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A Study on the Validity of “Hepa-S” Hepatitis B Antibody Detecting
Reagent after Vaccination of “Hepa-Vax”

{n Sook Moon, M.D.

Department of Preventive Medicine, Medical College, Ewha Womans University
(Directed by Professor Sam Sop Choi)

To attempt to measure the effect of domestic product P.H.A. kit “Hepa-S” after comple-
tion of “Hepa-Vax” vaccination schedule, P.H.A. test and R.LA. test ¢n the 330 healthy
adults were carried out.

The results obtained were as follow;

1. The positive anti HBs rate after completion of “Hepa-V 4” vaccination were; in
P.H.A. test with domestic product P.H.A. kit 81.2%, in P.H.A. test with foreign product
P.H.A. kit 82.7%, and in R.L.A. test 95.8%

2. Using the result of R.I.LA. test as the standard, sensitivity of P.H.A. test with dome-
stic produqt P.H.A. kit was 84.8% and specificity was 100.0%

3. Using the result of R.L A, test as standard, sensitivity of P.H.A. test with foreign
P.H.A. kit was 86.4% and specificity was 100.0%.

4. The concordance rate of P.H.A. test with domestic product and foreign product kit
was 98.5%.

On the result of this study, there was no significant difference in the validity betwe:
en the domestic product P.H.A. kit “Hepa-S” and the foreign P.H.A. kit “Hebsgencell™”,
So that it is recommendable to use domestic product P.H.A. kit instead of foreign product
P H.A. kit.
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Table 1. Sample distribution

A group* B group** Total
Classification No. > No. o No. »

Sex Male 134 47.5 11 22.9 145 43.9
Female 148 52.5 37 77.1 185 56.1
Total 282 100.0 48 100.0 330 100.0
Age ~30 32 11.3 4 8.3 36 10.9
30~39 72 25.6 18 37.5 90 27.3
40~49 115 40,8 15 31.3 130 39.4
50~ 63 22.3 11 22° 9 74 22.4
Total 282 100.0 48 100. 0 330 100.0
Occupation  Instructor 70 24.8 20 41.7 90 27.3
Office worker 212 75.2 28 50.3 240 72.7
Total 282 100.0 48 100.0 330 100.0

% 85.5 14.5 100.0

* JEged o4 A
*»* J5AnF AL Ak

Table 2, The schedule of vaccination and hepatitis B antibody test between groups

Vaccination timing

Classification No. Test timing
first second third
A group 282 1984(7.12) 1984(8.13) 1985(1. 9) 1985(5. 13)
B group 48 1984(8.13) 1984(9. 14) 1985(2. 8) (5.17)
HBsAgo] ztzEo] 9+ oA YT (Sheep RBC)dl ute)& FAstg. & dTol4d dE2FS cut off

phosphate buffered saline-g- 1~5mlyde] & 4.2
3 4.2q) sl Fob. microplate 7 well o] pho-
sphate buffered salineo] Yol 1:1602 3FA4Az
At BT FAETE Aol 247 Aol Ay
EF & 2T vz $AIEE del 7 &5
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2 32 6274 AAd dlsted = o4 RIA =2 A4
= A3 3 o A Bgst Ak
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7+ AJYE F, Trisbuffersolution 2.2 ojgjy #le]
15 HBsAg & Y I 4417k Fol w53 bead & 7-scin-

tillation counter & o] £35}le] CPM(count per mim-

value*7} 176, 4 (cpm)oj e 4]
FAdez A syt
*cut off value

176.4 (cpm)o] A<l 7 -9

=(Negative control mean-Instrument background)
X2.1+Instrument back-ground
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Ao e PHA o] RIA Y dREE 3348 ¥ o
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AAEAAE & 9% AR dskvtz A4,
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A. 2A PHA kit 9 £¢ PHA kit off |8t 87|
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4k PHA kit o} 4] PHA kito] &3 ghald 4
Azl & 3308%F, 325%¢] dxsted 98.5%¢ UR&
£ 3¥¢c}(Table 3).
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4 BY W4l “Hepa-Vax”& AHF3 w4 330
®% F4k PHA kit “Hepa-S"& -85k PHA 2 4]
A2 A A F&-& 81.2% (268%) 42, 49 PHA
kit “Hebsgencell™”-&- 2143 PHA A Aol A8 )
FAZEL 82.7% (273%) EA oF=S A FAFEL
BAA LR 8% Jol§ HolA vt T AT
A vehd 445 ool wug 49 PHA kit
ol 1% Al FA3HE 80%, A5l Rug RIAZ
Ao A8} g FAEE 96% 53 wlwste] W ol 5}
gsiet.

C. =4t PHA kit 9} £9] PHA kit ol 2|8t &5
HArye] HEt=E

RIAAARASNE 7Fo2 Fglolstn 35T A4
54 PHA kit & A3 aAl g4 b=+ 84.8
%, BolEE 100.0%% .29, 44 PHA kit§ A&
g gaAAge ugdEE 86.4%, SolEE 100.0%
2 FAst 49 PHA kit 7kel]l vpelhd 3eolo]l FAIH
242 g (Table 4). 28 491 PHA kitql
“Hebsgencell™”d]] o3l 2599 AFA e w3E
93.7%, Bol=E 93.7%% & 3o & B+l

Table 3, Comparision of the results of antibody
test between domestic product P.H.A. kit
and foreign product P.H.A. Kkit.

Foreign product

P.H.A. kit Total
Classification + -
No. No. No.
Domestic product
P.H.A. kit + 268 0 268
- 5 57 62
T 273 57 330

* concordance; 98,5%

Table 4, Comparision of the results of hepatitis B
antibody test between domestic product
and foreign product

R.LA.
Second Total

+ -—
No. No. No.

Primary

Domestic product
P.H.A. kit + 268 0 268

T 316 14 330

Foreign product
P.H.A. kit + 273 0 273

- 43 14 57

T 316 14 330
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Table 5, Distribution of the results of Hepatitis B Antibody test between sex and age

Classification P.H.A.(domestic product) R.ILA.
N Total
\Age + - + -
Sex No. % No. % No. % No. % No. %
Male 307 4 100.0 4 100.0 0 0.0 4 100. 0 0 0.0
30~39 35 100. 0 31 88.6 4 11.4 35 100.0 0 0.0
40~49 63 100.0 51 85.0 12 15.0 58 92.1 5 7.9
501 43 100. 0 29 67.4 14 32.6 39 90.7 4 9.3
Total 145 100.0 115 79.3 30 20.7 136 93.8 9 6.2
Female 301 32 100. 0 27 84.4 5 15.6 31 96. 9 1 3.1
30~39 55 100.0 51 92.7 4 7.3 55 100.0 0 0.0
40~49 67 100.0 53 79.1 14 20.9 64 95.5 3 4.5
50! 31 100.0 22 71.0 9 29.0 30 96.8 1 3.2
Total 185 100.0 153 82.7 32 17.3 180 97.3 5 2.7
Total 301 36 100.0 31 86.1 5 13.9 35 97.2 1 2.8
30~39 90 100.0 82 91.1 8 8.9 90 100.0 0 0.0
40~49 130 100.0 104 80.0 26 20.0 122 93.8 8 6.2
501 74 100.0 51 68.9 23 21.1 69 93.2 5 6.8

Total 330 100.0 268 81.2 62 18.8 316 95.8 14 4.2

P.HA. X2=1.212 p>0.1
R.LA. X?=2,143 p>0.1

Table ¢, Distribution of the results of Hepatitis B Antibody between groups

P.H.A.(domestic product) R.LA.
Total
fication + — + -
No. % No, % No. % No. % No. %
A Group 282 100.0 225 79.8 57 20.2 268 95.0 14 5.0
B Group 48 100.0 43 89.6 5 10.4 48 100. 0 0 0.0
Total 338 100.0 268 81.2 62 18.8 316 95. 8 14 4.2

PHA. X2=29 p>0.1
R.LA. X2=2.4 p>0.1
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T4 BYAEYA  “Hepa-Vax"gF4ad I4
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A 3308 % AR AT A dgd e AH
+ ol

D T4 BEg9d94l “Hepa-Vax’§ 33 HFAR
zloll o gk F4 PHA kit-& 483 PHA A 4o 4
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@ PHA Aol A e F4 3 & 82.7% % 7).
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84.8%, E°lE% 100.0% % tt.

3) RIAAAARE AFo 2 #zholegln ,} 3 7
%, 49 PHA kit & 442 444y mgsE:
86.4%, S°lE=%& 100.0% 4+

4) 54 PHA kit @ 49 PHA kit & 243 3
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