|

) <

The University of Osaka
Institutional Knowledge Archive

Title E2EEI— FERFI ORI (5525R)

Author(s) |Z#5, R¥; AW, 1, EH, & fb

HAEZRGHEFSMEE, 1992, 52(9), p. 1233-

Citation 1246

Version Type|VoR

URL https://hdl.handle.net/11094/18144

rights

Note

The University of Osaka Institutional Knowledge Archive : OUKA

https://ir. library. osaka-u. ac. jp/

The University of Osaka



HAERSRE (52 (9), 1233—1246, 1992 (*F4)

BREE = — FEFHOBIER (82 #H)

IR E AR BHRE Y S
X8 B¥ AW £ =EH ® EHE 2
& B BEA EF MR GR BRF #®
T OF O EL BR O #An "2 B B

CERC 349 A 2 BEM)
CREL 44 1 B 8 HRKERZM)

Adverse Reactions to Low Osmolar Iodine Contrast Media (Second Report)

Ryohei Kuwatsuru, Hitoshi Katayama, Takashi Tomita, Yutaka Naoi, Akira Hirano,
Teruyuki Miyauchi, Nobuyoshi Takeuchi, Yutaka Ozaki,
Atsushi Nakanishi, Hirotoshi Sumie,
Katsumi Yaguchi and Narisumi Cho
Department of Radiology, School of Medicine, Juntendo University

Research Code No. : 502
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From January to December 1990, we performed a prospective survey of adverse reactions to
contrast media at two different institutes of Juntendo University. We collected a total of 4555 case
sheets during the period. The radiological procedures we investigated were computed tomography,
intravenous urography, arteriography, venography and myelography. Low osmolar iodine contrast
medium was used almost exclusively (except for five cases).

The overall incidence of adverse reactions was 7.0%, and there were no severe or fatal reactions.
The incidence of adverse reactions was higher in females (8.5%) than in males (6.1%). The incidence of
adverse reactions increased according to the dose of contrast medium, especially when more than 101
ml was injected. Intra-arterial injection caused adverse reactions most often, followed by regular
intravenous injections, followed by bolus intravenous injections. Adverse reactions occurred most
often during injection. The next occurred in 5 minutes after injection, and then, 5—10 minutes after
the injection of contrast modium.

The incidence of adverse reactions was higher in patients with a history of allergy or previous
reactions. Allergic adverse reactions were observed at a higher frequency. Pretesting was performed in
56.7% of the cases.
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Table 1 The examinations and different contrast media

CT IVU Arteriography  Venography Myelography

lopamidol 370 6 0 6 89 0
lopamidol 300 3,732 212 43 4 0
lohexol 350 0 2 0 0 0
lohexol 300 10 147 28 0 0
loxaglate 320 0 0 143 26 0
lotrolan 240 0 0 0 0 26
Others 1 0 10 2 0
Unknown 3 0 1 0 0
Meg. diatrizoate 4 0 1 0 0

Total 3,756 361 232 121 26

Others : Other kinds of contrast media were used but there was no reference to the

names of these contrast media.

Unknown : The types of contrast media were not recorded in the case sheets.
Twenty-five cases were performed both arteriography and venography at the same

examination.

In eighty-four cases, the kind of examination performed was not recorded in the

case sheets.
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Table 2 Adverse reactions by each institute

Institute A Institute B Teotal
Total cases 3,085 1,468 4,553
Cases of A.R. 248 71 319
Percentages 8.0% 4.8% 7.0%
Sensation of warmth or heat 183(5.9%) 48(3.3%) 231(5.1%)
Nausea 37(1.2%) 20(1.4%) 57(1.3%)
Vomiting 11(0.4%) 200.1%) 13(0.3%)
Itching 7(0.2%) 4(0.3%) 11€0.2%)
Urticaria 4(0.1%) 400.3%) 8(0.2%)
Flushing 8(0.3%) 1(0.1%) 9(0.2%)
Vascular pain 15(0.5%) 200.1%) 1700.4%)
Sneezing 16(0.5%) 1(0.1%> 17(0.4%)
Cough 600.2%) 200.1%) 8(0.2%)
Chest pain 1€0.0%) 0€0.0% 1€0.0%)
Hoarseness 000.0%) 100.1% 1(0.0%)
Facial edema 100.0%) 000.0%) 1€0.0%)
Chill 4(0.1%) 000.0%) 4(0.1%)
Hypotention 2(0.1%) 000.0% 200.0%)
Others 400.1%) 1€0.1% 5(0.1%)
A.R.: Adverse reaction
Others : Some minor reactions other than those that were listed in the case sheets,
In two cases, the name of the institute was not recorded in the case sheets.
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Table 3 Adverse reactions by gender

Male Female Total
Total cases 2,570 1,905 4,475
Cases of A.R. 157 162 419
Percentages 6.1% 8.5% 7.1%
Sensation of warmth or heat 100(3.9%) 131(6.9%) 231(5.2%)
Nausea 34(1.3%) 23(1.2%) 57(1.3%)
Vomiting 12€0.5%) 100.1%) 1300.3%)
Itching 7(0.3%) 4(0.2%) 1100.2%)
Urticaria 5(0.2%) 3(0.2%) 8(0.2%)
Flushing 5(0.2%) 4€0.2%) 900.2%)
Vascular pain 9(0.4%) 8(0.4%) 17(0.4%)
Sneezing 11(0.4%) 6(0.3%) 1700.4%)
Cough 5(0.2%) 300.2%) 8(0.2%)
Chest pain 100.0%) 000.0%) 100.0%)
Hoarseness 000.0%) 1(0.1%) 100.0%)
Facial edema 1€0.0%) 000.0%) 1€0.0%)
Chill 2(0.1%) 200.1%) 4(0.1%)
Hypotention 100.1%) 100.1%) 200.0%)
Others 1(0.0%> 4(0.2%) 5(0.1%)

A.R.: Adverse reaction

Others : Some minor reactions other than those that were listed in the case sheets.
In eighty cases, the gender of the patient was not recorded in the case sheets.
No patients experienced an adverse reaction in this group.

Table 4 Adverse reactions by age

Male Female
. Adverse " ] Adverse S
Total reaction(+) Percentage Total reaction(+) Percentage

0—9 32 1 3.1% 27 2 7.4%
10—19 53 6 11.3% 67 7 10.4%
20—29 126 11 8.7% 179 20 11.2%
30—39 182 20 11.0% 162 17 10.5%
40—49 432 37 8.6% 395 41 10.4%
50—59 609 38 6.2% 457 37 8.1%
60—69 695 34 4.9% 381 30 7.9%
70—79 359 7 1.9% 198 6 3.0%
80— 76 3 3.9% 33 2 6.1%
Unknown 6 0 0.0% 6 0 0.0%
Total 2,570 157 6.1% 1,905 162 8.5%

AR.: Adverse reaction

Unknown : In some cases, the age of the patient was not listed in the case sheets.
In eighty cases, the gender of the patient was not recorded in the case sheets.
No patients experienced an adverse reaction in this group.
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Table 5 Adverse reactions by radiologists

Radiologists* T.T. AL H. R.K. T.M. "FSH. N.T. N.C. N0,
Total cases 395 186 487 527 164 122 161 225
Cases of A.R. 8 17 124 11 75 6 ] 2
Percentages 2.0% 9.1% 25.5% 2.1% 45.7% 4.9% 3.1% 0.9%
Sensation of - 5(1.3%)  5(2.7%) 115(23.6%) 6(1.1%) 70(42.7%) 4(3.3%)  1(0.6%)  0(0.0%)
Nausea 100.3%) 10(5.4%)  9(1.8%)  4(0.8%)  3(1.8%)  1(0.8%)  2(1.2%)  2(0.9%)
Vomiting 000.0%)  3(1.6%) 3(0.6%)  100.2%) 100.6%) 100.8%)  000.0%) 000.0%)
Itching 000.0%)  000.0%) 000.0%)  000.0%)  000.0%)  000.0%. 100.6%) 000.0%>
Urticaria 000.0%)  000.0%) 000.0%)  000.0%) 1(0.6%) 000.0% 1€0.6%) 0€0.0%>
Flushing 000.0%) 2(1.1%) 100.2%)  000.0%) 000.0%) 000.0%>  000.0%) 000.0%)
Vascular pain 000.0%)  2(1.1%) 3(0.6%)  000.0%)  6(3.7%)  000.0%>  0(D.0%)  000.0%)
Sneezing 200.5%)  2(1.1%)  6(1.2%)  000.0%)  000.0%)  1(0.8%)  0(0.0%)  000.0%)D
Cough 000.0%)  000.0%) 1(0.2%)  100.2%)  000.0%) 000.0%) 1(0.6%)  000.0%)D
Chest pain 000.0%)  000.0%) 000.0%)  000.0%)  000.0%)  000.0%>  000.0%)  000.0%>
Hoarseness 000.0%)  000.0%) 000.0%)  000.0%>  000.0%)  000.0%)  0(0.0%)  000.0%>D
Facial edema 000.0%)  100.5%) 000.0%)  000.0%)  000.0%)  000.0%)  000.0%)  000.0%>D
Chill 000.0%) 1(0.5%) 100.2%)  000.0%) 1(0.6%)  000.0%) 0€0.0%) 000.0%>
Hypotention 000.0%) 100.5%) 100.2%)  000.0%) 000.0%)  000.0%) 000.0%) 000.0%>
Others 100.3%) 100.5%) 100.2%)  0€0.0%) 100.6%)  000.0%) 000.0%) 000.0%>
A.R.: Adverse reaction
*Radiologists who recorded over one hundred sheets are listed in the table.

Table 6 Adverse reactions by dose of contrast media
—20ml 21—50ml 51—100rnl 101—-150ml 151—200ml 201—250m1 251ml-—

Total cases 61 793 3,492 89 32 9 3

Cases of A.R. 3 82 206 15 11 2 0

Percentages 4.9% 10.3% 5.9% 16.9% 34.4% 22.2% 0%
Semsationof | ¢ 1(1.6%)  64(8.1%)  141(4.0%)  1304.6%)  10B31.3%) 2(22.2%)  000.0%)
Nausea 3(4.9%) 20(2.5%) 3100.9%) 2(2.2%) 13.1%)  000.0%) 000.0%)
Vomiting 0€0.0%> 2(0.3%) 900.3%) 1(1.1%) 13.1%)  000.0%) 000.0%)
Itching 000.0%) 1(0.1%) 10€0.3%) 000.0%) 000.0%>  000.0%) 000.0%)
Urticaria 0€0.0%) 1(0.1%) 600.2%) 1(1.1%) 000.0%)  0€0.0%) 0€0.0%>
Flushing 000.0%) 100.1%) 8(0.2%) 000.0%) 000.0%)  0€0.0%) 000.0%)
Vascular pain 000.0%) 1(0.1%) 1400.4%) 000.0%) 2(6.3%)  000.0%) 000.0%)
Sneezing 000.0%) 5(0.6%) 12€0.3%) 0€0.0%) 000.0%)  000.0%) 0€0.0%)
Cough 000.0%) 000.0%) 8(0.2%) 0€0.0%) 000.0%)  000.0%) 0€0.0%
Chest pain 000.0%) 000.0%) 1€0.0%) 000.0%) 000.0%)  000.0%) 000.0%>
Hoarseness 000.0%) 000.0%> 100.0% 0€0.0%) 000.0%)  000.0%) 000.0%>
Facial edema 000.0%) 000.0%) 1(0.0% 000.0%) 000.0%)  000.0%) 000.0%)
Chill 000.0%) 100.1%) 2(0.1%) 101.1%) 000.0%6)  0€0.0%) 000.0%>
Hypotention 0€0.0%) 1(0.1%) 000.0%) 000.0%) 1(3.1%)  000.0%) 0€0.0%)
Others 0€0.0%) 000.0%) 400.1%) 1(1.1%) 000.0%)  000.0%) 0€0.0%>

AR.: Adverse reaction
Others : Some minor reactions other than those that were listed in the case sheets.

In seventy-six cases, the dosage of contrast media was not recorded in the case sheets.
No patients experienced an adverse reaction in this group.

EEL4 49 A25H
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Table 7 Adverse reactions by ml/kg

0.1-1.0 1.1—2.0 2.1-3.0 3.1—4.0 4.1-5.0 5.1—  (ml/kg)

Total cases 732 2,661 740 22 12 1

Cases of A.R. 85 142 54 3 2 ]

Percentages 11.6% 5.3% 7.3% 13.6% 16.7% 0.0%
Sensationof  68(9.3%) 89(3.3%) 48(6.5%) 3(13.6%) 2(16.7%) 0(0.0%)
Nausea 2002.7%) 25(0.9%) 5(0.7%) 0€0.0%) 000.0%)  000.0%)
Vomiting 300.4%) 500.2%) 100.1%) 000.0%) 000.0%)  00.0%)
Itching 100.1%)  6€0.2%) 100.1%) 000.0%) 000.0%)  0€0.0%)
Urticaria 100.1%)  400.2%)  1€0.1%) 0€0.0%) 000.0%)  0€0.0%)
Flushing 100.1%)  700.3%)  0€0.0%) 000.0%) 000.0%)  000.0%)
Vascular pain 300.4%) 1000.4%) 100.1%) 1(4.5%) 000.0%)  0(0.0%)
Sneezing 500.7%) 1000.4%)  2€0.3%) 0€0.0%) 000.0%)  0(0.0%)
Cough 100.1%)  600.2%)  000.0%) 000.0%> 0€0.09%)  0(0.0%)
Chest pain 000.0%>  000.0%) 000.0%) 0€0.0%> 000.0%)  0€0.0%)
Hoarseness 000.0%) 1€0.0%) 000.0%) 0€0.0%) 000.0%)  00.0%)
Facial edema 000.0%)  100.0%) 000.0%) 0€0.0%) 000.0%)  0(0.0%)
Chill 100.1%)  200.1%) 1(0.1%) 000.0%) 000.0%)  0(0.0%)
Hypotention 100.1%)  000.0%) 1€0.1%) 000.0%) 000.0%)  0(0.0%)
Others 000.0%> 30.1%) 1(0.1%) 0€0.0%) 000.0%)  000.0%)

AR.: Adverse reaction

Others : Some minor reactions other than those that were listed in the case sheets,

In three-hundred and eighty-seven cases, the dosage of contrast media and/or body weight was not
recorded in the case sheets. Thirty-three cases experienced an adverse reaction in this group.

Table 8 Adverse reactions by mode of administration of contrast media

Bolus v DIV Bolus+DIV 1A IS
Total cases 3,754 417 63 12 222 26
Cases of AR, 217 43 3 0 58 0
Percentages 5.8% 10.3% 4.8% 0.0% 26.1% 0.0%
Sensationof | . 150(4.0%) 327.7%) 2(3.2%)  18.3%)  49(22.1%) 0(0.0%)
Nausea 57(1.5%) 13(3.1%) 0(0.0%) 000.0%) 3(1.4%)  000.0%)
Vorniting 9(0.2%) 200.5%)  000.0%) 000.0%) 200.9%) 000.0%)
Itching 9(0.2%)  000.0%) 1(1.6%) 000.0%) 1€0.5%)  000.0%)
Urticaria 600.2%)  000.0%) 000.0%) 000.0%) 200.9%)  000.0%)
Flushing 700.2%)  1(0.2%) 000.0%) 000.0%) 100.5%)  000.0%)
Vascular pain 8(0.2%)  0€0.0%) 000.0%) 000.0%) 9(4.1%)  000.0%)
Sneezing 14(0.4%)  3(0.7%) 0€0.0%) 000.0%) 000.0%)  000.0%)
Cough 8(0.2%)  000.0%) 000.0%) 000.0%) 000.0%)  000.0%)
Chest pain 000.0%)  1€0.2%) 000.0%) 000.0%) 000.0%)  000.0%)
Hoarseness 100.0%)  000.0%) 000.0%) 000.0%) 0€0.0%)  000.0%)
Facial edema 100.0%)  000.0%) 000.0%) 000.0%) 000.0%)  000.0%)
Chill 200.1%)  100.2%)  000.0%) 000.0%) 000.0%)  000.0%)
Hypotention 100.0%)  000.0%)  0€0.0%) 000.0%) 100.5%)  000.0%)
Others 400.1%)  000.0%) 000.0%) 000.0%) 1€0.5%)  000.0%)

AR.: Adverse reaction, IV: Intravenous injection, IA : Intraarterial injection, Bolus: Bolus
injection, DIV : Drip intravenous injection, SI: Subarachinoidal injection

Others : Some mirnor reactions other than those that were listed in the case sheets.

Twenty-five cases received both IA and Bolus at the same examination, and there were four
adverse reaction cases in this group.

In eighty-six cases, the mode of administration was not recorded in the case sheets.

Two cases experienced an adverse reaction in this group.

(6) BAEREE #52% H9%
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Table 9 Different contrast media and incidence of adverse reactions

Io pgl'?ﬂldol Icp%r& idol Io]&ggol Io]&ﬁa&ol oni:tzgéa te Iwotzr‘;:(]} an diall};!fz%;att: Others
Total cases 101 3,993 2 185 158 26 5 11
Cases of A.R. 10 217 0 25 59 0 0 8
Percentages 9.9% 5.4% 0.0% 13.5% 37.3% 0.0% 0.0% 72.7%
Sensation of | ¢ 6(5.9%) 147(3.7%) 0(0.0%) 21(11.4%) 51(32.3%) 0(0.0%)  0(0.0%)  6(54.5%)
Nausea 3(3.0%>  47(1.2%) 000.0%)  3(1.6%)  3(1.9%)  000.0%)  0(0.0%)  1(9.1%D
Vomiting 000.0%) 9(0.2%) 000.0%)  1(0.5%)  2(1.3%)  000.0%)  000.0%)  1(9.1%>
Itching 2(2.0%) 8(0.2%) 000.0%)  000.0%)  1(0.6%)  000.0%)  000.0%)  000.0%>
Urticaria 2(2.0%) 4(0.1%)  000.0%)  000.0%)  2(1.3%)  000.0%)  000.0%)  000.0%)
Flushing 000.0%) 7(0.2%)  000.0%) 1(0.5%) 100.6%) 000.0%) 000.0%) 000.0%>
Vascular pain 000.0%) 6(0.2%) 000.0%) 000.0%) 9(5.7%) 000.0%) 000.0%) 2(18.2%)
Sneezing 000.02%)  1500.4%) 000.0%)  2(1.1%)  000.0%)  000.0%)  0(0.0%)  000.0%>
Cough 2(2.0%) 6(0.2%) 000.0%)  0€0.0%)  000.0%)  000.0%)  000.0%)  000.0%>
Chest pain 000.0%) 000.0%> 000.0%)  1€0.5%)  000.0%)  000.0%)  000.0%)  000.0%>
Hoarseness 1(1.0%) 000.0%) 000.0%)  000.0%)  000.0%)  000.0%) 000.0%)  000.0%>
Facial edema 000.0%) 100.0%)  000.0%)  000.0%)  000.0%)  000.0%)  000.0%)  000.0%)
Chill 000.0%) 200.1%>  000.0%)  100.5%)  100.6%)  000.0%)  000.0%)  000.0%>
Hypotention 0€0.0%) 100.0%)  000.0%)  000.0%)  000.0%)  000.0%)  000.0%)  1(9.1%)
Others 000.0%) 400.1%)  000.0%) 000.0%) 1(0.6%) 000.0%) 000.0%) 0€0.0%>

A.R.: Adverse reaction

Others (row) : Some minor reactions other than those that were listed in the case sheets.

Others (column) : Other kinds of contrast media were used but there was no reference to the name of these contrast media.
Unknown: The kind of contrast media was not recorded in the case sheets.

In seventy-four cases, the name of the contrast media used was not recorded in the case sheets.

No patients experienced an adverse reaction in this group.

(Table 9)
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NEhOBEIC D 2 BEOHE L, BIEEN
85.5%, MIREHHT1.4%, REEIRMEREERH
87.3%, CT #64.3% & @ - tc,

EIVE SRz o\ T (Table 11)

BIfE AR ARG, EFHEA G EAR %
< 25561T, 54 LIAM3H, 5 ~109 231340, &
ERBEWERM 3BITH -7 GREMEIER & 124
EloBE, BEVEESLEENSHIITH B, E¥
FEABRIODU LB L TRA L DORFT).
EHAIEAFR, BUEL82.0% L EEE <,
IER2313.7%, MAEFEH6.3% TH -7, 559 LA
TiX, BXA39.5%&Mmb &<, BREN34.9%,
BERE, L& 4.0%TH-7, 5~104T
i, REERENI30.8%, BX, HHS23.1%, B
REN15.4%ThH -1,

Wz, BIFFARCRAERME BT 5 &, BES,
5, MEM-%, %< OBIERORAERE TH 5%
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Table 10 Adverse reactions by each examination

CT P Arteriography Venography Myelography

Total cases 3,752 361 231 121 26
Cases of A.R. 185 55 62 21 0
Percentages 4.9% 15.2% 26.8% 17.4% 0.0%
Sensationof . 1193.2%)  48(13.3%)  53(22.9%)  1512.4%)  00.0%)
Nausea 41(1.1%) 8(2.2%) 3(1.3%) 5(4.1%) 000.0%)
Vomiting 8(0.2%) 200.6%) 2(0.9%) 1(0.8%) 000.0%)
Itching 700.2%) 100.3%) 1€0.4%) 201.7%) 000.0%)
Urticaria 400.1%) 000.0%) 200.9%) 201.7%) 000.0%)
Flushing 700.2%) 100.3%) 100.4%) 0(0.0%) 0€0.0%)
Vascular pain 60.2%) 000.0%) 11(4.8%) 000.0%) 000.0%)
Sneezing 13(0.3%) 4(1.1%) 000.0%) 0C0.0%) 000.0%)
Cough 6(0.2%) 0€0.0%) 000.0%) 2(1.7%) 000.0%)
Chest pain 000.0%) 1(0.3%) 000.0%) 0€0.0%) 000.0%)
Hoarseness 200.1%) 000.0%) 000.0%) 1€0.8%) 000.0%)
Facial edema 100.0%) 000.0%) 000.0%) 0€0.0%) 0€0.0%)
Chill 200.1%) 100.3%) 100.4%) 0€0.0%) 000.0%)
Hypotention 1€0.0%) 000.0%) 1(0.4%) 0€0.0%) 000.0%)
Others 4(0.1%) 000.0%) 100.4%) 000.0%) 000.0%)

A.R.: Adverse reaction

Others : Some minor reactions other than those that were listed in the case sheets.

In twenty-five cases, both arteriography and Venography were performed at the same time.
Four cases experienced adverse reaction in this group.

In eighty-nine cases, the kind of examination was not recorded in the case sheets.

No patient experienced adverse reaction in this group.

Table 11 Onset time of adverse reactions by contrast media

During Within 5—10 delayed
administration 5 minutes minutes reaction
Total cases 255 43 13 3
Sensation of 209(82.0%) 15(34.9%) 2(15.4%) 000.0%)
Nausea 35(13.7%) 17(39.5%) 3(23.1%) 2(66.7%)
Vomiting 6(2.4%) 5(11.6%) 1(7.7%) 1033.3%)
Itching 10.4%) 6(14.0%) 4(30.8%) 000.0%)>
Urticaria 000.0%) 5(11.6%) 3(23.1%) 000.0%)
Flushing 4(1.6%) 3(7.0%) 1(7.7%) 1(33.3%)
Vascular pain 16(6.3%) 0€0.0%) 107.7%) 000.0%)
Sneezing 10(3.9%) 6(14.0%) 107.7%) 000.0%)
Cough 5(2.0%) 3(7.0%) 000.0%) 000.0%)>
Chest pain 000.0%) 000.0%) 000.0%) 1(33.3%)
Hoarseness 1(0.4%) 000.0%) 000.0%) 000.0%)
Facial edema 100.4%) 000.0%) 000.0%) 000.0%)
Chill 2(0.8%) 1(2.3% 000.0%) 1033.3%)
Hypotention 100.4%) 000.0%) 000.0%) 1(33.3%)
Others 200.8%) 1(2.3% 2(15.4%) 000.0%)

AR.: Adverse reaction

Others : Some minor reactions other than those that were listed in the case sheets.

In five cases, the onset time of adverse reactions by contrast media was not recorded.
Many cases had several symptoms which developed either simultaneously or separately.
Each symptom was counted separately.

(8) EAEREE #52%

BU%
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Table 12 Adverse reactions in relation to the history of previous contrast media

Previous CM (+)

Previous CM(—) Unknown
AR(+) AR.(—) unknown

Total cases 92 2,605 19 1,683 89
Cases of AR. 19 181 3 111 4
Percentages 20.7% 6.9% 15.8% 6.6% 4.5%
Sensation of | ot 11012.0%) 135(5.2%) 3(15.8%)  78(4.6%) 3(3.4%)
Nausea 5(5.4%)  27(1.0%) 0(0.0%) 24(1.4%) 000.0%)
Vomiting 1(1.1%) 600.2%)  000.0%) 5(0.3%) 000.0%)
Itching 4(4.3%) 3(0.1%)  000.0%) 300.2%) 1(1.1%)
Urticaria 4(4.3%) 1(0.0%)  000.0%) 2(0.1%) 000.0%)
Flushing 1(1.1%) 400.2%)  000.0%) 3(0.2%) 1(1.1%)
Vascular pain 1(1.1%) 8(0.3%) 105.3%) 8(0.5%) 000.0%)
Sneezing 000.0%)  14(0.5%) 000.0%) 300.2%) 000.0%)
Cough 000.0%) 6(0.2%)  000.0%) 2(0.1%) 000.0%)
Chest pain 000.0%) 1€0.0%)  000.0%) 000.0%) 000.0%)
Hoarseness 000.0%) 100.0%)  000.0%) 0€0.0%) 000.0%)
Facial edema 0€0.0%) 100.0%)  000.0%) 000.0%) 000.0%)
Chill 000.0%) 4(0.2%)  000.0%) 000.0%) 000.0%)
Hypotention 000.0%) 2(0.1%)  000.0%) 000.0%) 000.0%)
Others 000.0%) 2(0.1%)  000.0%) 3(0.2%) 000.0%)

A.R.: Adverse reaction

Others : Some minor reactions other than those that were listed in the case sheets.
Previgus CM(+) ; unknown : In some cases, previous CM administration was recorded but there

was no record of an adverse reaction.

Unknown : Some cases that were unclear about the exsistence of previous CM administration.
In sixty-seven cases, the history of previous contrast media administration was not recorded in the
case sheets. One patient experienced an adverse reaction in this group.

B2 e Dic o TR T 525, BER, #HKEZ
PR b b 5 HLUARDS ~ 1045 CREFE
BED T,

Q BEFAFERERV 7 vAX—FEELEERR
KR >\T (Table 12, 13)

EXABEECI VEIFRORED B - I iEH
D, SEIOBEFFE S X 5 EIFRARERE R,
20.7% TH o1, —FH, BWEROBEFED -1
FEGIOBITERRESE X6.9%TH -1, T, &
MRS OBRED R ES O BIFRBEHE X
6.6%TH -7 (Table 12),

7UAF—BEOREOBIERRESRE
6.0% THoTcDILX L, 7 V¥ —FEDHSIEH
TIX15.8% LB oie, T UVAF—FEOEINDE
TERFAEME L, WE19.6%, BWH16.3%,
TEMEEN15.7%, ¥13.1%, BROZOfl (ABA
B b D) 72323.8%TH -7 (Table 13),

TR 449 A25H

(9)

@ 772+ LEWFRRAEHE o\ (Table
14, 15)
FVFAMERTLEAOBIEFRRBEEE
13, 5. 7% TH B0 L, HITL L= fERT
139.0% TH - 7o, AECRBTEMTE6.0%, K
WATEFATILE% &, 7V 5 A KfTEM O R4
BEIMED 5 122, FfETIRRIHH.8%, HhEN
4.3% Lz EAEERRD I o (Table 14),
e, VT A MBME6GIF 1EICEIEAL RS
7ods, FORBRXBOHRTH -7 (Table 15),
@ BB & F MBIz T (Table 16)
3196 D BIfE BIEG DchT, 29163652 23
CHEBLIb 0T, BHANEBTOAE K-
7ebDTHDH, ABRESLELTDHEFPLIET AL
fehsie, .
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Table 13 Adverse reactions in relation to allergy
Allergy(+) )
Allergy(—) Unknown
Total Atopy Asthma Hay fever  Drug Food  The other

Total cases 3,945 486 26 51 102 133 86 84 48
Cases of A.R. 237 77 2 10 16 24 14 20 4
Percentages 6.0% 15.8% 7.7% 19.6% 15.7% 13.1% 16.3% 23.8% 8.3%
Se\'\‘;‘*‘}%‘;’t{‘l gfr heat 168(4.3%) 58(11.9%) 2(7.7%) 8(15.7%) 13(12.7%) 16(8.7%) 10(11.6%) 16(19.0%) 4(8.3%)
Nausea 46(1.2%) 11(2.3%) 000.0%) 1(2.0%) 2(2.0%) 4(2.2%) 2(2.3%) 3(3.6%) 000.0%)
Vomiting 100.3%)  3(0.6%) 000.0%) 000.0%) 1(1.0%) 1(0.5%) 000.0%) 1(1.2%) 00.0%)
Itching 50.1%)  6(1.2%) 000.0%) 1(2.0%) 2(2.0%) 2Q1.1%) 2(2.3%) 000.0%) 0(0.0%)
Urticaria 200.1%)  6(1.2%) 000.0%) 1(2.0%) 1€1.0%) 3(1.6%) 2(2.3%) 000.0%) 0(0.0%)
Flushing 6(0.2%)  3(0.6%) 000.0%) 000.0%) 1(1.0%) 2(1.1%) 1(1.2%) 000.0%) 000.0%)
Vascular pain 160.4%)  100.2%) 000.0%) 0(0.0%)  000.0%) 1(0.5%) 000.0%) 000.0%) 00.0%)
Sneezing 1400.4%)  3(0.6%) 000.0%) 000.0%) 2(2.0%) 2(1.1%) 000.0%) 1(1.2%) 0(0.0%)
Cough 5(0.1%)  3(0.6%) 000.0%) 1(2.0%) 1(1.0%) 1(0.5%) 000.0%) 000.0%) 0(0.0%)
Chest pain 100.0%)  000.0%) 000.0%) 0€0.0%) 000.0%) 000.0%) 000.0%) 000.0%) 0(0.0%)
Hoarseness 10(0.0%)  000.0%) 000.0%> 000.0%) 000.0%) 000.0%) 000.0%) 000.0%) 00.0%)
Facial edema 000.0%)  1(0.2%) 000.0%) 000.0%) 000.0%) 1(0.5%) 000.0%) 000.0%) 00.0%)
Chill 300.1%)  1(0.2%) 000.0%) 0€0.0%) 000.0%) 1(0.5%) 0€0.0%) 000.0%)  0€0.0%)
Hypotention 100.0%)  1(0.2%) 000.0%) 00.0%)  00.0%) 1€0.5%) 000.0%) 00.0%) 000.0%)
Others 300.1%)  2(0.4%) 000.0%) 000.0%) 000.0%)  2(1.1%) 000.0%) 000.0%) 000.0%)

A.R.: Adverse reaction

Others(row) : Some minor reactions other than those that were listed in the case sheets,
The other(column) : In some cases, patients experienced allergies other than the five allergies listed.

Unknown : presense of allergy was not clear in the case sheets.
Each allergy was counted separately.

In seventy-six cases, the history of allergy was not recorded in the case sheets.

One case experienced an adverse reaction in this group.

Table 14 Incidence of adverse reactions by pretest performed in each institute

Institute  Pretested Adverse reaction(+) Non pretested Adverse reaction(+) Unknown Adverse reaction(+)
A 1,766 106(6.0%) 1,169 135(11.5%) 148 7( 4.7%)
B 702 34(4.8%) 715 310 4.3%) 51 6(11.8%)
Total 2,468 14005.7%) 1,884 166( 8.8%) 199 13( 6.5%)

AR.: Adverse reaction

Unknown : Some cases that were unclear about the history of pretest.

In four cases, the history of pretest was not recorded in the
No patient experienced an adverse reaction in this group.

4, F =
BIfEARESEE >V T
SEIOFEEIC I T % BIE A O FEEHEE 134,555

FIFRILIFITT. 0% CTH -7z, FHHLEEHITS
PlZER & TXTRBEESYA T, BITEBEE
BERORIFRAREHAELRL LTV 5, 19894
LEFEMICAT > R AROBECRBIE B REHAE
136.6% T, @& IITEUCREMETH -7, JE

(10)

case sheets.

1 4 v HERBEEFA O BIEAFREESE o\
Tix, Wolf 52430.69%(50/7,170), Katayama
B35, 3.13% (5,276/168,363) LHMEL T\ 5,
Wolf 5%, Katayama S0 58 & 32 &,

B4 OFiEIVE L 04 E O EREEEEH O EIF
HARBEFEILPHVERLL-TWAEY, 0
BERIBROFEOE LS LBbh5B, Wolf
LY, BEFA BB SWTOEL VLS

HAEMSTE #5228 $9%5



Table 15 Adverse reactions in pretested population

RE RF f1lE

Pretest-negative  Pretest-positive Non-pretested Unknown
Total cases 2,462 6 1,884 199
Cases of AR. 139 1 166 13
Percentages 5.6% 16.7% 8.8% 6.5%
Sensation of 98(4.0%) 1016.7%) 121(6.4%) 11(5.5%)
Nausea 28(1.1%) 000.0%) 27(1.4%) 2(1.0%)
Vomiting 600.2%) 000.0%) 700.4%) 000.0%)
Itching 4(0.2%) 000.0%) 6(0.3%) 100.5%)
Urticaria 1(0.0%) 000.0%) 6€0.3%) 100.5%)
Flushing 2(0.1%) 000.0%) 700.4%) 000.0%)
Vascular pain 600.2%) 000.0%) 110.6%) 000.0%)
Sneezing 9(0.4%) 000.0%) 8(0.4%) 000.0%)
Cough 4(0.2%) 000.0%> 4(0.2%) 000.0%)
Chest pain 0€0.0%) 000.0%) 1(0.1%) 000.0%)
Hoarseness 000.0%) 000.0%) 100.1%) 000.0%)
Facial edema 000.0%) 000.0%) 1€0.1%) 000.0%)
Chill 1(0.0%) 000.0%) 300.2%) 000.0%)
Hypotention 1(0.0%) 000.0%) 100.1%) 000.0%)
Others 2(0.1%) 000.0%) 200.1%) 1(0.5%)
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AR.: Adverse reaction

Unknown : Some cases that were unclear about the history of pretest.
In four cases, the history of pretest was not recorded in the case sheet.
No patient experienced an adverse reaction in this group.

Table 16 Adverse reactions and treatments

Adverse reactions

Mild 291
Moderate 28
Severe 0
Fatal 0

Total 319

Mild : No treatment

Moderate : Some treatment was given
and patient recovered in a short time.
Severe : Hospitalization was required.

T o TWin Ay, Katayama 5O FREY T, B
DOHE0.92% THHDIERL, 4S5 MEE L
CRIEVYORAE ST HHBROHE R, £4,
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HIERTHERERS L OCZEM O LB T Ha#-
NELhD, HRE T, AFT5.9%, HFET
3.3%Thb, FEEETIE, 0%»b45.7%F T
LIEBCAT Y F2BY, BROLL 208
LEFERLTWA, ¥, EIOREYCHh~2 X

SR 44E 9 A25H

1L, ok REMchi b2 BEREOAFE
TR ER I &8, FEFENLEEELYED 212
X, BIfFR¥IERENEC BN R &, BRIEES
BORLTHENLETHY, BRCELTIE
MR DI isfi— M h Tl sl w2 B,
BIEYE X S EORETE, PREEFR~D
EIfEA b e CHELL, MEORAETIR 1ML
ADeh o1, SEOFECIERBY 24,
Tk 46, LUOhEE LA, & 76D,
ThbofEfTik, BIfFREOFERIE b IfE
LB L CGRGWEAAR b,
BElVFR=EEE L Y 7E T2 L, SHOBE
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HLOMEITH, FEA A v HEEFIEFHAES168,
363G FE iR s 1 oD o, BAEFINLT6
fEF (0.05%) IR, L, FEA A
YHERAR SRS 2 EEREEFRO®REY D
HYH, ROCEBNLETDS,

“EMEIC X D EEH L ORRBRIETEESh T3
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i, AEIEFRREHRLIEGLTREZ -
TL 5:BER ORI o - T\ 5, 48k
A AV EBEHHOF A + v ERH X 0BT
B, BB ETHRAOHEE NS EHEYR
hich, ToBmMEORIEROHE LD 13t
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ARSI S,

%, EBANREHEEIZOVT

MBI DRITEA R 516.1%, @#8.5% & it
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