked No Ischemic
L3 No Moderate No Ischemic
1 3 No No Yes Ischemic
L3 No No No Normal

A. Moderate ECG changes (any one of 3 criteria)
1. STDLloa! horizontal or down sloping
2. STD > 1.5

STE 2 1
upsloping .

3. in non fJ only if Bruce Stage 2 3. .
8. Marked ECG changes (any one of 3 criteria)

1. STD > 1.5 horizontal or down sloping
2. STD 7 2.0

STE 1 1
upsloping ‘7

3.
. .-

in non Q If Bruoe Stage:5  2 .~._\I._....

(OVER)
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TIM1 PHASE II YIHI II Form 40
YHROUBOLYSIS  IN HYOCARDIAL  INFARCYION Rev 1 11/10/88

ONE YEAR TREADMILL EXERCISE YES7  FORH
4 Page8

1. Patient’s NAME CODE:

- - - - -

2. Date of study:

-- ---
Month Day Yeer

3. Protocol followed (check one) :

Modified Bruce -
in i t i a l  s t age  0 (1 1

Modified Bruce -
in i t i a l  s t age  l/2

Standard Bruce -
i n i t i a l  s t age  1

4. Complications (within two
hours of EYY)? t 1)

Yes

0A Check all that apply

1 . Unstable angina

::
MI s
CHF

4. VT
5. VF
6. Death

(2 1

(3 1

(2 )
No

( 1)
( ‘)
( ‘1
( 1)
( 1)
( ‘)

5. Reasons for stopping (check one
Primary and, if necessary, one
Secondary)

A.

B.

C.

D;

E.

F.

G.

H.

I .

J .

K.

L.

H.

N.

Cheat pain

ST-segment change --

Arrhythmia-
supraventr icular  -

Arrhythmia-
ven t r i cu l a r

Hypertension

Hypotension

Fatique/exhaustion  -

Dyspnea

Dizziness -

Poor motivation -

Physician’s request -

Patient completed
protocol -

Adequate HR
achieved

Claudication

Primary

(II

(1)

(1)

(1)

(1)

(1)

(1)

( I 1

(1)

( 1 )

(1)

(I)

( 1 )

(1)

.-_----  ,
Secondary

(1 )

(1)

(1)

(1)

(1)

(1)

(1)

(1)

(1)

(1 J

(1)

(1 1

( 1)

(1)
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--

6. Is the patient taking any o f
the follouing  cardiovaaoular
medications?

Yes No

A. Nitrates (within
two hours) (1) (2)

8. Beta-blockers (within
24 hours) (1) (2)

C. CalOiUo  blockers (within
24 hours) (1) (2)

D. Antiarrhythmics  (within
24 hours) (1) (2)

E. Diuretics (within 12
hours) (1) (2)

F. Digitalis (within seven
days) (1) (2)

7. Total treadmill time:

8. Final stage entered
(check one 1: $ s-Q&UK

0 (01)
l/2 - (02)
I (OS)
I I (04)
I I I (03)
IV - (06)
V (07)
VI (08)
VII (09)

9. Percent maximux heart
rate achieved: I- - -

10. Vital signs at:

A. Rest:

%-wJA
- - -

H e a r t  R a t e  Systolic- DiastolicP

8. Peak exercise:

tJwx‘1  k---
Heart Rate

-v--B_I

Systolic BP Diastolic BP

reoovery:

\L‘=0~$ 'Q&Q@Qy  &
_B---_

Systolic BP Diastolic BP

11.

012

13.

014

15.

16.

017

Did chest pain occur
during ETT?

m~/h/y{
(1) (2)
Yes No

Type of chest pain:

Angina
Atypical chest pain

Did a fall in the systolic
blood pressure ocour  during sgPnecuS
exercise? (1) (2)

Yes No

By how much?

Did the resting ECC show any
of the following:

Yes No

A. LBBB

B. RBBB (‘1 (21 w3~Y&

C. LVH (1) (2LLJofY4

D. ST-segment elevation
(, 1 xxx) (1) (2,5T-l5-\I(

Was there abnormal ST-segment
depression at rest? (1) (2)

Yes No

How much?
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18. Did ischcmic ST-segment depression (2 1 mn below baseline) occur
during or following exercise?

If NO, skip to Item 22.
I

Haxlm\mr  depth (below baseline) and configuration of lschemic ST-segment depression:

(1 f upsloping, 2 L horizontal, 3 = downsloping)

De&h
Configuration
(1. 2. or 31

A . During exercise
EJ&‘P~~  .  &+yq

B. During recovery -*-

Exercise stage at the onset of ischemic 0 1 w)
ST-segment depression (O-7):

Number of leads with ischemic  (2 1 aa11  ST-segment depression:

Did ST-segment elevation (2 1 xxx above baseline) occur during
or following exercise?

If YES, answer item- If NO, skip to item 24. I

023 If YES, what was the maximum ST-segment elevation acoordlng to
theTllowing?

A.

B.

Q-wave  lead

Non Q-wave lead

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

A. Isolated (<

8. Frequent (2

C. Ventricular

D. Ventricular

None Rest Exercise Recovery- -
lO/min  1 PVCs (1) (1) (1) (11
lOAnin)  PVCs (1) (1) (1) (1)
couplets (1) (1) (1) (I 1
tachycardia (1) (1) (1) (1)

25. Borg Scsle  Level of Perceived Exertion: - -

26. Is this test part of an exercise thallium study? (1) (21
Yes No
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TIHI II Form 40
Rev 1 U/10/88
Page 4 or 4

c.3 27. Did the petlent  experience
en ischemic response? -(‘1 (2)

Yes No

[‘I 28. Did the patient experience
a  severe iachemlc  r e s p o n s e ?  - ( 1 ) ( 2 1

Yes No

29. Wee angiography performed? - ( 1 1 ( 2 1
Yes No

30.

If E, anewer  A  and  comple t e
caFollow-up Cerdl Catheter izat ion

Procedures Form (TIM Form 7C).

If NO, and item 28 is YES anewer
ttem 30.

-

If z and item 28 is No, skip ta
item 31.

1

0 Date of angiography:

,

J
--  SW --

Month Dey Yeer

ISkip\

Reason one year cardiac catheterization
following severe ischemic response was
not performed (check one):

Exercise treadmill  test
performed prior to June 1988 -- ( 1 )

Prior catheterfzation  performed
within past 3 months ( 2)

Patient refused c 5)

Specify

Physiclan  refused ( 4)

Speaify

Other ( 5)

Speoify

zrtlon Proaedurer  Form (TIM1 Form 7c).

II.1 31. Required ECCs  are attached:

Not
Yes Available

A. Rest (1 ) (2 )

B. Exercise (1 ) (2 1

C. Recovery (1 1 (2 )

32. Research Nurse/Coordinator:

S i g n a t u r e

TIMI Staff No: - ----v

COORDINATING CENTER USE ONLY

33. Required ECGs:

Yes No

A. Rest (1 1 (2 1

B. Exercise (1 1 (2 1

C. Recovery (1) (2)

0A Dete of prior procedure:

nonth
- -

DeY Yer
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TIM1  PHASE II

THROHBOLYSIS  IN MYOCARDIAL  INFARCTION

TREADMILL EXERCISE TEST NON-PERFORHANCE FORM

TIM II Form 41
Rev 1 12/07/gg
1 Page

1. Patlent's  NAME CODE: m m - - -

2. Date of one year contact: - - - -
Month DoY

- -
Yttr

3. Reason  for not performing treadmill exercise  test.

Patient hat resting angina

Other cardlao disease reasons (CABG,  WF,  etc.)

Peripheral vascular disease

Musculoskelctal reasons (amputation, leg problem, back problem, arthritis)

Patient refused (unulllfng, uncooperative, mlrsed appointment)

Uoved  or lost to follow-up

Treadmill txtrcist test performed within past 3 months

Different txtrclst test ptrformtd (not a Bruce Protocol Study)
Physician refusal

PrOtOCOl  VlolatlOn  (physician oversight)

No funds for payment of procedure

Other

Sptclfy

4. Research Nurse/Coordinator

Signature

TIM Staff No: -7--B

(01)

(02)

(OS)

(04)

(OS)

(06)

(07)

(08)

(09)

(10)

(11)

(12)



TIM PHASE II
THROMRQLYSIS  IN HYOCARDIAL INFARCTION

TIM1 II Form 43
Rev 2 08/12/87

NONFATAL MYOCARDIAL INFARCTION EVENT CLASSIFICATION FORM
FULL MYCC REVIEW

2 Pages

PART I: Reocclusion Identification

1. Patient's NAME CODE:

5. WCC classification for event < 18 hours:

Newly Markedly
Occuring Worse No

A. Did the patlcnt
- - - - - meet chest pain

criteria? (1) (2) (3)

2. Date of reported event:
Mi&-%+l  / ~a-/Mt~P~~ .3(&4 Yea No

.
Did the patient

Honth Day Yerr meet enzyme
criteria? (1) (2)

Military time - :
HoUT

( 1)
Hlnutes Unknown C. Did the patient

meet ECC criteria? (I 1 (2) 4

PART II: Event Classification D. Classification of event: /ww?iwl~&~

Nonfatal myocardfal  infarction - (1)

3. Classlficatfon decision (check one): Rcaurrent  lschemic event
No recurrent lschemia

(2)
(3)

Final (1)
Pending (2)

Skip to item 7.

I

I I

If 5, contfnue  with item 4. .=AtPLMi  I

I If PENDING, skip to Item 10. I
I

4. Timing of event since rt-PA
initiation:

< 18 hours
> 18 hours

6. HHCC classification  for event_> 18 hours: 'jjiflJFnrfi  I'

Is this reported event
a nonfatal myocardial
infarction? (check one)-

Nonfatal myocardial
infarction classification
criteria fulfflled:

1. Enzyme
2. ECC

7. HMCC Chairman's brief descriptions:

A. Was this assignment decided
by Comnlttee  vote?

8. Reason(s) this event came
to the full committee:

-Yei -No.

Yes N o

(1 1 (2)
(I ) (2)

(1 ) (2)
Yes No

C . Reason(s) for final classification:



TIMI  Form 43
Rev 2 08/12/87
Page 2 of 2

a .

9.

10.

Ware the contents of the
narrative  letter revealed
to the cormnittaa? (1) (2)

Yes No

If yEs, answer Item 9 .

If g, skip to Item 11.

Dfd this letter reveal
treatment assignment? (1) (2)

Yes No

1 Skip to iti-11.1

Spaeify  lnformatlon  required
for  fu l l  caanrittce  to oorb
pleta classification:

Yes No

A. EnzylTlae (11 (2)
8. ECG(s) (1) (2)
C. Narrative letter (1) ( 2)
D. Other (1) (2)

State what edditional  in-
formation is rquirad e.g.,
ECG dates and times: enzyme
asmy dates, times and upper
limits of normal; etc.

PART III: Administrative Hatters

11. MMCC  Chainnan’s Signature:

12. Data form cwplatad:

-w---s
Honth Day Year

*i,
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TIM1 PFlASE I f TIM1 I I  F o r m  44

MROMBOLYSIS  IN HYOCARDIAL INFARCTION
HEMORRHAGIC EVENT CLASSIFICATION FORM

Rev 1 WV2R/R7
1 Page

--

-

PART I: Event Identification 5. (Continuea)

1. Patient's NAME CODE: 0. Contributing (cheek all that apply):

(1)
(I )
(1 1
-(I 1

- - - (1 )
Month Day YeiT 6. Retroperltoneal (I 1

7;- Other, apeoify (1 1
Hilttaty time: - :

Haurs HinUtcls

PART II: Event Claasiflcation

3.

4.

5.

8. Unknot - (1 )

Chaaificatlon deolalon (cheak one): 6. Induwment to bleedding:

Final (1) Spantanaous (1 1
Pending ( 2) Nonapontaneoua (2 1

)l/ m;y "~;;;~h~~~~~f%-t  _  .

Severity 8. Number of APT? measurements

A. RleWlng  associated itlth TIMI
made  prior to hemrrnagio event - - - •

procedurea or therapy (check one): 8. Timing:

tlajor '<"' l-9
Minor
None

: : i Hew,,b&yd this event atart leas than
9 hours after study therapy? - ( 1 1 (2 1

LOSS With no clinically
CS) sww+49q Yea No

aetectable  site (4) PART III: Adminlstratlve Mattera

If MAJOR or MINOR, anauer items 4B, 9. mc Chalnnan:
5 through 8.-

If NONE or LOSS WITH NO CLINICALLY
DETmBLE SITE, skip to Part III.

Signature

10 . Date form completed:

8. Waa tnla blood loss aa- - - - -
sooiated with aurclcal Xnth DaY Year

therapy for this &lent
(e.g., coronary artery
by-pass grafting, ab- Yes No
aomlnal surgery, etc.)? _ ( , ) ( 2 )

11. Aadltlonal Information requested? - (1 ) (2 )
Yea No .

If E, speolfy
Locatlon

A. Primary (cheek one): ~@wRwwcf

Caatrolnteatlnal
Intracranial -
Catheterization site _ (5 )
Other punoture  site(a)  - (4 ) CC USE ONLY I
Genitourlnary
Retroperitoneal
Other, apeolfy

i5j
(6)
(7)

12. Baata for Form r(r( Status:
Full HERC (I 1
Two Reviewers Congruent - (2 ) I

1 1

Unknown (0 )


