2007,57:501-506

. 300 , , *
2 3 4. 4
: (iopamidol) 250 mgl/mL 300
mgl/mL
. 90
2005 12 2006 3
.2
, 28 ; '
100% 4.44% (2/45,
2/45) . , ,
300 mgl/mL
1969 Almen
®. 3.

X—

2. X- ). (iopami—

dol)
, (300 mgl/mL) 616 mosmol/kg
), 47 cP
1985 @.
(blood—brain barrier) 250 mgl/mL (
, 250, s ( )
; 515 mosm/kg
2 33c¢cp . 250
2007 5 29 2007 8 13 ( ;

- 501 —




18 , 80

ITT (Intent—To—Treat)
. Safety

Safety 90
29 (64.44%)
26 (57.78%)

(p = 05156).

(Tables 1, 2).

)1
300 mgl/mL(
1
safety

, PP (Per Protocol)

. PP
, PP
safety

16 (35.56%),
19 (42.22%),

250

Table 1. Patient Characteristics

Pamiray 250 Pamiray 300 p value
Patients 45 45
Age 52.78 + 14.27 50.60+ 12.51 > 0.05
Sex (M/F) 16/29 19/26
Body weight (kg) 61.38%+ 10.29 62.82+ 7.89
Height (cm) 159.31+ 8.30 160.49+ 7.89

Table 2. Injection Volume and Rate of Contrast Media

Pamiray 250 Pamiray 300 p value

Injection Meant SD 64.13+ 27.72 68.78+ 24.99 > 0.05
volume (mL) Range 7~128 14~135
Injection Meant SD 4.24+ 0.57  4.31% 0.73
rate (mL/sec) Range 3n6 4n8
; 250 mgl/mL(
, 250) 300 mgl/mL( ,
300)
3 2 1
48
48
) ( 1 L L )i 1
( ),
(baseline)
5 , 30 , 24
ECG . 24
, 5 cc/sec, 7 cC; 4 cc/sec,
6 cc; 3 cc/sec, 6 cc

(DSA, digital subtraction angiography)
Philips Integris—Allura Biplane system (Philips
Medical Systems, Andover, MA)
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3 . (definition)
(contrast) %) 95% (lower limit)
: ’ , . , 10%
‘ ’ SAS (version 9.1, SAS Institute, Cary,
NC)
: 91
WHO 1 .90 ITT
Spilker . 82
PP
( / / / ) ITT
. ‘ (serious 1
adverse drug reaction)’ ‘ " 45 (100.0%, 45/45), 0
0 , 2 ‘ 45
(100.0%, 45/45), 0 0 .
, 1 : " 45 (100.0%,
( 45/45),' 0 0 , 2
), : ' 45 (100.0%, 45/45); "0 !
. 0
: PP 82
1
‘ © 42 (100.0%, 42/42); "0 :
0 , 2 ‘ ' 42 (100.0%,
42/42),' 0 ) 0 .
, 1 ‘ " 40 (100.0%, 40/40),
, 0 0 , 2 ‘
: , t—test ' 40 (100.0%, 40/40), 0 "0
: (Chi— 1,2 ‘ '
square test) (Fisher’' s Exact test) 100%, 100%
0.00% , 95%
Table 3. Tolerance
Pamiray 250 (%) Pamiray 300 (%) Total p value
Heat None 43 (95.56) 44 (97.78) 87 (96.67) > 0.05
Mild 1(2.22) 0(0) 1(1.11)
Moderate 1(2.22) 0(0) 1(1.11)
Severe 0(0) 1(2.22) 1(1.11)
Cold None 45 (100) 44.(97.78) 89 (98.89)
Mild 0(0) 0(0) 0 (0)
Moderate 0(0) 0(0) 0(0)
Severe 0(0) 1(2.22) 1(1.11)
Pain None 45 (100) 45 (100) 90 (100)
Mild 0(0) 0(0) 0 (0)
Moderate 0(0) 0(0) 0(0)
Severe 0(0) 0(0) 0(0)
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0.00% . - ,
10% , 2 (4.44%, 2/45) 3,
(p=0.4944). ‘
, (treatment O hr) "1 1 1 2
N ' ‘ " 43 (95.56%, . 1 1 ‘
43/45), T ' 1 (2.22%, 1/45) , ' (Table 4). 4 ‘ '
' ' 44 (97.78%, 44/45), 1 (2.22%, , .
1/45) N ' , ,
; ' 45 (100.00%, 45/45) , 2 .
‘ " 45 (100.00%, 45/45), ‘ , 3
' 44 (97.78%, 44/45), 1 (222%, 1/45)
« p=1.0000) (Table 3). , ,
(follow—up 24+ 6hr)
) , ) 10 , 6 ,
, 2 (4.44%, 2/45) 3
, 1 (2.22%, 1/45) 1
(p=1.0000).
250 300
Table 4. Adverse Effect ( ) ( )
- - 100% '
Pamiray 250 Pamiray 300 ) ,
No. (%) No.(%) '
Vision impairment 0(0) 1(2.22)* 100% ’ 0%
Headache 2(4.44) 0(0) .
Urticaria 2(4.44) 0(0) 300 2 50—
Angioedema 2(4.44) 0(0) 23.3% (3-5).
* There was no evidence of definite correlation with contrast me-
dia injection in this case. 4.44% @ /90)’ ' ’
Table 5. Contrast Media
Ineredient Iodine content Viscosity Osmolality Tonic(I) Structural
& (mgl/mL) (cPat 37°) (mosm/kgH,0) Nonionic (N) character
Telebrix Megulumine 300 5.2 1500 I Monomer
Ioxitalamate
Hexabrix Ixaglate 320 7.5 600 I Dimer
Ultravist Iopromide 300 4.6 630 N Monomer
370 9.5 780 N
Xenetix Tobitritol 300 6 695 N Monomer
Visipaque Todixanol 270 5.8 290 N Dimer
320 11.1 290 N
Isovist Jotrolan 300 9 300 N Dimer
Iomeron Iomeprol 300 4.5 620 N Monomer
350 7.5 730 N
Topamiro Iopamidol 300 4.7 616 N Monomer
370 9.4 796 N
Omnipaque Iohexol 300 6.1 690 N Monomer
350 10.6 875 N
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Phase III Clinical Trial Comparing Iopamidol 250 mgl/mL and
Iopamidol 300mgl/mL in Cerebral Angiography:
Multicenteric, Randomized and Double Blind Study*

Hyobin Seo, M.D., Moon Hee Han, M.D., Bae Ju Kwon, M.D., So-Hyang Im, M.D.2,
Cheolkyu Jung, M.D.?, Seong Hyun Kim, M.D., Jae Hyoung Kim, M.D.

'Department of Radiology, Seoul National University College of Medicine, Korea
*Department of Neurosurgery, Dongguk University Hospital, Korea
*Department of Radiology, Hanyang University College of Medicine, Korea
‘Department of Radiology, Seoul National University, Bundang Hospital, Korea

Purpose: To evaluate and compare the safety, tolerance and the image quality of cerebral angiography images
with the use of the nonionic monomeric contrast agent, iopamidol at 250 mgl/mL or 300 mgl/mL.

Materials and Methods: This study was approved by the institutional review board and was performed from
December 2005 to March 2006. A total of 90 patients undergoing an elective cerebral angiography were stud-
ied during a phase III clinical trial to compare the safety and diagnostic efficacy of iopamidol at 250 mgl/ml
and 300 mgl/ml. The overall quality of cerebral angiography images was independently graded into three cate-
gories: good, bad and nondiagnostic by two radiologists.

Results: The image quality of the cerebral angiography was good in 100% of the patients in both groups. A to-
tal of 4.44% of the patients experienced adverse events (4.44% in the iopamidol 250 group and 4.44% in the
iopamidol 300 group). No statistically significant differences were observed between the two studied groups
for either the proportion of patients with one or more adverse events or the intensity of the adverse events.
Conclusion: The safety and efficacy (quality of the radiographic diagnostic visualization) of Iopamidol at 250
and 300 mg I/ml did not reveal any significant differences and thus are comparable.
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