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Prospective study of 12,959 consecutive cases examined by iodinated contrast media, has been
conducted to assess the incidence and significance of the untoward reactions of the contrast media.

Over-all incidence of the untoward reactions was &.5% (1,100/12,959). Pretesting of the contrast
media was still in practice in 85% of the cases. Incidence of the untoward reactions was 8.4% in
pretested group and 8.9% in non-pretested group. Fifty-seven cases with positive pretest showed un-
toward reactions in 45.6% and 10,910 cases with negative pretest showed reactions in 8.2%. There were
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no severe reactions in pretest-positive group. Therefore, pretesting was not useful for predicting severe
reactions. Prevalent clinical symptoms were nausea, vomiting, skin-reddening and vascular pain. No
severe reactions were observed and no contrast media death occurred.

Allowing for vascular pain in arteriography, intra-arterial administration of the contrast media
caused higher incidence of the reaciions, followed by intravenous, bolus and drip infusion.

There was no definite difference among the contrast mediae commercially available in Japan.
Reactions were not dose dependent. No sex difference was observed. There was relatively higher in-

cidence of the reactions in 40--60 years age group.
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Adverse Adverse
reaction (+) | reaction (=)
e 896 10,014
T ®2%) | (91.8%)
pretested — . o 26 31
(Igsgg? ':;:5“'“ (45.6%) (54.4%)
unknown
Total non-pretested — 178 1,810
12,959 | 1,988 (8.9%) (91%)
{15%)
. 1100 11,855
unknown Totel (8.5%) (91.5%)

Fig. 1 Case analysis by pretesting
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Table 1 Clinical symptoms of adverse reactions
in 1,100 cases

percentage percentage
Symtoms Cases in 12959 in 1100
nausea 586 4.5 53.2
vomiting 225 1.7 205
vas. pain 122 0.9 11.0
headache 3 0.02 0.3
itching 34 0.3 a1
visual disturbance 2 0.02 0.2
abd. pain 3 0.07 0.8
vertigo 2 0.02 0.2
chill 20 0.15 1.8
nasal obstruction 2 0.02 0.2
fever 1 0.01 0.09
edema, eye lid 1 0.01 0.09
skin reddening 340 2.6 30.9
edema, upper air way 34 0.26 31
cough, sneeze 63 0.5 g.2
hypotension 27 0.2 25
hypersalivation 2 0.02 0.2
urticaria 3 0.02 0.3
facial flush 1 0.01 0.09
chest pain 2 0.02 0.2
tachycardia 1 0.01 0.08
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Table 2 Incidence of adverse reactions in 1,100
cases by injection mode

Mode of Injection Adverse Reaction

(cases) cases (%)
intra-arterial 53 (10.3)
(517) 31%(6.0)
intravenous 375 (9.3)
(4,012)
drip infusion 330 (7.4)
(4,454)
bolus iv 175 (9.2)
(1,909)
others 157 (8.2)
(1,910)
unknown 110 (6.4)
(157)
Total 1,100 (100)

# No. of cases with adverse reaction excluding
vascular pain in angiography

TEHET2 LHEOBITEARAIIL 6 % (31/517)
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Table 3 Clinical symptoms of adverse reactions in 1,100 cases by injection mode
1A v Dirip Bolus | others | unknown ‘ 1A 1w Drip Bolus | others |unknown
Total cases 517 4.012 4,454 1.909 1.910 157 Total cases 517 4.012 4,454 1.909 1.910 157
Adverse Reaction (=) 464 3.637 4,124 1.734 1.753 147 Adverse Reaction (=) 464 3.637 4,124 1.734 1.753 147
Adverse Reaction (+) 53 i 330 175 157 10 Adverse Reaction (+) 53 375 330 175 157 10
14 37 131 104 95 5
Pouses @) | 6 | un | 60 | 60 | 6o [[ e e . g 0 ' : i
vomiting 4 38 58 36 26 4 skin reddening 12 13 132 43 36 4
(715) (26) (18} (21 an (40) (23) (30) (40) (28) (23) (40)
vas. pan Y 3 4 Ly 2 0 edema. upper air way z ? 13 2 7 o
' (51} (3.5) (14) (8) (13) ’ (2) (4) {3) (45)
[ 0 % 2 14 4 n
headache 0 1 0 2 0 ] cough, sneese T ) (8) (3)
0 1" 15 5 k3 0 1 8 3 4 5 0
Jn (3 | 5 | 3) | hyectenaton @n | en | ey | 6o
visual disturbance 0 0 1 1 0 0 hypersahvation 0 0 1 1 ] ]
abd. pain 0 2 3 2 2 0 urticaria 0 1 2 0 0 il
vertigo 0 0 0 2 0 0 facial flush 0 0 1 0 ] ]
nasal ebstruction 0 2 0 0 0 0 chest pain 0 0 2 0 ! 0 i}
fever 1 0 0 0 0 0 tachycardia 0 0 1 0 0 b}
FEFN604E 9 A25H (11)
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Table 4 Incidence of adverse reactions in 1,100 cases by dose of the contrast
media
~ o~ s~ [~ [wi~ [~ a1~ " o~ |~ [s~ T~ [wi~ |- |z1—- .
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Total m 43n 5.765 1.65% 13 Ll % B n Total m 4.31 5,765 1,655 (£ L] -] a n
Adverse Reaction (=) 3 3.97% 5.276 1.534 ur 455 n 8 (1] Adverse Riaction (=) 3 3.976 5.176 1.5 " 455 n B 67
Adverse Reazten (+)| 38 | 400 | 4@ | i | v | 0 ] ¢ | [Asverse Rracton (+1] 3 It ) 1 0 5
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abd pan Ll ? & : o 0 0 0 0 n 1 ? 0 | " 0 4 [
vortige ] l 1 [ 0 [} [ ] [ ] q 1 a ] 0 o | o ! 0
nasal obstruction ] ] ] ] ] 0 ] o o 1 ] ' 0 0 ] ] o 1 0
= ‘ . B .
# 0 ] ] ' 0 [] [] 0 | 0 tachycard ‘ 0 | o ' 0 ) | 0 o N B
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