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The authors carried out a clinical trial of hepatitis B vaccine. Our study was
comprised of 16 males and 2 females of high risk who received subcutaneous
injections of HB vaccine at 4 and 24 weeks after the initial vaccination. One
dose of the vaccine contained 20 ug of HBsAg protein.

Of these subjects, 88.9 per cent (16/18) developed a primary HBs antibody
which was measured by radioimmunoassay. HB vaccinations were highly effective,
but 6 males were low responders (cut off index<9.9), and 2 of these 6 low re-
sponders showed a decrease in HBs antibody levels at 38 weeks after the initial
vaccination. These low responders required another injection of HB vaccine.
Since the 2 non-responders and 6 low responders were all males, it is likely
that males tend to have a weak response to HB vaccinations. Of the. persons
vaccinated, 55.5 per cent (10/18) developed a primary HBs antibody which was
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measured by passive homoagglutination.

response on the radioimmunoassay.

All of these persons showed a good

Side effects were seen in 7 of the 54 injections, including a sore arm in 4
injections (7.4%) and fatigue in 3 injections (5.3%). Most of these side effects

were seen after the initial vaccination. No serious side effects were experienced

in HB vaccinations. Thus, HB vaccinations appear to be safe.
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f#H Lic HB v 7 = v ¥ JLEFRATELC,
HBs $i/E#:, HBe HiiEEMED EiEBRME* +
Y 7 D M b BERE BT HBs $if
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HELERLT, £0HK, 60°C, 105HDBLE
& 37°C, 96 B5fdlD 0.05% A=Y VALEY L
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mEhTh5,

HB v 7 5 v o B jiu% HBs HiR Bl s
LT 20 pg ZWEl, 488, 24 850 3EET
HS Ui, 438 (Table 1, No. 1) iz 10 pg
HRERICERE L. wEy 7 5 vERERIC HBs
PR (RIA 35), HBs #iff (RIA i & PHA #5),
GOT, GPT, v-GTP %, 438#, 24;B#oOv
75 vEETERT & 28 3 7% 1< HBs Hifk (RIA
L PHA #:), GOT, GPT, y-GTP % #IE L
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Table 1. Characteristics of 18 persons with hepatitis B
vaccine inoculation and anti HBs response by
weeks after initial hepatitis B vaccine inoculation
by RIA (cut off index).

(5105 H45 1984

" Table 2. Anti HBs response by

weeks after initial hepatitis
B vaccine inoculation by
PHA.

No.|age|sex| occupation | 0OW 4 W 24 W 28 W No.] 0 W AW | 24W | 28W
1 4| M — —(0.2) | —(0.6) | £(1.9) | +(30) 1] — — — 2
2|25 | M| surgeon —(0.4) | —(0.9) | +(9.8) | +(9D) 2 — — — 28
3126 | M | surgeon —(0.4) | —(0.5) | +(2.6) | +(29) 3 - — — 25
4126 | M| internist | —(0.5) | —(0.2) | —(0.4) | —(0.4) 4| — — — —
5|28 | M| internist | —(0.3) | —(0.3) | +(19) |+ 5| — — 23 25
6|28 | M| internist | —(0.2) | —(0.3) | £(1.9) | £(1.7) 6| — — — —
7129 | M| internist | —(0.4) | —(0.2) | —(0.4) | —(0.4) 7! — — — —
8129 | M| internist | —(0.6) | —(0.9) | +(13) | +(71) 8| — — 26 21
9130 | F | nurse —(0.3) | —=(0.6) | +(2.0) | +(19) 9 — — — 25

10 | 30 | M | surgeon —(0.3) | +(2.2) | —=(0.8) | +(2.5) 10! — — — —

11|30 | M | internist | —(0.4) | —(0.4) | +(4.1) | +(20) 11| — - 24 25

12 | 31 | M |orthopedist | —(0.4) | —(0.6) | —(0.9) | +(1.4) 121 — — — —

13 | 31 | M |orthopedist| —(0.2) | —(0.3) | —(0.7) | +(4.0) 13| — —_— — —

14 | 32 | M |orthopedist| —(0.2) | —(0.3) | £(1.7) | +(47) 4| — — — 28

15132 | M | surgeon —(0.4) | —=(0.4) | —(0.7) | +(7.5) 15 — — — —

16 | 39 | M |orthopedist| —(0.3) | —(0.3) | —(0.6) | £(1.1) 16| — — — —

17 | 44 | F | housewife | —(0.3) | —(0.5) | +(4.6) | +(7.9) 17| — — 28 21

18 | 53 | M | internist | —(0.3) | £(1.6) | +(18) | +(100) 18, — — 2t 2
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ABET B X O ICIRE L., X HICERMERC b
Fna% L.

B ®
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v 7 F V=K O HBs hifk% RIA 3K CRIE
4%& (Table 1), HBs ¥ifkit v 7+ v 8
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BERRME 1 % (5.6%), B 14 (5.6%), 248
% (2 BEE) CTIXRETS (38.9%), 5
Btk 3 4 (16.7%), Btk 84 (44.4%) TH»
7o, 28EME (3 [EEER) T4 (1.1

%), BRI 34 (16.7%), Btk 134 (72.2%)
TH 7. A EFEHE D cut off index TIX
0.9 L F o non-responder 2324 (11.1%),
1.0~9.9 ® low responder 7 64 (33.3%),
10 LA ko good respohder M 104 (55.6%)
THole.

Low responder @ 5 bLyj[Elv 7 F v & 38
HE#%ic HBs #ith% RIA B:CHIGE L7 No.10
L 130 BEMIL £h Fh cut off index T2.5
(BB, 4.0 (BBik) 25 1.9 (BB, 2.8 (B
) MET LT,

PERIDORRE TIE, BHEX 16405 B 2805
non-responder, 6 4 3% low responder TH -
728, THEIX 2 4L b good responder TH -
1.

RO RE T, 3E EEED cut off
index X BEASD 4%D BRT30, HKFERD
5320 Bk 100 & 7o b , £iC good responder
ThoTe.

HBs ¥ifk# PHA #:cilE 3% & (Table 2),
| EEER e B, 2 EEERE 5 B0
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® 10 411 RIA ¢ 4B good responder, &
M 8 1% RIA $:CI1E3XT low responder
(64) & non-responder (24) THo'c.
=B oEMERE Tk, low responder D
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REDXETHD, BREOEL PHA ETHEL
- HikpgEn® %, RIA g cut off index 10LL
& L7 good responder DEERE & TIXF—
LEZTIVISREbRS.

DX 5 LT B L HBs Hifkh 0%
CHP ORI HAHCTFbRTU B LR L
ey, KE 5O XiuE, Pkl FR
80% LA L% %A%, booster ZRic X b H%
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Krugmann 5% {3 54 $ % Wik Fhll EDRK
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#ez low responder (LEHHIC HLAMIAME T 3
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5.
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X—E b Hbh, GOT, GPT o LR D
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