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I gkele #A7E Aok o (Milstien, 1990).

Lotte & AT Al A7t 224 T &S F0L R
=Y, F7FgAdAME  doseresponse TAZF FAEATH(Lotte A. 1984,
Myerges, 1986). &&= Glaxo #F=2 AE&HFS HFs A T4 V=
= 0.1/1,000% o] Ak, 2 LAl A Glaxo #F2 HETFHS AL
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vkl - frob A 13F Fol #E3I 2AEAE Y HA
lem o9 @24 Bzt 1.3%ANA YA s53ts F¢-= 0.84%0
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A= BRALE T3l AN 23 dzddo] B 4= 012% %L, 3
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4087 ol aL, LASHA A= 1,242% o] A
AFoidate] e FA7E 8959 (54.2%) 1 3L, SAAF7E 7557 (45.8%) ] A

o AQeg2s HEA(SEA e FAA)dl AFshe A7F 4327%(26.2%)

o
H
N
o,
b
>
n
2
A
N

&= A7F 1,218% (73.8%) 01 k. BCG MW 5 =

t

029 % kg WAlS S BCG &S e Ae 23 (1.4%)°]1L, 039 %
kst WS T3 BCG HES w2 A 4399 (26.6%)°13, 04d% AJ4)
g MAS B3 BCG HTS w2 A= 1,172%(71.0%)°] i, 059 % A Aksh
WS 53 BCG AES &2 A= 16W(1%)°l AT

BCGE AHFst= A7I7F &4 F 30d ool HEFS A= 1,067
(64.7%)°13L, &4 F 3144 365¢ Wl HE A= 5787 (35.0%)°l 1L,

24 F 3669 o Fo] HEWE Ar 59(0.3%)0] ATk,
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F2. A7 WA LRbEQ 54
A 2004 2005
N (%) N (%) N (%)
A 1,650  (100.0) 805 (100.0) 845 (100.0)
S 408 (24.7) 182 (22.6) 226 (26.7)
T &
WEzd 1242 (75.3) 623 (77.4) 619 (73.3)
o 895 (54.2) 435 (54.0) 460 (54.4)
4
= 755 (45.8) 370 (46.0) 385 (45.6)
Ul = Al 432 (26.2) 161 (20.0) 271 (32.1)
A9
ZNEFEA 1,218 (73.8) 644 (80.0) 574 (67.9)
02 23 (1.4) 23 (2.9) - -
BCG 03 439 (26.6) 438 (54.4) 1 (0.1)
. _
RN 04 1,172 (71.0) 344 (42.7) 828 (98.0)
05 16 (1.0) - - 16 (1.9)
0~30¥ 1,067  (64.7) 478 (59.4) 589 (69.7)
HE A7 31~3659 578 (35.0) 322 (40.0) 256 (30.3)
366 ~ 5 (0.3) 5 (0.6) - -
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1-2. &Xztel YutHol 54

AT (BCG HE F olddrE HAS A F 4082 Z A 2004192
1827 (44.6%), 20051 2267 (55.4%)°] A T}

A2 A GArb 2547 (62.3%)0]1 3, o A7F 1549 (37.7%)°] AT
Adoze EANSEEA e FIA) ATt A7 1447 (35.3%)°] L
NEFEA(Z)ol AF38he AF7F 2649 (64.7%) 0] AT BCG WA EE 29 %

kst WAls F3 BCG HES w2 Av 2% (05%)°la, 03d% At

W
rd

WS T3 BCG HES WS A= 1007 (245%)°13, 049 %=

o
i
ro
1z
>

S %3 BCG HETS we Ae 2979 (72.8%)°13, 059 % Ak

rok
1=
>
filo

53 BCG HE S w2 A= 99 (2.2%)°l ATt

BCGE AHZF3t= Al7IZE &4 F 309 ool HEF A= 2929
(71.6%)°13L, 4 F 314X 365¢ ool HFI A= 113 (27.7%)°]
A, EAF 3669 o] Fo HELE A= 39 (0.7%)°] 3
, B 31.13+41.04¥ 0]l e™, BCG A
T 5 HzAYE TANA A8 FYES 1059, FS 133.70£99.34

dolx, &4 F dzAYg FANA LA FU4FE 13201, HF
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#3. Ao dRkAd 54
A 2004 2005
N (%) N (%) N (%)
Z7 408  (100.0) 182  (100.0) 226  (100.0)
= 254 (62.3) 108 (59.3) 146 (64.6)
44
o 154 (37.7) 74 (40.7) 80 (35.4)
o E A 144 (35.3) 56 (30.8) 88 (38.9)
2 4
71 EFE A 264 (64.7) 126 (69.2) 138 (61.1)
02 2 (0.5) 2 (1.1)
03 100 (24.5) 99 (54.4) 1 (0.4)
BCG WA &
04 297 (72.8) 81 (44.5) 216 (95.6)
05 9 (2.2) 9 (4.0)
0~30% 292 (71.6) 123 (67.6) 169 (74.8)
A A7 31~365<Y 113 (27.7) 56 (30.8) 57 (25.2)
366 ~ 3 (0.7) 3 (1.6)
3113 + 41.04
*HE A7 (D) 35.87+58.76 27.37+15.43
(269)

133.70 £ 99.34

148.62+120.15

121.69+76.90

(105¢)
o 163.70 + 106.01
A & FrEd WA A7 (YD) (1329) 183.13+129.35 148.06+79.50
=

14 -



Y1, HE F BCG o] AHEg A A7)
(34)
? -
6 |
5 .
4 .
5 |
2
1
A\
0
0 3 &6 %8 1 1 1 2 2 2 3 3 3 3 4 4 4 5 5 5 6 6 6 ??HPJ‘:IUI
O 00O 2 5 8§ 1 4 7 0 3 6 8 2 58 14 7 03 6 2 5 °-F
o o0 00 O0COCQOOOOOOOQOOoOQOOoOOoOoOoOoao o o
¥4, A7 L BCG ol AN wAd 3
TAd (¥)
0~60 61~120 121~180 181~240 241~300 301~365 365~ Al
0~10 N 2 8 2 1 0 0 0 13
(%) (154) (615) (154) (7.7) (0.0)  (0.0)  (0.0) (100.0)
11~20 N 8 30 17 3 1 1 1 61
e (%) (13.1) (49.2) (2790 (49) (1.6) (1.6) (1.6) (100.0)
= 21~30 N 14 108 54 16 5 7 14 218
) (%) (64) (495) (248) (73) (23) (32)  (64) (100.0)
(¥) 31~60 N 17 48 22 5 6 3 5 106
(%) (160) (453) (20.8) (47) (57) (28) (47) (100.0)
61~ N 3 3 4 0 0 0 0 10
(%) (30.0) (30.0) (40.0) (0.0) (0.0) (0.0)  (0.0) (100.0)

- 15 -




50
45
40
35
30
25
20
15
10

o

e

€HEEZ BCG HTol WE o4

)=] BNel

1__.—0_‘

Lt

e

2

o

HH, dZ=2

i

Zo] YEFA T Cochran-Armitage Trend

wel

A EA%HoR fo8A

1

2|
=

2d

38

4%l

58

62

- 16 -

74

8

o

108 118 12&

o)
Ly



e 197.09%8 . 2 e

o
Y

3

A

14 YU HZE 1215819 = 182w o2

20059 A IAWAHZE 114,66870 = 26700 =

%

) ol
7 BN
: = =
S s = BN
e o ol <
W 5 o
T =
N o
o] B o
R &
e o
g g g | g s 0 o7 R
) : o ;SN
= A
o 2 T 5
= X LI
D X M <
8 W o o
u B T o 2
H o oy <) —
W N
=2 W R Nl
el N o — s
st %o — N
O Ho Ci n.o_.o
0jo g g 3 8 3 ° N
£ I w K e
0 n _ﬂ_/
o 3l >
0
m m(_.\ olo M_.oﬁ_
M ma = %
mE —io \l‘A_.O w
H o ° 2
B! = F
O o
o s s s 8 8 8 s s " W <
w s 8 B 2 2 % 8§ B )
1 (q\|
i

- 17 -

1 o gith,

¥
Rt

o

529,071



2. fgeelo mE Xzt =79 XH0|

BCG HZE ¥ o]4rbgo] A (AT 4087 (24.7%), LA A

V]

A (M ET)E 1,242 (75.3%)01 At S hxe] EA4L oS &
5¢} 2t}

Adacle mEt BT gzl o)z deA GolrR ] 98|
Chi-Square TestE At A3, ¥ we} BCG o] REg THAS Hlust
W, B2 G 2547 (62.3%)01 2L, A} 1549 (37.7%)01H, RS Fat
6418 (51.6%)°1 3L, A} 6019 (48.4%) 0.2 Ao wel F93F Aoz
THp-value=0.0002). Ao w2} BCG o]/dnts TAS Blustd, Sakre

WEANEEA] Ee FJANo AFste HlE&o] 35.3%(144%)0]aL, 7IEFEA]

X
s
fr
g
13

(2)oll AFEE HlLo] 64.7%(264%)01H, HETL HEA|(EHA

Al A

N
ofs

e Hlgo] 232%(288%)0lx, ZIEFEAI(E)Sl AFEE HLo|
76.8%(954™) .2 A o we} 2pol7t Fo3k Ao ' Ve (p-value=<.0001).

BCG HE dAx=o] wel BCG ol Adrg @AS HwshH, x-S 2004

olr, dE72 2004de] HEFS HlEo] 623 (50.2%)°] 1L, 2005 HFgh
H&0] 6199 (49.8%)2 2 BCG HEF dAxd wa} Fo3tA &2 o=z
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#5. AgeE AT 2T Aol
Al kI =T P-value
N (%) N (%) N (%)
A 1,650 (100.0) 408  (100.0) 1,242 (100.0)
=1 895  (54.2) 254  (62.3) 641  (51.6)
4 0.0002
= 755  (45.8) 154 (37.7) 601  (48.4)
=A] 432 (262) 144  (35.3) 288  (23.2)
2] & <.0001
Z1EF=A] 1,218 (73.8) 264  (64.7) 954  (76.8)
2004 805  (48.8) 182  (44.6) 623  (50.2)
qE 9= 0.3624
2005 845 (51.2) 226 (55.4) 619  (49.8)
02 23 (1.4) 2 (0.5) 21 (1.7)
03 439  (26.6) 100 (24.5) 339  (27.3)
BCG W21 & 0.1198
04 1,172 (71.0) 297 (72.8) 875 (70.5)
05 16 (1.0) 9 2.2) 7 (0.6)
0~30¢ 1,067 (64.7) 292 (71.6) 775  (62.4)
HE A7 31~365¢ 578  (35.0) 113  (27.7) 465 (37.4)  0.0008
366U ~ 5 (0.3) 3 (0.7) 2 (0.2)
30.23+28.98
*HE A7I(Y) 31.13+41.04 29.93+23.7
(28¢)
- 2 YRATEEEA, (FYA) Y.
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#7. AL 2o 2ALEHIALA 2
T T Estimate Standard Error P-value
Intercept -1.0987 0.0682 <0.0001
4 4 0.2249 0.0591 0.0001
A9 -0.2855 0.0629 <0.0001
AE d= -0.0574 0.0589 0.3301
qE A7 -0.2079 0.0632 0.001

log[y]=-1.0987+0.2249x 4 ' -0.2855x A -0.2079x & A] 7|

23 -



=<

8. YF L odds ratio =4 A

- = OR 95% C.I P-value
4 04 s o 1.568 1.244 1.977 0.0001
2 YEA] vs 7EREA] 0.565 0.441 0.723 <0.0001
HE A% 2004 vs 2005 0.892 0.708 1.123 0.3301
HE A7) 31Y~ vs 0~302 0.66 0.515 0.845 0.001
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WS odds ratioZ} 0.565(p-value=<.0001)°]™, HE Al7|7F 24 3 31¥
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g odds ratio”} 0.66(p-value=0.0001)°. 2 €} T}
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= ABSTRACT =

A Study on the Occurrence of Adverse Reaction after the BCG vaccination

Eun Jung Oh
Graduate School of

Public Health Yonsei University

(Directed by Professor Ohrr Heechoul M.D, Ph.D)

The objective of BCG vaccination is to structure the means of defense against
the tuberculosis before one is infected to mycobacterium tuberculosis which has
high possibility of outbreak by vaccinating the microbe; however, once BCG
vaccination is done with live bacilli, it cannot be avoid from a minor adverse
event because bacilli still exist in the vaccinated person until the person
becomes immuned from tuberculosis.

This study set the people applied for the treatment cost for the BCG adverse
event(the people with BCG adverse event) as the patient group (408 people)
and set the people without BCG adverse event who also had the vaccination
on the same date at the public health center as the control group (1242 people)
among the people who had the BCG vaccination from January, 1st, 2004 to
December 31st, 2005. It examined the actual condition and characteristics of the
adverse event after the BCG vaccination, and analyzed the factors that affect
the onset of adverse event using the information such as vaccination period,
gender, and region.

As a result of univariate anlaysis (test of independence), comparing the
occurrence of the BCG adverse event according to the gender, the patient

group( people with the occurrence) was 254 persons for men (15.4%) and 154
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persons for women (9.3%), and the control group (people without the
occurrence) was 641 persons for men (38.8%) and 601 persons for women
(36.4%). Comparing the occurrence of the BCG adverse event according to the
region, the patient group who resides in large cities (special cities or
metropolitan cities) was 144 persons (8.7%) and the control group who resides
in large cities was 288 persons (17.5%); and the patient group who resides in
other cities (province) was 264 persons (16.0%) and the control group who
resides in other cities were 954 persons (57.8%). Looking into the occurrence of
the BCG adverse event according to the period of time of the BCG vaccination,
the people with the occurrence of the BCG adverse event after the vaccination
within 30 days after the birth was 292 persons (17.7%) and the people without
the occurrence was 775 persons (47.0%), among the people who had vaccination
between 31~365 days, the people with the occurrence of the BCG adverse event
was 113 persons (6.8%) and the people without the occurrence was 465 persons
(28.2%), and among the people who had vaccination after 366 days or more
from the birth, the people with the occurrence of the BCG adverse event was
3 persons (0.2%) and the people without the occurrence was 2 persons (0.1%) ,
which was statistically significant.

As a result of multivariable analysis (logistic regression analysis), for the
vaccination period, the odds ratio that BCG adverse event occurred was shown
as 0.66 (95% C.I., 0.515-0.845) for the vaccination after 31 days from the birth
compared to the vaccination within 30 days after the birth; for gender, the
odds ratio was shown as 1568 (95% C.I., 1.244-1977) for men with the
occurrence of the BCG adverse event compared to that of women; and for
region, the odds ratio that the BCG adverse event would occur among the
people who had vaccination in other cities compared to the people who had
vaccination in large city was shown as 0.565 (95% C.I., 0.441-0.723). which is

statistically significant.
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From the result of this research, the vaccination period, gender, and region
were indicated as the factors that affect the occurrence of the BCG adverse

event.

Key Words: BCG, Adverse Reaction
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