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Table 1 Number and categories of adverse reactions due to BCG vaccinations according to
the notification system (from October, 1994 until March 2006)

Infants
Total 4 yrs+
Subtotal 0 yr lyr  2yrs 3yrs
Total 925 738 506 198 29 5 187
1. Axillary lymphadenopathy 549 534 373 144 15 2 15
(greater than 1 cm diameter)
2. Local ulceration 129 76 49 19 7 1 53
3. Osteitis 10 10 - 7 3 -
4. Skin lesion 58 56 50 5 1 - 2
5. Generalized BCG-its 4 3 1 - 2 - 1
6. Other abnormal reaction 175 59 33 23 1 2 116
6A Adenopathy of other site 43 43 19 22 1 1 -
6B  Acute local reaction 23 7 7 - - - 16
6C Others 109 9 7 1 - 1 100

Note 1. 6C Others: Mostly keloid.

2. The total number of BCG vaccinations given during 1983 —-2004 was 25,766,000 for

all ages, and 13,821,000 for those aged 0—3 years.
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Fig. 1 Trends of number of notified cases of BCG-induced skin lesion according to age



Skin Lesion due to BCG/T. Mori et al.

bOEEH, LTFLIFREBYESIIREDDOIEND
Tld 7%\ Table H' “Other clinical diagnosis” & &M% b
DITIE, BRI, FIRRIEERINRAE, Btk
¥, WARTERALt B, BRAEARINE, &Stk Bk
WilE, ZIBIMABESS 1T oaEN5, AN
ORE IR Ak ROL G, WERE, 2o
BIESOR) (3 PERR L, B o (Eilit= T
B L) Bl LI ORRE % & &, Table
“Others” 121X BCG I3, #if%E, MR T IR,
PISFIEYE, /NEEPENRIIRRIE, WORvESEE, SRR R
WE, B THBHERFELZ SRR EN TS O
ihs,
INLESHIC IR &aatkokz] TR RE
P - Zofit] [CKBIL, FhoofiEa rbhizg
ROBA%ERDEFig 20 BYTHb, TDLIHIT,
WEBIIBWTH R ) 2 OBER ORI IZE L

Table 2 Frequency of case according to category
of skin lesions

Category' Number (%)

1. Generalized rash 74 (73%)
“Papular tuberculid” 24 (24%)
“Papulonecrotic rash” 13 (13 )
“Lichen scrofulosorum” 10 (10 )
Other clinical diagnosis® 6 (6 )
“Tuberculid” etc.? 15 (15 )
Not specified 6 (6 )

2. Localized lesion 23 (23%)
“Skin tuberculosis” 9 (9 )
“TB-granuloma” 4 (4 )
Others? 8 (8 )
Not specified 2 (2 )

3. Unknown* 5 (5%)

Total 102 (100%)

'Diagnosis in “*++” indicates what is mentioned in the literature.
*See text.

*No precise diagnosis is specified.
*No distinction between local and generalized lesion is mentioned.

M Generalized

20

111

Vo T, THOWTFNOEIML TW22%, WHH2ICHTH
DOMEGBOBEMHBE L Ve B % AT 1998~2002 4F,
2003~2007 4F D Hi % 5 £ O THEHRE R 2
E, ERTIEITED S S8 L 720 Z DA

I HEOIEBIDSHI % T2 5 48 I KIFICH 2 722 &
2E230T, THTEITHLS 10N H S TR
LTw5b,

RIZINS 2BIZOWT X VNI 5, D%
Frcid Lt o B0 42 S 5B AA T4 e #1944 %
AL, THE, DEENZNT704:, 13235 s L,
EICHBEIARIIC [HREET - WIEIE] (BEREERAL & 1
BOTAATE L 72D D) ITBHE L 72,

I agMoky B30, |36, WA
HeHl, BIELTZZ LBOERIZ6 N HE TH
57%, 127 A £ TH88% (Rit) THh b, HHBMERL
HEToOMMIZ, 2BUHNS 9% H 5N, £ FZ0H%
T, 1AW 62% (FEH), 27 AN 94% ()
ThHbo —J, 2EZBITHRELZHZDL 20D - 72
QNEFRAERTHER 6 7 HICHFEICEM, 3mE 5%
THAE) Y5

NS OREARE, i, MR SR 5T %
BEEZRILTWEY, RS [RnaTe <12
LERBENTV B DRE v, RBORLHEIZ, 195, #L
B, A, HUDPEEE, 4 OFBOKRE S D ERLS
Kbi, KEK, ZhUUEEHL4TH D, HERFWIT A
RMWENTWDEHDIE3BHH -7, 09 LK
WHF B 2R BT L & S B [ E 2 WEENE | [Langhans
EMifa] % EhmmsnTcuwsnid26l (67%) Tho
720 WERRHEZEZ: EIEREM I N T, Fofliicix, 4
Wk %, BIEMGHEO N - 358, ANPEME R,
B g - FLBHOTNE, FhEk - ) YRR S L
LI ENTWA,

PR 25 B ISR 2 SR S N3 4 B (6%) B

OLocalized

18

16

14

12
10

Number

(=R S )]

1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008

Publication year

Fig.2 Reported number of cases of BCG-induced skin lesion according to type of lesion and year of publication.
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Original Article

RECENT PROBLEM OF SKIN LESIONS INDUCED BY BCG VACCINATION

"Toru MORI and >Yuko YAMAUCHI

Abstract [Purpose] To study the recent trends of occurrence
of skin lesions as adverse reactions of vaccination with Bacillus
Calmette-Guérin.

[Materials and Methods] The Reports of Vaccination
Adverse Reaction Notification by Ministry of Health, Labour
& Welfare, and literature retrieved from the Japan Medical
Abstract (Centra Medicina Revuo Japana) were reviewed and
analysed.

[Results and Discussion] There has recently been an
increasing incidence of skin tuberculosis-like lesions as
adverse reactions of infants in Japan due to BCG vaccination.
According to the reporting system of the adverse reaction of
vaccinations, the incidence rate per one million vaccinations
was 1.7 from 1995 to 2002 but raised to 11.8 from 2003 to
2005. A similar trend is also seen in case reports in publica-
tions. A total of 102 cases were reported in the journals and
conferences, out of which 74 were 1) generalized skin rash
and 23 were 2) localized skin lesions (the remaining five could
not be categorized). Type 1) and type 2) lesions roughly
correspond to tuberculids and true skin cutaneous tuberculosis
(including wart and lupus), respectively, for skin tuberculosis
due to Mycobacterium tuberculosis. The recent increase of
these reactions is mostly attributed to the increase in the
former type of lesions, which may be associated with the

concentration of the BCG vaccination among infants especially

after 2005 since when the vaccination has been targeted only
at those aged less than 6 months under the new vaccination
policy. The prognosis of both lesions is quite good. The anti-
tuberculosis treatment was given to only 20% of the former
cases and 75% of the latter cases (including surgical proce-
dure), and all were cured or subsided. There were several
cases with serious underlying conditions such as severe
combined immunodeficiency and Kawasaki disease in the
former category.

[Conclusion] This type of adverse reaction warrants no
serious concern; however, staff members should be able to
recognize it adequately so that they can manage it properly

and not seriously worry the guardians.

Key words : BCG, Tuberculid, Skin tuberculosis, Adverse

reaction
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