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Adverse Reactions to Low Osmolar Iodine Contrast Media

Hitoshi Katayama!, Ryohei Kuwatsuru!, Hirotoshi Sumie and Yukiharu Surmni?
1) Department of Radiology, School of Medicine, Juntendo University
2) Department of Radiology, Juntendo Urayasu Hospital

Research Code No. : 502

Key Words : Adverse reaction, Contrast media,

Low osmolar todine contrast media

From January 1989 to December 1989, we performed a prospective survey of adverse reactions to
contrast media at three institutes of Juntendo University. We collected a total of 4365 case cards
during the period. Low osmolar iodine contrast media were given in all but one case. Procedures using
contrast media included computed tomography, intravenous urography, arteriography,
venography and myelography.

The overall incidence of adverse reactions was 6.6%, and there were no severe or fatal reactions.
The incidence of adverse reactions was about the same in both sexes. However, in males, the incidence
was higher in the fifth decade, and in females, it was higher in the third and seventh decades. There
was no relation between the dose of contrast medium and adverse reactions. Intravenous bolus
injections caused adverse reactions more often, followed by intra-arterial injections and then usual

intravenous injections.

The incidence of adverse reactions in patients with a history of allergy or previous reactions was
higher. Pretesting was performed in 48.9% of the cases.
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Table 1 The examinations and different contrast media

CT 1P Arteriography  Venography  Myelography

iopamidol 370 19 0 5 96 0
iopamidel 300 3,383 533 098 26 0
iohexol 300 5 86 0 0 0
iohexol 240 1 0 0 0 1]
ioxaglate 320 0 0 56 25 0
metrizamide 0 0 1 2 0
iotrolan 240 0 0 2 0 16
others 0 0 0 0 0

Total 3,408 619 162 149 16

Five cases were performed arteriograpy and venography at the same

examintaion.
Drop out . 16 cases

% iopamidol 300%, & & TiL ioxaglate 320,
iopamidol 300 0f iopamidol 370%, #IRER
#5855 T3 iopamidol 300 & iohexol 300%, FFff
& Tk iotrolan 240% F iz fifE i L 7= (Table 1),

WEHEG, AEREYFRLEEERERC
ALK, ERFEEEBIT, £, &% F&, &
H, WHRKE, SEHERERVEIEROHEE,
TVAFE—[E, E¥HT A OEE MH5ED
B, ERAEABLE, EARE SEHOEE,
58, BWEARRORE NEEUEE, EIfFf
HAoBRBHROSEER, BIfERH-T 58
DHEFILETH D, FHCPRBER~DEIEAD
FEIZOWTHHEA BRI Lic, PREER
DEIER & LT, 3B, Iim, Him %
W, EEEE, EE MERE, LUK FRE
REDHEARRI., ZOFERKE, AR
Katayama LV &ERECHER LA b0ic—i
EEXM2IcbDTH B,

RAET -2, ava— 2 ANIRETY
Tote, ER L2 v a— 2 3E+L58E M760/4
T, V7 Mk ANALYST #iit-s v r — o % B
7z,

3. B

@ EIfFRREHE ST (Table 2, 3)

Table 2 & MHRER Y, &5t LCEERREAE
BE %R L1z, Institute A 1%, NEXE KM BIE
REERBEARE %, Institute B 1%, IERE KR
IER EEBH#E %, Institute C 1%, NEREFHLH

SFRY 34E 6 A25H

(17)

Table 2 Adverse reactions by each institute

Total Cases reﬁgﬁﬁﬁr) Percentage
A 2,128 232 10.9%
B 533 31 5.8%
(& 1,688 23 1.4%
Unknown 16 1 0.0%
Total 4,365 287 6.6%

Institute A . Juntendo University Hospital Devision 1
Institute B : Juntendo University Hospital Devision 2
Institute C : Juntendo Urayasu Hospital

Table 3 Adverse reactions by gender

Male Female Total
Total cases 2,369 1,965 4,334
Cases of AR. 155 131 286
Percentages 6.5% 6.7% 5.6%
Sensation of 107(4.5%) 92(4.7%) 199(4.6%)

warmth or heat

Nausea 23(1.0%) 19C1.0%>  42(1.0%)
Vomiting 1100.5%)  5(0.3%)  16(0.4%)
Itching 500.2%)  900.5%)  14(0.3%)
Urticaria 8(0.3%) 1000.5%)  18(0.4%)
Flushing 200.1%) 100.1%) 300.1%)
Vascular pain 2(0.1%)  2(0.1%) 400.1%)
Sneezing 9(0.4%)  5(0.3%)  14(0.3%)
Cough 1€0.0%)  3(0.2%) 4(0.1%)
Chest pain 100.0%)  0€0.0%) 1€0.0%)
Palpitation 100.0%)  200.1%)  3(0.1%)
Others 100.0%)  3(0.2%) 4(0.1%)

Drop out ; 31 cases (1 adverse reaction case)
A.R.: Adverse Reaction



634

BixEkblTWwWa, 3E#YSbehEfFARE
HE136.6%THHH, MEHITIX1.4%~10.9%
LEBLOERRE LRI,

BIfER DIER T3, B R D £ <4.6% TR
TIRZ21.0%, HZ, Bikh0.4%, BER, <
L« 2230.3% DEEE TH - 7= (Table 3), FiRf
BR~OBITEFAIX 163 BD o1, X, A
YHBEETAHEEORIER R a1,

@ %, F#AEIEHRBESE o\ T (Table
3, 4

EBEE =2 - FEEHOEIER

HADORIEROREHE LB H6.5%, &k
6.7% THRLEXROhh o7, BIFEBOR, B
REHFHE4.5%, LH4.7% ELIEANTEL, Zh
PR EWEOEWERIRE42.0%, 2.0%TCH-
7z (Table 3), X, Hiric X b BIEHE D FER T
EEIC K EREX 5T,

FE Ao IfER OB X cH, TR L TH
£ <, BETIRA0ERI, T TI208ELR,
605 CBIfER 0 RAEBHE NS o7z (Table
4),

Table 4 Adverse reactions by age

Male Female
Total  AdVerse | percentage  Total  AIYerS€ . percentage
0—9 26 2 7.7% 23 0 0.0%
10—19 69 5 7.2% 74 [ 8.1%
20—29 154 12 7.8% 164 15 9.1%
30—39 237 17 7.2% 221 9 4.1%
40—49 399 35 §.8% 380 23 6.1%
50—59 606 37 6.1% 447 30 6.7%
60—69 499 33 6.6% 390 33 9.7%
70—79 275 10 3.6% 188 10 5.3%
80— 62 3 4.8% 37 0 0.0%
unknown 42 1 2.4% 41 0 0.0%
Total 2,369 155 6.5% 1,965 131 6.7%
Drop out . 31 cases (1 adverse reaction case)
Table 5 Adverse reactions by radiologists
Radiologists* T.T. M, S. A H, R. K. T.M, K. Y. Y. S. F.T.
Total cases 456 297 250 449 anT7 104 717 812
Cases of AR. 8 115 4 90 12 1] 10 11
Percentages 1.8% 38.7% 1.6% 20.0% 2.4% 0.0% 1.4% 1.4%
" Sensation of 1€0.2%) 105(35.4%) 1(0.4%) 73(16.3%) 4(0.8%)  000.0%)  3(0.4%)  1€0.1%)
warmth or heat
Nausea 300.7% 4(1.3%)  3(1.2%)  7(1.6%) 3(0.6%) 000.0%)  3(0.4%)  5(0.6%)
Vomiting 000.0%)  1€0.3%) 1(0.4%)  3(0.7%)  2(0.4%)  000.0%)  5(0.7%)  1(0.1%)
Itching 1€0.2%) 100.3%)  000.0%)  2(0.4%) 1€0.2%) 000.0%) 100.1%)  000.0%)
Urticaria 000.0%) 000.0%)  000.0%)  3(0.7%) 3€0.6%) 0€0.0%) 100.1% 400.5%)
Flushing 000.0%) 000.0%)  000.0%)  000.0%) 000.0%) 000.0%>  000.0%)  000.0%)
Vascular pain 000.0%) 000.0%) 000.0%)  1(0.2% 000.0%)  0€0.0%)  000.0%)  1(0.1%)
Sneezing 000.0%) 200.7%)  000.0%)  4(0.9%)  4(0.8%) 0€0.0%) 1(0.1% 3€0.4%)
Cough 100.2%) 000.0%)  000.0%)  2(0.4%)  000.0%) 000.0%)  000.0%)  000.0%)
Chest pain 000.0%) 1€0.3%)  000.0%2)  000.0%)  000.0%) 000.0%)  000.0%)  00.0%)
Palpitation 1(0.2%> 000.0%)>  000.0%>  000.0%>  000.0%) 000.0%)  000.0%) 1€0.1%)
Others 000.0%) 200.7%)  000.0%) 100.2%)  000.0%) 000.0%)  000.0%)  000.0%)
*Radiologists who recorded over one hundred sheets.
(18) HAEKSE #51% #H65
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@ FRAEMBIEIERAFREHE 1Z2\T (Table
5)

100EEGILA EZE A L - R BHE @ X % BIfE A
FEEFEYIHETDE, 0%25H38.7T% EKELA
ERiic X b BMFRRBEBEECIEE IS v 5
bote, Lo, BIFRFREREH38.7%, 20.0%
LBV 2 AoERDEIfEROANEY BIfEAOESE
Bl Bs EBEBEARICE L, ThEk tx

= fin3 %k

635

hZh3.4% &3.8%1EA L, oK & 3IER
BEi -,

@ BERHEGELEFRAEERE T >WT
(Table 6, 7)

BEH KRS ENOEIEROREBE 1220
ml LAFC5.2%, 51~100ml ©5.4%, 101~150ml
T6.1% L&A oD IZR L, 21~50ml, 151~200
ml, 201~250ml T % h ¥ h14.2%, 15.0%,

Table 6 Adverse reactions by dose of contrast media

-20ml 21-50ml  51-100ml  101-150ml 151-200ml 201-250ml  250ml-
Total cases 58 572 3,614 66 20 7 2
Cases of A.R. 3 81 195 4 3 1 0
Percentages 5.2% 14.2% 5.4% 6.1% 15.0% 14.3% 0%
Sensation of 000.0%)  54(9.4%) 139(3.8%) 2(3.0%)  3(15.0%) 1(14.3%) 0(0.0%)
warmth or heat
Nausea 2(3.4%)  14(2.4%) 26(0.7%)  000.0%)  000.0%)  00.0%)  000.0%)
Vomiting 3(5.2%) 100.2%)  12(0.3%)  000.0%)  000.0%)  000.0%)>  000.0%)
Itching 000.0%) 7(1.2%)  600.2%) 1(1.5%)  000.0%)  0€0.1%)  000.0%)
Urticaria 000.0%) 6(1.0%) 1100.3%)  2(3.0%)  000.0%)  000.0%)  000.0%)
Flushing 000.0%) 200.8%0  100.0%)  000.0%)  0€0.0%)  000.0%)  000.0%)
Vascular pain 000.0%) 000.0%>  400.1%)  000.0%)  000.0%>  000.0%)  000.0%)
Sneezing 000.0%) 200.3%) 12(0.3%)  000.0%)  000.0%)  000.0% 0€0.0%)
Cough 000.0%) 200.3%)  200.1%) 000.0%)  00(0.0%)  0€0.0%)  00.0%)
Chest pain 000.0%) 000.0%)  100.0%)  000.0%)  0€0.0%)  0€0.0%)  000.0%)
Palpitation 00.0%) 000.0%)  300.1%)  000.0%)  000.0%)  0€0.0%)  000.0%)
Others 000.0%) 2(0.3%) 200.1%)  000.0%) 000.0%) 0€0.0%) 000.0%)
Drop out . 26 cases
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 614 2,582 623 27 8 4
Cases of A.R. 76 153 28 4 1 0
Percentages 12.4% 5.9% 4.5% 14.8% 12.5% 0.0%
Sensation of 5609.1%) 107(4.1%) 19(3.0%)  4(14.8%) 1(12.5%)  0(0.0%)
warmth or heat
Nausea 14(2.3%) 24(0.9%)  200.3%)  000.0%)  000.0%) 000.0%)
Vomiting 3(0.5%)  900.3%) 2(0.3%)  000.0%)  0€0.0%) 0(0.0%)
Itching 6(1.0%)  300.1%) 2(0.3%)  000.0%)  0€0.0%) 000.0%)
Urticaria 400.7%)  600.2%) 5(0.8%)  000.0%)  0€0.0%) 0€0.0%)
Flushing 200.3%)  1(0.0%) 000.0%)  000.0%)  000.0%) 0€0.0%.)
Vascular pain 1(0.2%)  100.0%) 1(0.2%)  0€0.0%)  000.0%) 0€0.0%)
Sneezing 000.0%) 11(0.4%) 100.2%)  000.0%)  000.0%) 000.0%)
Cough 000.0%)  2(0.1%) 000.0%)  000.0%)  000.0%) 0€0.0%)
Chest pain 000.0%)  100.0%)  000.0%)  000.0%)  000.0%) 0€0.0%)
Palpitation 000.0%)  3(0.1%)  000.0%)  000.0%)  000.0%) 000.0%)
Others 100.2%)  100.0%) 100.2%)  000.0%)  000.0%) 000.0%)
Drop out . 507 cases
FR 346 F258 (19)
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14.3% & B RAEME LR LI (Table 6), FE
5 &5k, 0.1~1.0ml/kg, 3.1~4.0ml/
kg, 4.1~5.0ml/kg T%& % 12.4%, 14.8%, 12.5%
L@ty 1.1~2.0ml/kg, 2.1-~3.0ml/kg
TH£45.9%, 4.5% LEHETH -1,

Lo LEVER B < £0.1~1.0ml/kg# 5 3.3
%, 1.1~2.0ml/kg #571.8%, 2.1-~3.0ml/kg

EEEE = - VSR ORIER

#E5T1.4%, 3.1ml/kg LIl EDBEET 0O % & 44
WCAESARE I s 5 72 (Table 7).,

® BEEFOTEAFELEERSEEHE RS-
T (Table 8)

EHFEA LTI, BEBEET8.1% %
EHRENR DS, BTERT5.9%, BEET4.0%
DIETH - Tz, MOFEAERTILEWERRAEEE X

Table 8 Adverse reactions by mode of administration of contrast media

Bolus v DIV Bolus+DIV 1A SI Others
Total cases 3,265 200 422 299 153 16 1
Cases of A.R. 264 8 4 3 9 0 0
Percentages 8.1% 4.0% 0.9% 1.0% 5.9% 0.0% 0.0%
Sensation of 189(5.8%)  2Q1.0%)  0€0.0%)  1(0.3%) 8(5.2%) 000.0%)  000.0%)

warmth or heat

Nausea 38(1.2%) 3(1.5%)  100.2%)  000.0%) 0€0.0%) 000.0%)  000.0%)
Vomiting 1300.4%)  2(1.0%)  1(0.2%)  000.0%) 000.0%> 000.0%)  000.0%)
Itching 1100.3%)  2(1.0%)  1(0.2%>  000.0%) 000.0%> 000.0%)  000.0%)
Urticaria 1300.4%)  100.5%)  2(0.5%)  2(0.7%) 1€0.7%) 000.0%)  000.0%)
Flushing 100.0%)  1€0.5%)  000.0%)  000.0%) 1€0.7%) 000.0%)  000.0%)
Vascular pain 300.1%)  000.0%) 0€0.0%) 000.0%) 100.7%) 000.0%) 000.0%>
Sneezing 1400.4%)  000.0%) 000.0%) 000.0%) 00.0%) 000.0%) 000.0%)
Cough 400.1%)  0€0.0%) 000.0%) 000.0%) 000.0%> 000.0%) 000.0%)
Chest pain 100.0%)  000.0%) 000.0%) 000.0%) 000.0%) 000.0%) 000.0%)
Palpitation 3(0.1%)  000.0%) 000.0%) 000.0%) 000.0%)- 0€0.0%) 000.0%)
Others 400.1%)  000.0%) 000.0%) 000.0%) 000.0%) 0€0.0%) 0€0.0%)

Drop out ; 9 cases Bolus: Bolus Injection,
DIV : Drip Intravenous Injection,
SI: subarachinoid Injection

IV : Intravenous Injection
IA : Intraarterial Injection

Table 9 Different contrast media and incidence of adverse reactions

iopamidol iopamidol iohexol iohexol inxagl:ate metrizamide  iotrolan Others
370 300 300 240 320 240
Total cases 120 4,042 91 1 70 3 16 21
Cases of AR. 3 233 32 0 18 0 0 1
Percentages 2.5% 5.8% 35.2% 0.0% 25.7% 0.0% 0.0% 4.8%
Sensation of 2(1.7%) 158(3.9%) 25(27.5%) 0(0.0%) 13(18.6%)  0(0.0%) 000.0%)  1(4.8%)
warrnth or heat
Nausea 000.0%>  36(0.9%) 1(1.1%) 000.0%) 5(7.1%) 0€0.0% 000.0%) 000.0%)
Vomiting 000.0%)  15(0.4%)  000.0%)  000.0%)  1(1.4%) 000.0%) 000.0%)  0€0.0%)
Itching 100.8%)  1000.2%) 1(1.1%)  000.0%)  2(2.9%) 0€0.0%) 000.0%)  0(0.0%)
Urticaria 1(0.8%)  14(0.3%) 1(1.1%) 0€0.0%) 3(4.3% 0€0.0%) 000.0% 0€0.0%)
Flushing 000.0%) 200.0%)  000.0%) 0€0.026) 1(1.4%) 000.0%) 000.0% 01€0.0%)
Vascular pain 000.0%) 2(0.0%)  000.0%) 0€0.0%) 2(2.9%) 000.0%) 000.0% 0100.0%)
Sneezing 000.0%)  12(0.3%) 2(2.2%)  000.0%)  000.0%) 000.0% 000.0% 000.0%)
Cough 000.0%) 300.1%)  1(1.1%) 000.0%) 000.0% 000.0%) 000.0% 0€0.0%)
Chest pain 000.0%) 1€0.0%)  000.0%) 000.0%) 000.0%) 000.0%) 000.0% 0€0.0%)
Palpitation 1€0.8%) 2(0.0%)  000.0%) 000.0%) 000.0% 000.0%) 0€0.0%> 000.0%)
Others 000.0%) 3(0.1%)  1(1.1%) 000.0%) 000.0% 0€0.0%) 0€0.0%) 000.0%)
High osmolar contrast media (meglumine diatrizoate) was given in one case.
(20) HABERSIE #51% 6%
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Table 10 Adverse reactions by each examination

CT P Arteriography ~ Venography Myelography
Total cases 3,408 619 162 149 16
Cases of AR. 207 59 10 12 0
Percentages 6.1% 9.5% 6.2% 8.1% 0.0%
Sensation of 136(4.0%) 48(7.8%) 9(5.6%) 7(4.7%) 000.0%)
warmth or heat
Nausea 34(1.0%)  3(0.5%) 000.0%) 5(3.4%) 000.0%)
Vomiting 14(0.4%)  1(0.2%) 0€0.0%) 100.7%) 000.0%)
Itching 9(0.3%)  2(0.3%) 0€0.0%) 3(2.0%) 000.0%)
Urticaria 12(0.4%)  3(0.5%) 1(0.6%) 3(2.0%) 000.0%)
Flushing 200.1%)  000.0%) 1(0.6%) 000.0%) 0€0.0%)
Vascular pain 2(0.1%>  000.0%) 1(0.6%) 1€0.7%) 000.0%)
Sneezing 13(0.4%)  1(0.2%) 000.0%) 000.0%) 000.0%)
Cough 300.1%)  1(0.2%) 000.0%) 000.0%) 000.0%)
Chest pain 1€0.0%0  000.0%) 0€0.0%) 000.0%) 000.0%)
Palpitation 200.1%)  000.0%) 000.0%) 000.0%) 000.0%)
Others 3(0.1%>  1(0.2%) 000.0%) 000.0%) 000.0%)
Drop out ; 11 cases
WTFhb 1 BUTTH -7, BEEhi s Ly,

ERAOEHLEFRBEHEE ST
(Table 9)

EEH OBEBIEIER O FESE X, iohexol
300%335.2%, ioxaglate 3204325.7% & & hs - 7=,
UL, BRI RAESE L, iohexol 30071
7.7%, ioxaglate 320%37.1% & ¥ 4> L 7=, iopa-
midol 3001%5.8% D EIE AFESE ©, BY K
CELIRTHoTe, ThbOBEFHIBEIL L B
WG 0H 5 b — IR T HEITE o,
PIEIERERZ M BIER EERE A T3, £E
MRt R & &% <12, iopamidol 300 & iohexol 300
OMENFEH I TEY, FAFhOEIERAZRE
BEEX17.5% (25/143), 36.9% (31/84) TH -
. Livl, SHREMFIOERL KT S &,
iohexol 300ikiz & A X — ADEMI L b5 X
hTEDH, FoOEHD iopamidol 300 & iohexol
300D BIfEH o R BE 12, 41.5% (22/53) &
39.7% (31/78) TRIEAUHETH -1, X, B
RERFHHE NE R 2 E B2 A 812 35\ T ¥ ioxag-
late 3203 E & L TliEEF CHERA I TED,
BIRER T40% (10/25), BHARERT15.6% (8/
55) DEIFAREFE CThH-7. L LiLoEY
FlXRER S FIF O LFHE IR TE bFHE

SERL 346 A25H

D BEE L BIfERREHE >\ T (Table
10) '

EREEINOBIEARESE R, FBIRERE
BEA9.5% EBmBEL, W CHIRERHS.1%
Thole, THhEH UEHELZ0%EED-
T

® BIERFELEBER Iz >\T (Table 11)

EIfERFEERNE, EHAEA R SEANTS
< 22361T, 573LAAA36H, 5 ~10423104, *
RANIBITH o7z, ThFhoRRTIL, EF
AUEE A eh o B 1F B L B REAS FE IR 1. % < 80.7%
T, KTHRA9.4% % b T e, EEFITEA
B®SALUATE, BEAUL.TBERLLL, KB
5325.0%, B, Wi, < Uexd316.7%TH -
fo. BEAEAK S ~105 T, #HFSH60.0%
EE L, ME30.0%, ek, BEERKHI20.0% D
IETH -7,

@ BYHEAEROT v A+ —[ELBERR
EHBE > \T (Table 12, 13)

EHEHRSF L 5EEROREDO S b D
%, SEIOEFHESICE ->TH33.8% & 5%
EBHETH -7, Fhiod LHITo SRS
XY EBIfFR D ed e 4 0136.1% T, ZEELED

(21)
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EBEE= — FEEFoBER

Table 11 Onset time of adverse reactions of

contrast media

During Within 5-10
Administration 5 Minutes  Minutes
Total cases 223 36 10
Sensation of 180(80.7%) 6(16.7%)  000.0%)
warmth or heat
Nausea 2109.4%) 15(41.7%) 3(30.0%)
Vomiting 9(4.0%) 6(16.7%) 2(20.0%)
Itching 4(1.8%) 7(19.4%)  2(20.0%)
Urticaria 2(0.9%) 9(25.0%)  6(60.0%)
Flushing 2(0.9%) 1(2.8%) 1(10.0%)
Vascular pain 3(1.3%) 1(2.8%) 000.0%)
Sneezing 6(2.7%) 6(16.7%)  000.0%)
Cough 1(0.4%) " 3(8.3%) 000.0%)
Chest pain 1€0.4%) 000.0%) 0€0.0%)
Palpitation 100.4%) 2(5.6%) 000.0%)
Others 4(1.8%) 000.0%) 1(10.0%)

Drop out ; 18 cases

Many cases have several symptoms which developed
either simultaneously or separately.

Events are counted separately.

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

Total Adverse
cases  reaction(+) Eercentsge
Previous CM(+) 2,357 162 6.9%
Adverse reaction(+) 7 26 33.8%
Adverse reaction(— 2,214 134 6.1%
Unknown 66 2 3.0%
Previous CM(—) 1,796 112 6.2%
Unknown 212 13 6.1%
Total 4,365 287 6.6%

CM : Contrast Media

6.2% & (2ER CFEAEME TH - 7o (Table 12),

N, TvAF—FOTwbDiE5.6%, 7V iL¥—
FEOHHHD1325.0%DEFBEREHEETHD,
TvAF¥-Bodsb00BFRBRERENS
Mhofe, ZvaAF¥F-—oBHloREREL BY

Table 13 Adverse reactions in relation to allergy

Total Cases ]__eig}':;?i) Percentage

Allergy (=) 3,985 222 5.6%
Allerty (+) 240 60 25.0%
Atopy 9 0 0.0%
Asthma 24 4 16.7%
Hay Fever 37 11 29.7%
Drug 77 21 27.3%
Food 55 22 40.0%
The other 44 7 15.9%
Unknown 140 5 3.6%
Total 4,365 287 6.6%

40.0%, TE¥HE29.7%, %*27.3%, WE216.7%,
BEOFEOM (AETRHADOD D) 15.9% TH -1,
7 VN F — OFESTRE D A D EIEERELESE
3.6% & A ich o iz (Table 13)

@ 7YV FArELEERBEEAHEBET ST
(Table 14, 15)

7Y F A N BT L ICERNL2, 0484 T Z DA
1764 (8.6%) IEIfERA %D, Zhizxil 7
) 7 A b A HEFT Lishs o TEMIL2, 146611056
(4.9%) wEIfERz R, HWHEINR B LIEX
FAZHBIEREERAE T, SECBEIERSR
H£HENE L T A P BTHTI.A4%, 7 A+ KT
BIT21.1% & 7 A b FMATHIO T D EIVE B RELEHR
FE DN D o o b, IER B M B IR K X BB,
EREWLFERTE, 7YV TALOFECY HE
R FREFE ICEERE R <7 (Table 14),

X, 7T AMBEED T oWTIRRRRT
3161 BIfER 2R e~ 7= (Table 15),

@ EIfeRA &% B izo\wT (Table 16)

287THI D EITEREM DN, 26361 (91.6%) »3¥E
BONEORWEEOSDTHY, 2361 (8.0%)

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

Institute Pretested  Adverse reaction(+) Not Pretested Adverse reaction(+)  Unknown  Adverse reaction(-+)
A 1,686 158(9.4%) 323 68(21.1%) 119 6(5.0%)
B 317 18(5.7%) 198 13( 6.6%) 18 000.0%)
(o 45 000.0%) 1,625 24( 1.5%) 18 000.0%)
Total 2,048 176(8.6%) 2,146 105¢ 4.9%) 155 6(3.9%)
Drop out ; 16 cases
(22) AHEREE #H51E F6F
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Table 15 Adverse reactions in pretested
population

Pretest- Pretest-

negative positive
Total Cases 2,041 7
Cases of A.R. 176 0
Percentages 8.6% 0.0%
Sensation of warmth or heat  128(6.3%)  0(0.0%)
Nausea 2001.0%)  000.0%)
Vomiting 700.3%)  0€0.0%)
Itching 6(0.3%)  000.0%)
Urticaria 7(0.3%)  000.0%)
Flushing 200.1%)  0(0.0%)
Vascular pain 000.0%)  0€0.0%)
Sneezing 8(0.4%)  000.0%)
Cough 200.1%)  000.0%)
Chest pain 100.0%)  000.0%)
Palpitaion 200.1%)  000.0%)
Others 4(0.2%)  000.0%)

Table 16 Adverse reactions and treatments

adverse reactions

Mild 263
Moderate 23
Severe 0
Fatal 0
Unknown 1

Total 287

Mild : No treatment

Moderate: Some treatment was given and patient
recovers in short time,

Severe : Hospitalization was required.
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