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Table 1 Multicenter trial sites and investigators

e &% i & SR H LR (G518 4 EE R
B HE S8 KA b JrEIEs L AR A &AM
FIRKFLE DM A b A s Flilz  wA hils  E—x2
B ERSLIERE: - WRkesR L v 8 — TEER d I FE A FEM 5 %M
H i F ER KAk JrEIEESEE HTF&E & &+ R F
Lo . 5 FF 2 P £+ 08 T e M He  fi Her 1

1 BRI R

2 HERBRGTCRER

Table 2 Patient population

Protocol
Group Classification Cases —
Ex-Re  Re-Ex

AP EAP 53 38 15
VSA 3 3 0

UAP 2 1 1

SAP 2 0 2

VAP 2 0 2

Subtotal 62 42 20

MI AMI 6 4 2
OMI 14 10 4

Subtotal 20 14 6

MI+AP  AMI+EAP 1 1 0
OMI+ EAP 16 8 8

Subtotal 17 9 8

Others 8 6
Total 107 67 40

AP: angina pectoris, EAP: effort angina pectoris, UAP:
unstable angina pectoris, SAP: silent angina pectoris,
VAP: variant angina pectoris, VSA: vasospastic angina,
MI: myocardial infarction, AMI: acute myocardial infarc-
tion, OMI: old myocardial infarction

155 N7 R EERE 107 B BUE (AP) B 62 1,
UFRIEZE (MI) B 20 B, MIE AP O SHFHE (MI+
AP) B 17 5, Z Ot R (Others) £ 8 B) (24
# % #iE L, SPECT &% #ig L7z, Byt @
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oA OPRILF oA, O IR 72 3F
- EL AT L BE, OEBL G
EBLUTULLF—2FT28E, OO, &
ER4EUEATAA @Y & T L 72 b D) 1234 T 5
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Y. ERSEGIOMINEFE M 81 B, it 26 I
THh), F#IETH 620192 % 41~81 %) T
Hot.
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Table 3 Time table

First First After Second  Second  After
Pre-test . . . . . . : i s s : : . . Post-test
injection imaging imaging injection imaging imaging
Clinical adverse event
Vital signs O @) O
Laboratory test Hematology O O
Serum chemistry O O
Urinalysis O O
SPECT imaging O O

First injection: Rest or Exercise, Second injection: Exercise or Rest

iy, T
& &

Basal Apical

Short axis

Vertical long axis

Fig. 1 Diagram of left ventricular myocardial segments.

L, —HHEOIRIEL L T kappa Rl x5 L7,
EHIIWFICL BT AL PFREAE RO
DWW T FEMIZHME L 72 McNemar #5E). A
BKHEL 5% L L7,

YUFTT AL, HEWESR2 AT/ 212t
TAY PBIUORMIEGR1IATAZ 1T A
b, BERIZIER (N), £HEET R) BLUX
H(D) O 3 EPICRRT %, FEEM R LT AT
N R % AT - 72 (Fig. 1).
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CAG DTSRI, EEIRE 1 AL B 75% DLk
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[Fill-in » Y | & L, LHpEIMm % 57l L 7.
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AR DLt %GR L 7.

6. BEHMEDETE

BhtEx 5 RS (1. EDLOTHER, 22 A
%, 3: AR, 4 ER, S HEAR) ICLDH
E L7

7. BRMOFHE

LGB LA L REIZER L T 5 &R
(1 EDOTHMH, 22FH, 3:°°FH, 4
BRI, 5:HEARE) (2L 0 HEL.

Presented by Medical*Online



932 % E ¥

35 % 9 5 (1998)

Table 4 Image interpretation by the committee and investigators in each hospital

Exercise image Rest image
Committee Committee
n=1,365 Seg n=1,365 Seg
N R D ND N R D ND
N 904 142 9 0 N 1,001 140 11 0
Investigators R 44 189 8 0 Investigators R 48 124 3 0
D 3 25 41 0 D 3 12 23 0
ND 0 0 0 0 ND 0 0 0 0

Complete concordance (k coefficient): 83.1% (0.764)
McNemar analysis: Significant ()(Zn_us =63.4>7.82)

Complete concordance (k coefficient): 84.1% (0.764)
McNemar analysis: Significant (x%0.05=55.0>7.82)

Table 5 Sensitivity and specificity in the diagnosis of coronary artery disease

Sensitivity x° analysis* Specificity xanalysis*
AP
Ex-Re 85.0% (17/20) ] p=0.9999 33.3% (4/12) p=0.3942
Re-Ex 71.4% (5/7) n.s. 80.0% (4/5) j n.s.
MI "
Ex-Re 100% (6/6) ] p=0.9999 14.3% (1/6)
Re-Ex 75.0% (3/4) ] n.s. — (01
MI+AP
Ex-Re 71.4% (5/7) ] p=0.9999 — (02
Re-Ex 100% (6/6) ] n.s. —
Others .
Ex-Re — — (/D)
Re-Ex — (/1) _ 33.3% (1/3)
Total 84.3% (43/51) 35.5% (11/31)
Ex-Re 84.9% (28/33) p=0.9999 27.3% (6/22) p=0.4588
Re-Ex 83.3% (15/18) ] n.s. 55.6% (5/9) n.s.

* % analysis: Fisher’s exact test, n.s.: not significant

. & 7

1. E{%FT B OF

ZEABIUHYEIZBWT, EEAMES
LG TOREE—BEIL, 83.1% (1,134/
136527 A2 b)) B XU 84.1% (1,148/1,365 & &7
A M) THY, ZZERMU 72— %D (Table
4).
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7z, 2 M EHS5% T, 75.2% (79/105 Bl) A5 [ &
HOHTEB] THY, 22.9% (24/105 By A5 [#EH ]
DHETH- 7.

X512, REFRS B L OES AL 550
AR S5IEOBEE L, 100% (40/40%1) B L O
98.5% (64/65 ) 75 [ & b > THEM | & %\ 1 [
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100% (65/65 ) 3 £ U 95.0% (38/40 f) 5 [ & b
O TEB | 2V 8 OfETH- 7.
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Table 6 Clinical efficacy of **™Tc-MIBI one-day protocol

Group (n) Quite effective Effective Fairly effective Ineffective Equivocal
AP (60) 38 (63.3%) 19 (31.7%) 3 (5.0%) 0 0
MI (20) 8 (40.0%) 11 (55.0%) 1 (5.0%) 0 0
MI+AP (17) 14 (82.4%) 3 (17.7%) 0 0 0
Others (8) 2 (25.0%) 6 (75.0%) 0 0 0
Total 62 (59.1%) 39 (37.1%) 4 (3.8%) 0 0
Quite effective + Effective =96.2%
Rest
( 815MBq)

Exercise

( 281MBq)

Basal

Apical

Short axis Vertical long axis

Fig. 2 Case 1: A 54-year-old male patient with effort angina pectoris (rest/exercise protocol).
Short-axis images reveal ischemia in the anterior, anterolateral and septal walls, and
apex, which improved in rest images.

3. TWEREBRORE %8, CAGIZTT75% UL EDFESEEHIZD S

RELHIFEIZBWT, CAG DT S N7z 82 4E
B, 75% L EDOF BEIRE RO 7251 EGIZB
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Hol:. —F, BEHEEZEIZVIELCE
FAEEREEIX, 35.5% (1131 Bl) L IRMETH - 72
(Table 5). % 5-FF54% (Re-Ex, Ex-Re) T,
] % ORI ACET #1097 A/ B 7 (Fisher B HEHERGT
HE)3ZFooheh o,

N7z 51 Bls, Re-Ex #£T 77.8% (14/18 1), Ex-
Re ¥ T 66.7% (22/33 f5l), &AL L T 70.6% (36/
51 %) T Fill-in 25 S, B2 T &
7.
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COERGEFAMERICEEL, ZOREIIE
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Exercise

( 233.5MBq)

Rest

( 680.5MBq)

Basal

35 % 9 5 (1998)

e

Apical

Short axis

Vertical long axis

Fig. 3 Case 2: A 70-year-old male patient with effort angina pectoris (exercise/rest protocol).
Exercise short-axis images clearly show a defect in the anterior wall and apex and
hypoperfusion in the anterior and septal walls. Improved tracer uptake is observed in

rest images.
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A MIRLNT.
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Summary

Evaluation of the Safety and Clinical Feasibility of Exercise **™Tc-MIBI SPECT
Using One Day Protocol
—Multicenter Phase III Clinical Trial Report—

Atsushi Kuo*!, Jun HasHimoto*!, Kenichi NakaiMA*2,
Norihisa Tonamr*?, Kamon Imar*?, Kiyoko KusakaBe*4,
Hideki KoBayasui** and Takeshi TANAKA*?

*! Department of Radiology, School of Medicine, Keio University
*2Department of Nuclear Medicine, School of Medicine, Kanazawa University
*3Department of Cardiology, Saitama Cardiovascular and Pulmonary Center

*4Department of Radiology, Tokyo Women's Medical College

*SDepartment of Internal Medicine, The Cardiovascular Institute

We evaluated the safety and clinical usefulness of
the same day protocol of exercise **™Tc-MIBI SPECT
in 107 patients with heart diseases. No adverse event
was observed except for one case of transient hypoten-
sion caused by the exercise. More than 95% of stress
images and all of the rest images were judged as “Ex-
cellent” or “Good” in image quality. Overall sensitiv-
ity was 84.3% in detecting coronary artery disease,
and no statistical difference was observed between the

results obtained with Re-Ex and Ex-Re protocols. The
examination was “Quite Effective” or “Effective” in
diagnostic efficacy in 96.2% of the cases. We con-
cluded that the same day protocol is a safe and useful
method for diagnosing myocardial ischemia, which
provides high image quality and valuable information.

Key words: ?™Tc-MIBI, One day protocol,
Coronary artery disease, Myocardial ischemia.
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