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THROMBOLYSIS IN MYOCARDIAL ISCHEMIA T3 Form 5D
Rev. 1 04/12/90
TREATMENT ASSIGMMENT MOTIFICATION Page 1 of 3
Send form by FAX [{3013323-8622] Clinic No. -
or overnite courier to the DCC
24-48 hours after study ID No. -
treatment.

Form Type | T| N | 0 | 1

PART T: ITDENTIFICATION
1. Patient's NAME CODE: -----=———————-— - -
2. Date of onset of symptoms: ---------——--——--m———— - - -
Month Day Year
o . onhr
3. Military time of onset of symptoms: ----------———————————m - . onm
Hours Minutes
nopnbf r x
4. Did pain terminate before treatment? ---------—--———————--——————— ) &)
Yes No
{
A. Time of termination of pain:
nopanday
(1) Date -------————mmm - -
Month Day Year
. . nopai nhr nopai nm
(2) Military Time: --------—--——— oo - :
Hours Minutes
5. Study treatment assignment used:
A. Patient therapy kit number: ------------—--oooo—- - -
B. Mailer Sequence Number: -----------———— e
6. Wwas the correct sequence number mailer assigned to this patient? ---------- G) ¢
Yes No
7. Group assignment: .
assi gn
A, TBA o m o e Q)
B. Invasive strategy (T3B) ---------—————— - mmmmmmmmmm oo G )
C. Conservative strategy (T3B) ----------————- - mmmmmmmmmm oo G )

ID No. -




T3 Form 5D
Rev. 1 04/12/90

Page 2 of 3
PART II: T3 TREATMENT initiate
8. Wwas study treatment initiated? --------------——-————— - () ()
Yes No
{ {
]
1A
Answer C
L]
1A
. Txda
A. Date and time initiated: -----------—--——-mo— - - y
Month Day Year
B. Military time: -------------——— - t xhr . _txmn
Hours Minutes
C. If no, state reason:
Yes No
9. Did patient reach any of the following end points within the first conp24
24 hours after study treatment initiation? -----------—-————cmm—mmm— - () (zqP
J
End point: (Answer each item.)
deat h
A. Death -------- - - - - - - - —————————————————— - G ) G
m
B. MI after study drug treatment ---------—-—————————————o G G
I schem
C. Ischemic pain at rest with ECG changes meeting study criteria - (L) ()
d
(Check all that apply.)
(1) single episode of pain lasting at least 5 minutes with i schtl
ST elevation/depression > 2 mm in » 2 contiguous leads - (1)
(2) single episode of pain lasting at least 20 minutes with: . scht 2
a) ST elevation/depression > 1 mm in » 2 contiguous '
leads; or b) T-wave inversion in » 2 contiguous leads -- (1)
(3) Two or more episodes of pain lasting at least 5 minutes
with: a) > 1 mm ST elevation/depression in > 2 contiguous j scht 3
leads; or b) T-wave inversion in » 2 contiguous leads -- (1)
*submit appropriate event and ECG forms to Core Laboratories and the DCC.

ID No. -




Did patient have a hemorrhagic event within the first

Did patient have a neurologic event within the first

10.

24 hours after study treatment initiation?
11.

24 hours after study treatment initiation?
PART III: ADMINISTRATIVE MATTERS
12. Research Coordinator:

Signature:
13.

T3 staff Number:

Date form submitted by FAX [({301)323-8622] or

overnite courier: -—-—-----————--mm o

T3 Form 5D
Rev. 1 04/12/90

Page 3 of 3

bl eed
——————————————— )y G
Yes No

st roke

——————————————— )y G
Yes No

Month Day year

ID No.




T3 Form 5D: Data Set Revisions
The following variable was deleted - does not provide data related to study endpoints

Item 2: Date of onset of symptoms



T3B form5d

The CONTENTS Procedure
Data Set Name: | WORK.FORM5D Observations: 1473
Member Type: DATA Variables: 22
Engine: V8 Indexes: 0
Created: 13:31 Friday, January 30, 2004 | Observation Length: |112
Last Modified: | 13:31 Friday, January 30, 2004 | Deleted Observations: |0
Protection: Compressed: NO
Data Set Type: Sorted: NO
Label:

Alphabetic List of Variables and Attributes-----

# | Variable Type Len Pos | Label
7| ASSIGN Num 8 8| £5Dq7: Group assignment
18 | BLEED Num 4 100 | f5Dq10: Hemorrhagic event
11 | COMP24 Num 4 72 | £5Dq9: Endpoints 24 hrs
12 | DEATH Num 4 76 | f5Dq9A: Death
8 | INITIATE Num 4 60 | f5Dg8: Treatment initiated
14 | ISCHEM Num 4 84 | £5Dq9C: Ischemic pain
15 | ISCHT1 Num 4 88 | £5Dq9C1: Single episode 5 min
16 | ISCHT2 Num 4 92 | f5Dq9C2: Single episode 20 min
17 | ISCHT3 Num 4 96 | £5Dq9C3: Multiple episodes
13 | MI Num 4 80 | f5Dq9B: MI after trt
20 | NEWID Num 8 16 | Patient Identification
5 | NOPAINHR | Num 4 52 | f5Dg4A2HR: Termination of pain hours
6 | NOPAINMN | Num 4 56 | fSDq4A2MN: Termination of pain minutes
21  NOPANDAY | Num 8 24 | f5SDg4A1: Termination of pain days
4 | NOPNBFRX |Num 4 48 | {5Dq4: Pain terminate
2 | ONHR Num 4 40 | f5Dq3HR: Onset of symptoms hours
3 | ONMN Num 4 44 | f5SDq3MN: Onset of symptoms minutes
1/ REV Num 8 0 | Revision
19 | STROKE Num 4 104 | f5Dq11: Stroke 24 hrs
22 | TXDAY Num 8 32 | f5Dq8A: Treatment init days
9  TXHR Num 4 64 | f5Dq8BHR: Treatment init hr
10 TXMN Num 4 68 | {5SDq8BMN: Treatment init min

(30JANO4--13:31)




T3B form5d

Variable

REV

NOPNBFRX

ASSIGN

INITIATE

COMP24

DEATH

MI

ISCHEM

ISCHTI

Label

Revision

f5Dg4: Pain terminate

f5Dq7: Group assignment

f5Dg8: Treatment initiated

f5Dq9: Endpoints 24 hrs

f5SDq9A: Death

f5SDq9B: MI after trt

f5Dq9C: Ischemic pain

f5Dq9CI1: Single episode 5 min

Value

225
1248

225
1167
81

740
733

1456

17

108

1362

1382

86

1380

24

69

1368

95

10

1455
18

% <=20
15.3
84.7

153
79.2

5.5

50.2
49.8

98.8

7.3
92.5

93.8

5.8

93.7

1.6

4.7

92.9

6.4

0.7)*

98.8
1.2)*

(30JANO4--13:31)




T3B form5d

Variable
ISCHT2

ISCHT3

BLEED

STROKE

Label Value
f5Dq9C2: Single episode 20 min

f5Dq9C3: Multiple episodes

f5Dq10: Hemorrhagic event

f5Dq11: Stroke 24 hrs

1424
49

1443
30

225

18

1230

225

1242

%
96.7
33

98.0
2.0

15.3
1.2
83.5

15.3
0.4
84.3

<=20

(30JANO4--13:31)




T3B form5d

Variable
ONHR
ONMN
NOPANDAY
NOPAINHR
NOPAINMN
TXDAY
TXHR
TXMN

Label
fSDg3HR: Onset of symptoms hours
fSDg3MN: Onset of symptoms minutes
f5SDg4Al: Termination of pain days
f5SDg4A2HR: Termination of pain hours
f5SDq4A2MN: Termination of pain minutes
f5SDq8A: Treatment init days
f5Dg8BHR: Treatment init hr
f5SDg8BMN: Treatment init min

N
1473
1473
1167
1166
1166
1456
1456
1456

Mean
11.5
16.6

0.8
11.7
21.0

0.0
14.2
26.0

Std Dev
6.3

17.6

0.4

6.3

17.0

0.0

5.1

17.7

Minimum
0.0
0.0
0.0
0.0
0.0
0.0
0.0
0.0

Maximum
24.0

59.0

1.0

24.0

59.0

0.0

24.0

59.0

(30JANO4--13:31)
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