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Abstract: Objective
gronth hormne (hGH) based on direct sandwich technique, and to prepare its diagnostic reagent.
sandwich TRFIA for detection of serum GH level using two anti - GH mAbs
immobilized on the surface of microtiter plate strip wells, another was labelled with Eu®*).

To establish a fast time- resolved fluoroimmunoassay (TRFIA) for detection of human
Methods
(One monoclonal antibody was

The

Results The measure

range of GH- TRFIA was 0.1x10°3U/L 100x10°2U/L. The sensitivity was 0.036x10 2 U/L. The intra- and inter- assay
coefficients of variation(CV) were 5.3% 8.6%and 7.6% 12.8%, respectively. There was no cross- reaction to TSH,

FSH, LH, and HPL.

The correlation coefficient of 43 blood samples detected by self- made GH- TRFIA and

commercially available Wallac kit was 0.957. Conclusion hGH- TRFIA is a new immunoassay which have several

advantages including high sensitivity, specificity, and a wide working range. It is suitable for routine clinical use.
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1
1.1
Eu® hGH
hGH Biodesign 96
Sephadex G- 50
Pharmacia Eu® Eu®

Wallac DELFIA™ GH- TRFIA
Auto- Delfia 1235

Perkin Elmer hGH
hGH 43
419
Millipore
1.2
1.2.1 50 mmol/L pH 9.6
5 mg/L,
96 , 200 pL, 4
) , 250 pL, 37  2h
: , -20
1.2.2 Eu* 0.5 mg
7 000 r/min 4
min(r=10 cm) 6 ,
200 pL 0.5 mg Eu*
, 4
1.2.3 Eu*
Sephadex G- 50 (1 cmx30 cm) 9 of
L NaCl 50 mmol/L Tris- HCI
(1my ), ,
, Eu® Eu®
Eu3+
1.2.4 2 g/LBSA 1
g/L NaN; 50 mmol/L pH 7.4 Tris- HCI ,
hGH 00111050 100x10°3
uU/L , 1 mL
, -20
1.25 25 uL
hGH , 1 50
Eu* 200 pL, 1h
6 200 pL 5 min

Auto- Delfia 1235

1.2.6  hGH- TRFIA
- t hGH
(A1) 20
Al 2
( 18 34  62x10°
U/L) , 8 :
cVv
(TSH) (FSH)
(LH) (HPL)
hGH- TRFIA
419 : hGH
SPSS 10.0
hGH- TRFIA Wallac GH- TRFIA
43
2
2.1
7.5 Ew*
86%
2.2
0431  0.437(t P>0.05  hGH
1( 09~1.1 ) -
0.998
2.3
0.1x103U/L 100x10-°U/
L Al 2
0.036x10°3U/L
2.4
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hGH- TRFIA , Cv< 10%, CV<15%( 2)

1 hGH - TRFIA -
Table 1 Accuracy of dose- response curve for hGH - TRFIA reagent (n=8)
NS(x10-¢ U/L)

0(A) 0.1(B) 1(C) 10(D) 50(E) 100(F)
RS(x10 U/L) 0.05(A1) 0.094(B1) 1.03(C1) 9.43(D1) 46.6(E1) 106(F1)
001 0.091 1.12 0.92 1.07 9.2 10.6 455 54.3 92.4 107.6
Ratio(RS/NS) - 0.94 1.03 0.94 0.93 1.06
- 091 1.12 0.92 1.07 0.92 1.06 0.91 1.08 0.92 1.08

Note: NS=national standard; RS=reference standard; A- F: concentration of national standard; Al- F1: concentration of reference standard

2 hGH
Table 2  Accuracy detected by self- made hGH reagent (n=8, xs)
Group Intra- assay Inter- assay
Lot No. 041023 CV(%) Lot No. 050116  CV(%) Lot No. 050427  CV(%) 3 lots CV(%)
QCL 16.1 +1.38 8.6 15.8 £ 1.17 7.4 17.3 £ 1.38 8.0 16.4 £ 2.10 12.8
QC M 36.5 £ 2.63 7.2 355+ 1.88 5.3 36.1 + 2.09 5.8 35.7 £ 3.14 8.8
QCH 65.2 £ 4.17 6.4 64.3 + 3.60 5.6 65.7 £ 4.07 6.2 65.4 + 4.97 7.6

QC: quality control L: low concentration; M: medium concentration; H: high concentration

2.5 20
200 pg/L TSH 40 U/L FSH 150 U/L LH / °
200 g/L HPL, hGH- TRFIA , 6 s
GH 0x103U/L -
2.6 =
= 40
hGH- TRFIA 419 ( 200 £ / °
) 1978 ; 219 18 76 ) /"
GH : hGH 20 B
0 24.5x103U/L, hGH p
’ % 20 40 60 80 100
2.7 hGH Wallack-it
43 GH- TRFIA 1 hGH Wallac- GH
Wallac GH- TRFIA ( 3 hGH
1) Fig.1 Correlation of serum hGH detected by self- made
hGH reagent and Wallac- GH Kit(r=0.957)
3 hGH Wallac- GH 3
Table 3 Comparison of detecting results of between self-
. hGH 191 ,
made hGH reagent and Wallac- GH kit
Index Self- made hGH reagent  Wallac- GH kit 134 ;
Sensitivity(x10° U/L) 0.036 0.03 hGH, M=22x10 !
Linear range(x10°* U/L) 0.1 100 0.1 100 5% 10% hGH,
Precision(%) CV <86 CV<65 hGH © hGH

Stability 10 months at 4 1 year at 4 , hGH
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