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Fig. 1 Scheme of trial design
In the COMA trial, patients were randomly assigned to receive (Group M) or not
receive (Group P) a bolus injection of monteplase. All patients underwent emer-
gent CAG. Coronary angioplasty was performed in patients who did not obtain TIMI
3 flow or in patients who obtained TIMI 3 flow but with over 50% stenosis in the
diameter of the infarct related artery. Coronary stenting was added, if necessary.
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Table 1 Baseline Characteristics

GroupM (n = 65)
Age 55.6 % 10.2

GroupP (n=175)

59.2 * 8.6

Male gender 56 (86.2%) 63 (84.0%)
Ant AMI 32 (49.2%) 43 (57.3%)
Time from symptom to hospital (min) 258.4 £ 178.5 229.9 + 140.0
Smoking 45 (69.2%) 52 (69.3%)
Family history 9 (13.8%) 12 (16.0%)
Hypertension 34 (52.3%) 38 (50.7%)
Diabetes mellitus 19 (29.2%) 30 (40.9%)
Total cholesterol 1934 + 41.3 200.7 = 39.0
Triglyceride 154.7 = 85.4 140.2 + 67.8
HDL- cholesterol 39.7 £ 115 42.9 + 13.7
LDL- cholesterol 124.1 = 34.3 130.1 £ 35.2
Follow-up terms (month) 279+22 274*23

AMI : acute myocardial infarction

Table 2 Results of Acute Phase and 6 months after Perctaneous Coronary Intervention

GroupM (n=65  GroupP (n=75)

Acute phase
PCI
TIMI 3 flow of IRA prior to angioplasty 22 (33.8%) 6 (8.0%)#
Stenting 47/57 (82.5%) 51/73 (69.9%)

No-reflow phenomenon
Overall PCI success
Re-occlusion

Major bleeding complication

6 months after PCI
EDVI (ml/m®)
ESVI (ml/Im?)
EF (%)

3/57 (5.3%)
55/57 (96.5%)
1/65 (1.5%)
1/65 (1.5%)

822+ 232
37.8 £ 218
55.8 + 14.0

15/73 (23.3%)#
66/73 (90.4%)
3/75 (4.0%)
0/75 (0.0%)

77.9 = 20.7
338+ 144
58.0 £ 9.2

TIMI : Thrombolysis in Myocardial Infarction trial IRA : infarct related artery
EDVI : end- diastolic volume index ESVI : end- systolic volume index

EF ! ejection fraction

p<0.05& L7, 3 XTOEH ¥ A 7 & 1d Macintosh 2
v ¥ a—%—® Stat View 5.0 (Abacus concept Inc.
Berkely, CA, USA) % v 7z,
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#P < 0.05

2. MR L BMERRTEZGE » BOOEEERR
(Table 2)

W) A B AR E RIS B W T, TIMI 3D A% H
TWiERIZ M B 33.8% (22/65), P#8.0% (6/75)
THY, AEICMBETEETH-/2 (P<0.05). il
BRRMEIIR, A7 v MYERICHE L CEmBERICA
BEE R0 ATV MRBHBROEREL (no-reflow
F 7zt slow flowHK) ORAEIIMBEETS3% (3/57),
PET23.3% (15/73) LHRIIMBETHRETH -2
(P<0.05). EMMEEEMN %6+ A TCOMBOLEIE
KHEE, EANERE, BHFCHFEEERDONE
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Table 3 Results of Survival Analysis

GroupM (n = 65) Group P (n =75) P value
Mortality 2 (31%) 4 (53%) NS
MACE 18 (27.7%) 35 (46.7%) 0.02
TLR 7 (10.8%) 16 (21.3%) 0.088
Recurrence of MI 0 (0.0%) 2 (27%) NS
Severe angina 0 (0.0%) 3 (4.0%) NS
CABG surgery 5 (7.7%) 6 (8.0%) NS
Heart failure 4 (6.1%) 6 (8.0%) NS
SAT 0 (0.0%) 1 (1.3%) NS
Vena cava inferior thrombosis 1 (1.5%) 0 (0.0%) NS
Cerebral hemorrhage 1 (1.5%) 0 (0.0%) NS
Cerebral infarction 0 (0%) 1 (1.3%) NS
MACE ' major adverse clinical event TLR : target lesion revascuralization
MI ! myocardial infarction CABG : coronary artery bypass graft
SAT : sub acute thrombolysis
= Group M
A B
----- Group P
101" weereeeee Siesetsusssassusssssssassssassens 1'0- \-‘”ﬁ_
08 1 08 1 '°-
06 - 0.6' .........
04 NS; log rank test 04' P=0.00367; log rank test
02° 027
0" 0
L LE 1 T T T 1 1 T T 1 1 T T T T T T T T T T T T
02 46 8101214161820 2224 02 46 8101214161820 2224

Months of follow-up Months of follow-up

Fig. 2 Kaplan-Meier curves for cumulative survival rates (A) and event free survival rates for
major adverse clinical event (B)
Cumulative survival rates were similar between 2 groups. However, event free survival
rates for major adverse clinical event in group M (27.7%) was higher than in group P
(46.7 %) .

3. £TFERRCOMES N MEESE (Table 3)

T #E R CHEBRH R OB CRICHFEEZRO O RLR
ofz (M 3.1%, 2/65; P#E; 53%, 4/75). L
PLENOABRZLEE L2O0MEA XY NEERT
X, M#27.7% (18/65), P#TI246.7% (35/75) &
AEICMBTERTH-72. T/, FEHBOT7 O —
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(7/65), PH#213% (16/75) ThYH, MBETEETH
HEmAE D7 (p=0.088: hAf ZHkE). F-HE
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DARTH o7z,

4, Kaplan-Meier (Z& 2814 (Fig. 2)
ML PRT2ERBEFRICE T b o7 (MEE !
953% vs PHE 1 92.0%) ANOLE A X MIBIFT S 24
PREEAERIIMBETI79%, PEETS5.5%THY, M
BECTHBIEETH -7 (P=0.037, Log Lank Test).

5. DMEA N> FREDORERET (Table 4)
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flow BlG4E (2.84), @OmMmEEH (23D, @€Y 7
75— EIKEE (229 HOLME A XY NEEOEBKRRK
FLEZOHNT.
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Table 4 Logistic Analysis of Risk Factors of Major Adverse
Clinical Event

Odds ratio p value
Method
No use Monteplase (PCI) 2.29 (1.13—4.64) 0.02
Risk factor
Age 1.04 (1.00-1.08) 0.05
Hypertension 2.31 (1.14-4.66) 0.02
Angiographic findings

299 (1.43-5.87) 0.01
2.84 (1.07-7.55) 0.04
21.0 (6.40-68.92) <0.0001

Multi vessel
No-reflow phenomenon
Restenosis at 6 month

PCI : perctaneous coronary intervention
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Long Term Outcome of Monteplase prior to Percutaneous Coronary Intervention

for Acute Myocardial Infarction

Ryuji Chida

Department of Cardiology, Koshigaya Hospital, Dokkyo University School of Medicine, Koshigaya Saitama, 343 - 8555 Japan

The patency of the infarct-related artery, which is achieved
mainly with thrombolysis or percutaneous coronary interven-
tion (PCI), has strong beneficial influence on short-and
long-term outcome in patients with acute myocardial infarc-
tion (AMI). The combining monteplase with angioplasty
(COMA) trial is a prospective randomized,and single- center
trial for evaluating the effectiveness of monteplase administra-
tion prior to emergent PCI in AMI. Out of 372 consecutive
acute myocardial infarction from January 1988 to December
2003, we enrolled into the COMA trial 140 patients who were
under 75 years of age and had been admitted within 12 hours
after the onset of AMI. Patients were randomly assigned to
receive direct PCI (group P, n = 65) or PCI followed by pre-
treatment with intravenous monteplase (group M, n = 75).
The primary endpoint was clinical outcome during 2 years of
follow-up. In-hospital, major bleeding including cerebral

hemorrhage and gastrointestinal bleeding or other bleeding

requiring blood transfusion, were observed in no patients in
Group P and in one patient in group M. Mortality was no sig-
nificant difference between two groups (group M 3.1% vs
group 5.3% NS). However, total incidence rate of the major
adverse clinical event (MACE) with group M were lower
than group P (27.7% vs 46.7%, P = 0.004). Considering the
development of the modern thrombolytic agent as well as the
progression of PCI procedure itself, we should now re-evalu-
ate the theoretical advantage of combining the administration
of thrombolysis agents. We recommend a combination therapy
of PCI with monteplase injection as a sound strategy for AMI.

Key Words : acute myocardial infarction (AMID), throm-
bolytic therapy, monteplase, perctaneous coro-
nary intervention (PCD), long term outcome,

major adverse clinical event (MACE)



