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Table 2 Characteristics of patients evaluated for diagnostic performance

Characteristics

Number of patients

S Man 26
ex Woman 11
200 29 10
300 39 0
400 49 0
Age 500 59 11
600 69 16

Meant S.D. 50.7+ 18.0

(range) (20~69)

Effort angina pectoris 14
Diagnosis Effort angina pectoris (suspected) 13
Healthy 10
u . yes 14
ypertension o 23
. . . .. . yes 14
Underlying Disease /Complication Hyperlipidemia o 23
. yes 8
Diabetes o 29
yes 10

Anamnesis

AMI

no 27
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FIRST SECOND
Stress test Stress test
‘ (SPECT) (SPECT) Follow-up
Informed  Exercise Stress test Clinical
Patiern(D : Consent ~ ECG* Order SUNY4001 Exercise Examination®
! i i
Follow-up
Informed  Exercise Stress test Clinical
Pattern® : Consent ~ ECG* Order Ex‘ert:ise S‘:UNYdﬂm Examination*
! 1 !

|
7= Z31(day)

7= =3{day) =31(day)

* : Healthy volunteers only

Fig. 1 Crossover trial schedule.

mooood

1) SUNY4001 DO OOOO0000 27100
0000000000000000 (Fig. 1)

0000000000000 O0000
(SUNY400100 -000000000 -
SUNY4001 0 0)00000000000000
0000000000000000000000
0000000000000000000000
0000000000000000000000
00000000000000000 10100
0000000000000000000000
0000000000000000000000
00700010000 @31000)0000

000000000000000000000
(010000000 1000100000)00
0000000000000000000000
00000000000000O0

2) 0O0O0OXTIOOO0O0O00000 (Table 3)

(1O SUNY4001 0 O

000000000000000000000
0000000000000 0000 SUNY4001
120 ug/kg/min 0 6 0000000002 OO

Table 3 Time table

p S [ 5 min after After 3-5 hr after After
re-test tress 201T] infusion | Imaging | 2°'Tlinfusion | Imaging
2017 infusion
SUNY4001 29'T1 § (After 3 min.) Early Delay
Scintigraphy Image Image
6 min. iv infusion
201T] infusion
Exercise 20!T1 (At the terminal level of exercise)
.. Early Delay
Scintigraphy > I .
1 more min. exercise after 20Tl mage mage
infusion
Blood pressure/ .. .
H . 1-min intervals during stress . .
eart rate
12-lead . 3-min intervals during stress . .
ECG
monitor
Clinical
. . L] L]
examination
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® SUNY4001 stress
O Exercise stress

Mean£SD
*:P<0.05 Dunnett t-test

* T#*
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Exercise stress (mm—— )
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SUNY400! stress ()
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prestress1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 Early Delay

Fig. 2
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140 4
120 A
100 A
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(min) Image Image

Blood pressure changes in exercise and SUNY4001 stress.

*® SUNY4001 stress

© Exercise stress
Mean=+5D

*:P<0.05 Dunnett t-test

SUNYA001 stress (s )

20

Exercise stress (sm———)

pre stress 1

2 3 4 5 6 7 B8 9 10 11 12 13 14 15 16 Early Delay

(min) Image Image

Fig. 3 Heart rate changes in exercise and SUNY4001 stress.
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Fig. 4 ECG parameters changes in exercise and SUNY4001 stress.
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500000000000000000000
0 O (Table 3, Fig. 20 4)
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Table 4 Agreement between exercise and SUNY4001

Agreement (%) Number  95% Confidence Interval

97.3 36/37 85.80199.9
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Table 5 Ischemic diagnosis on exercise or SUNY4001

E is
SUNY4001 XCTCISe Kappa
Positive Negative total [95% Confidence Interval]
Positive 6 1 7
Negati 0 30 30 09068
ceave [0.72740 1.0862]
total 6 31 37
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gboobod 100% 6/6)00 0O O 0O 96.8% (30/31)
goboooobooooboooobooooo
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Table 6 Adverse eventsin SUNY4001 and exercise stress

Number of patients (%
Adverse events P (%)

SUNY4001 Exercise
N 38 38
Total 17 (44.7) 20 (52.6)
ST decreased 12
Dyspnea 4
Chest discomfort 2 4
BP decreased 3
Flushing 3
Headache 3
HR increases 2
BP increases 2
Arrhythmia 1 1
Abnormal ECG 1
Throat/neck discomfort 1
Gastrointestinal discomfort 1
Faint 1
Fatigue 1
Others 2
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0DO00O00®TIOO00O0000 SUNY40010 O
000000000000000 3.90+ 7.960
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347+ 599 0000000000000000
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We compared the ischemic diagnosis ability and
adverse events of 2°!'Tl myocardial perfusion imaging
with SUNY4001 (adenosine) stress to that with exer-
cise (ergometer) stress both on random crossover trial.
Thirty one known or suspected chronic stable angina
patients who are able to exercise and 10 healthy volun-
teers were enrolled for the trial. The early and delayed
images were obtained by SPECT imaging. The con-
cordance of diagnoses [ischemia vs. no ischemia] be-
tween the two types of stresses was 97.3% (36/37)
[Kappa: 0.9068].

The sensitivity and specificity based on the exercise
test were 100% (6/6) and 96.8% (30/31) respectively.

The incidence of adverse events caused by
SUNY4001 and the exercise were 44.7% (17/38) and
52.6% (20/38), respectively.

Major adverse events caused by SUNY4001 were
BP decrease, flushing and headache.

And those by exercise were ST decrease, dyspnea
and chest pain. None of the adverse events required
the intervention or caused life-threatening complica-
tion in the trial.

The trial showed that the ischemic diagnosis ability
and safety of 2°!'Tl scintigraphy with SUNY4001
stress are almost equal to those of the exercise stress
that is considered as the standard stress method.

We concluded that 2°'T1 imaging with SUNY4001
is safe and useful for detecting ischemic heart disease,
especially for patients unable to exercise adequately.

Key words: Adenosine, Exercise, 2°!T1, Diagno-
sis, Ischemic heart disease.



