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Table 1 Multicenter trial sites
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Table 2 Characteristics of patients evaluated for diag- “”T}v
nostic performance . IEﬂrly ? s
SUNY4001 infusion 4 “ TAEe
Characteristics Number of i L0~ 30 min, L 23t %
patients VEE2FNS AR LR FSN6 Y
min.
5% xzrrlnan 16270 Fig. 1 Study protocol.
oooo 2000 49 8 sHoet adls
oooo 500 59 27 :
600 69 73
Agel O 700 79 68
oo 8001 89 11
Meanz S.D. 67+ 9.3 ‘b
o r Dant\
. . Effort angina pectoris 139
D Basal
oSS Others* 48 ‘ q
%IlljdeDrl)lljlan (I;ls%lasue O Hypert.ens10p 101
/complication Hyperlipemia B
od Heart failure 14
ooooooboooo Angina pectoris 34 ) )
Anamnesis Myocardial infarction 89 L FII
00ooooooo CABG 6
ooooobooo none 63
Coronary artery disease  Single-vessel 73
(0 AHA 90% stenosis) Double-vessel 41 I i
goooooooo Triple-vessel 10

n0 187
*Coronary spasmic angina pectoris, Angina pectoris post
infarction, Old myocardial infarction, etc.
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Fig. 2 Diagram of left ventricular myocardial segments.
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Table 3 Diagnostic performance of adenosine 2°' Tl scintigraphy

Sensitivity (%) Specificity (%) Accuracy (%)

Patient 87.1(108/124 46.0 (29/63 733 (137/187

(whole heart) -1 (108/124) .0 (29/63) 3 (137/187)

RCA 64.2 (43/67) 69.2 (83/120) 67.4 (126/187)

region LAD 67.7 (44/65) 64.8 (79/122) 65.8 (123/187)
Hobd LCX 60.4 (32/53) 73.1 (98/134) 69.5 (130/187)

Table 4 Sensitivity (%) by number of stenotic coronary

number of stenotic coronary
orl[] Sensitivity (%)
Localization

Single-vessel disease 90.4 (66/73)

RCA 92.9 (26/28)

LAD 87.1 (27/31)

LCX 92.9 (13/14)

Double-vessel disease 80.5 (33/41)
RCAO LAD 75.0 (9/12)

RCAOLCX 82.4 (14/17)

LADO LCX 83.3 (10/12)
Triple-vessel disease 90.0 (9/10)
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Apical

Short axis

Vertical long axis

Fig. 3 A 44-year-old male patient with effort angina pectoris, having a 90% stenosis of left
anterior descending artery. Early images reveal ischemia in the anterior and apical,

which improved in delay images.
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Apical

Short axis

Vertical long axis

Fig. 4 A 65-year-old male patient with effort angina pectoris, having a 90% stenosis of right
coronary artery. Improved tracer uptake is observed in delay images.

Table 5 Hemodynamic and ECG changes in adenosine stress

O During adenosine stress Post stress
Pre stress : : .
3 min 6 min 3 min
SBP [mmHg] 140.4+ 23.0 (207) 132.8%+ 24.5 (205) 131.9%+ 25.4 (205) 135.6%+ 25.1 (203)
DBP [mmHg] 76.6x 11.6 (207) 71.2%+ 13.0 (205) 69.9%+ 13.3 (204) 72.5%+ 13.4 (203)
HR [beat/min] 66.2+ 12.5 (207) 73.5%% 13.9 (207) 74.5%+ 13.2 (206) 69.2%+ 12.4 (203)
PR [sec] 0.17+ 0.03 (199) 0.18*+ 0.03 (197) 0.18%+ 0.03 (196) 0.17+ 0.03 (192)
QRS [sec] 0.08+ 0.02 (207) 0.09 £ 0.02 (205) 0.09 + 0.02 (204) 0.09+ 0.02 (201)
QTc 0.42+ 0.03 (207) 0.43*+ 0.03 (205) 0.43*% 0.03 (204) 0.42+ 0.03 (200)

(O): number of patients measured

SBP: Systolic blood pressure. DBP: Diastolic blood pressure.

*pU 0.05 Dunnett t-test

O p0o.050QTc 0o (po.o5)nogn
gogbobooobobboooboersogooo
goboobod (Tables).
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0 30.4% (63/207) 00000000 22.2% (46/
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oosSTOO00092% (192000000000
obobobo 72% (1520700000000
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Table 6 Adverse events in adenosine stress imaging

Adverse events Number of patients (%)

Total 66.7 (138)
Symptoms of chest? 30.4 (63)
Feeling of warmth/Flushing 22.4 (46)
Blood pressure decreased 17.4 (36)
ST depression 9.2 (19)
Arrhythmia® 8.7 (18)
Dyspnea 7.2 (15)
Headache 7.2 (15)
AV block/SA block etc.€ 7.2 (15)
ECG changes? 4.8 (10)
Heart rate 4.8 (10)
increased/palpitation 3.4 (7)
Neck and throat discomfort 1.9 4)
Digestive symptom 1.4 (3)
Blood pressure increased 1.0 (2)
Thirst 1.0 (2)
General fatigue 3.4 (7)
Others®

nld 207

2 Chest pain, Chest discomfort, Chest oppression,
Epigastric oppression, Epigastric discomfort

: Ventricular premature contraction
Atrial premature contraction
Supraventricular premature contraction

¢: First-, second-degree and Complete atrioventricular
block, Sinoatrial block, Complete right bundle branch
block, PR interval prolongation

: QTc increased, T wave change

¢: Yawn, Feeling bad, Feel refleshed in the nose,

Tachypnea, Vision blurred, Cold sweat, Backache

d
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Summary

The Diagnostic Value for Ischemic Heart Disease of Thallium-201 Myocardial
Scintigraphy by Intravenous Infusion of SUNY4001 (Adenosine)
—The Report of Clinical Trial at Multi-Center: Phase III—
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With two hundreds and seven patients unable to
exercise adequately, the diagnostic accuracy and ad-
verse reaction of 2°!'Tl myocardial scintigraphy with
the pharmacologic stress by SUNY4001 (adenosine)
infusion were studied.

Adenosine was infused for six minutes at the rate of
120 ug/kg/min, and then 2°'T1 was injected after three
minutes from the start of infusion. The early and
delayed images were obtained by SPECT imaging.
According to angiography, J AHA 90% stenosis was
defined as significant.

The sensitivity of detecting coronary artery disease
was 87.1% and the specificity was 46.0%.

Adverse reactions occurred in 66.7% of the pa-

tients, most of which disappeared shortly with no need
for treatment.

Major adverse reactions were chest pain/discomfort
(30.4%), flushing/feeling of warmth (22.4%) and
blood pressure decrease (17.4%).

Adenosine infusion caused slight decrease in blood
pressure and increase in heart rate. These hemody-
namic changes were resolved within several minutes
from the termination of adenosine infusion.

We concluded that adenosine-?"'T1 imaging is safe
and useful to detect coronary artery disease in patients
unable to exercise adequately.

Key words: Adenosine, 20! T1, SPECT, Diagnostic
accuracy, Ischemic heart disease.



