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The pretesting of contrast medium is world widely recognized to be an invaluable method to
predict the adverse reactions. It was still required to perform on patients who shall have a
contrast examination until recently in Japan. In May of 1990 the contrast drug package insert was
reviewed and a statement of “there is no known method to predict the adverse reactions”’ was
included. Although two reports suggested that the percentage of not performing the pretesting
was increasing gradually since then, the clinical communications between institutes did not
support the truth. This study investigated the problem by surveying the area in Kanagawa-len
neighboring to Tokyo and revealed that : 1. The percentage of non-performing the pretesting is
high in radiologist and urologist (both are 40%) but low in other physicians (18%). 2. The risky
performances of pretesting in the area without emergent equipment are occurring daily. 3. The
percentage of the approval to abandon the pretesting increased significantly (from 46% to 89%
with p<0.01) after the accurate information on pretesting was given. 4. To prevent the tragedy
caused by risky performance, actively contacting with and offering the information are necessary.
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A 1 RBEDER
FEHXRLIN2Eo G b, 2405 (BT 64%)
PR E T & 72, B TIT RS IREL 45, WIR
2t 40, NFE 36, HEE33, BaFER19, TEEERAN
BH11, {E1LEREL5, #ESLA F 213 2 Db F 36
EVIHRTH- T, BERELZEHL T2
206 &AL (HHALTWwWhwEHZELZ 4%
B <), Ko#ER»/L NI, T, —HNERIC
FEERIZEOH % HiE L T b,
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72 (Table 1),
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Table 1 Informed consent : persons who and the way
how to explain the methods of examinations and the
adverse reactions induced by contrast medium

Persons Method
Referring physician 129 Orally 183
Examiner 50 Document 7
No informed consent 11 Both 19
Case by case 22 No answer 17
No answer 14

Total 226 226
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Table 2 Notice on the reformation of drug package inserts and the performing of pretesting

Noticed of reformation 148(65 %)

Not noticed 74(33 %)

No answer 402%)
Performing of Reformation of inserts Total

pretesting Noticed Not noticed No answer

On all patients 81 45 130(58%)
Not performed 44 14 — 58(26%)
Examiner decision 15 11 = 26(12%)
Case by case 1 1 = 2
No answer T 3 — 10
Total 148 74 226

DiE 33% TH - 72 (Table 2).
C. F7T A D&Mz >WT

T T A P OIEMITHIZ 26%TH - 72, B
THU B 58%IIEZZT B BEZICFHT 2 b
PEML T, FMT A 275085028
TR 20012 12% Tdh - 72 (Table 2).
d. FM7T 2 F ORATHIR

FhE7T AP OMITEEE LT, BED79%
(106/134) »*T 2 FHT > 7Nz & 2Tl 2 +
2EBL B, TAVEAT>7LTFHT b
BT IN—7TO [FWMT A+ % KiAT4 2 W
EGFT] IZOoWTE “BRFE > Tuin”, 5“4
RBEE" ThHotz, —Fh, T4 T b bRFT
TEITN—T7TDIFEA LI “BREBER & “BE
' Thote, B, KEBIWTL2FHT 2
F D#EREFERL T3 (Table 3).
e. FT A 2T T 2B EIcOWT

FHT A Mg [ERAIC SRR 2 Tacx
5] e EEZ B WD 26% (56/226)
Thok, ZOMOEHIZ [TKEEOBE ] 25%,
TEMOBHH F 22ELIC - T n] 21%,
[BE DML L BIRY F 2R +4r ) 15%, [F
HTELWEGD 2 TWBNRALE T R-Tw
5] 4% EDIETH - 72, HiFi-BHOH T,
—HFLWEHZ (MR0E#HcLsL0] Th
272 (2%). B, HIFrLToBmAE L TH
FXBEH > T T N—T L7k o 727
— 7 L DRI IZFEES A - 72 (Table 4).

f. #5lo ik

B TORRBRNIEE £ 2. 5 72O REHD L i
SHERL WRBELD 28 E ZNUSNOR > s
L TH, BAHEREITIE, FHTAF24Tol
HITAT ) W (38%) 3—BiEHD - 1285, BATT
BFEOWRT 2> T2 (80%) & FiHiT 2 b

Table 3 'What the contrast medium used, when and where to perform and whether or not to record the results of

pretesting
Contrast medium Test ample Vial Others
used from 106 28 0

When to perform Right before One day Not for certain
the pretesting examination before

51(25/26)* 10(10/0) 78(76/2)
Where to perform Examination room Ward Others such as clinic
the pretesting _ 31(6/25) 13(13/0) 48(47/1)
Recording the results Yes No Decision by examiner
of pretesting 109(99/10) - 13(3/10) 18(12/6)

* The parentheses stand for the answers of using (test ample/vial) for pretesting.
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Table 4 The reasons to perform the pretesting and the relation to the notice of reformation of inserts

Reasons Reformation
(multiple choices) Noticed Not noticed

a) Pretesting is able to predict the reactions 30 26
b) Did not notice the reformation of inserts 0 19
¢) Abandenment is not lawfully recognized 36 12
d) Patients’ comprehension are not good enough 28 6
e) Traditions in the hospital a4 21
f) Requirement from the other department 4 0
g) Realizing that pretesting can not predict

the reactions by doing it without reasons 21 11
h) Others 6 5

Table 5 Comparison on the performing of pretesting, notice of reformation and approval of abandonment between

speciality
Radiologist Urologist Others
Preforming on all patient 17/45(38%) 20/40(50%) 93/141(66%)
Not performing 17/45(38%) 16/40(40%) 25/141(18%) ¢
Notice of reformation 36/45(80%) 27/40(68%) 85/141(60%)
Approval of abandonment 36/45(80%) 27/40(68%) 79/141(56%)
# p<0.5

IERRE (80%) 3—F#E» -7, LaL, 2h
LICIIMEHAEED A S Nk - 72,

F T 2 b DIEMATERIZHAEL & WRESRET
IR L TH B0, LSR8~ B L
2fEDENH Y, FEEHNL LN (Table 5).
g, FMTAPEREET A LIZDOWT

FhET A b ZSNED & ) ICBEIET 2 DI L
T b D3 4K 63% (142/226) T, BE1LIC K
4B L DIE28% (62/226) TH -7z, BEilkF
IS [FTAFE2EBL T30 E
), [HALELZH > TWbEL] EvnoE
& BT A S e h - 72 (Table 6).

B 2 RBEDHER

2 RAEZEDRUEIT 62% (98/158) ThH - 7.
[1KFEIERH ETFHT A P OERHEIZ DN
TRIZIE-72) EIZELZ L DI 80% (79/98)
THY, 20%Ii3 [Fic izt -72) rEEL
7.

[Fh7 2 Fohib2REIT2FEFH D] &
L7z 81%TH N, ZoH b [HIME K
L7zw] EEIEL DL, T3 HEvIskick
FlLzzv] YEAELDIRFNFN64%E 17%

FRLSFE 1L H25 H (61)

Thotz, [FHEEZTWIW] LAEL 20
109% L& 7ch - 72 (Table 7).
2RPEICB AT [FHT A b ik % Fijm &
AT A | S &L i 1 KRN O T
T A DEHOEFE, HD5VIETHT A BRI
B E 2 RTE R & 2R <, BEEIC
BN Twi, S50, 2 KA b 6T
Z b vk LA 2 ik ), oo b 11
Hiz2kMAEMMKEIAARICPIEL TWa
(Table 8),

TTIZ 1 RBERFCTMT AP 2PEL TV
Wik % BnT, FMTF R 2L TW5H 70—
T OADFEILEERIZOWT 1 ke 2 KENZE
2R3 L, [BIEER] 7 46% (79/171) »* 5,
(et 528 0] A989% (65/73) & &ML T
72 (Table 6, 8).
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Table 6 Distribution of the considerations on the abandonment of pretesting in the group of performing the
pretesting and the notice of reformation of drug package inserts

Pretesting Abandonment
Approval Against No answer
Performing on all
patients 58(161)** 56(164) 16(98)

Not performing 55(170) 0 3(15)
Examiner decision 19(104) 4( 18) 3(14)
Case by case 1( 1) 1( 3) D
No answer 9( 33) 10 1) 0

Reformation
Noticed 100(377) 35( 96) 13(58)
Not noticed 40( 89) 26( 80) 8(66)
No answer 2( 3 1( 10) 10 1)

* % The parentheses stand for the numbers of the examiners in the institutes,

Table 7 The results of second survey on opinion of the first survey and the plane for pretesting

The survey helped in their practice 79(80%)
No change in their practice 19(20%)
Abandonment of pretesting
Actively considering 63(64%)
Considering in the near future 17(17%)
Not considering at all 10(10%)

No answer
Had been abandoned

2 (one of the answer returned in three months later)

Table 8 The changes of the considerations on abandonment of pretesting between groups that preforming and/or

against the pretesting

Types of group in lecover rate

Abandonment of pretesting

the first survey of second survey Actively Near future Not at all

Perform, against 30(54%) 21 5 4

(56 answers)
Examiner, against 2(50%) 1 0 1

( 4 answers)
Perform, approve 33(57%) 24 8 1

(33 answers)
Examiner, approve 8(42%) 6 0 2

(19 answers)
Total 52(71%) 13(18%) 8(11%)
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