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Abstract : Recently, owing to the development of a new method to perform highsensitivity
measurements of C—reactive protein levels, chronic inflammation has thus been found to be as-
sociated with various disease states. In this study, we assessed the accuracy of this high—sensi-
tivity measurement method in order to evaluate the C-reactive protein levels based on
nephelometry using the BN system (Behring) to make an accurate clinical diagnosis of chronic
inflammatory disease. This method showed such a high degree of accuracy within—-day and be-
tween—day, that the CV value was less than 3% at concentrations of around 0.1 mg/dl of CRP
and the sensitivity was 0.02 mg/dl. These results were consistent with the criteria established
for measuring the predictable factors recognized by the U.S. Food and Drug Administration
(FDA). The high-sensitivity measurement of the C-reactive protein levels could thus make it
possible to diagnose infectious diseases at an early phase, while also being able to diagnose vari-
ous inflammatory diseases in chronic states.

Key words : High—sensitivity C-reactive protein, FDA, BN system, Nephelometry, Chronic in-
flammatory diseases
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x2 AR HBIM RO ZE R
R2-A [FREFEIMH *®2-B HZEMIHM = =)
L : mg/dl WAL mg/dl
1 0.092 17 22H 0.098 1. FEBEEECONT
2 0.089 0.098 . .
3 0.090 1H23E| 0.095 [ﬂl/%A %10@/&]%@—5 J:E}Zi/:jﬂﬁ(i 00897mg/d1, SD
4 0.088 0.095 13 0.0013mg/dl, CV 131.5%TH -7 (FE2-A).
5 0.089 1H24H 0.094
6 0.089 0.094
7 0.090 1H2TH 0.095 2. HEBBRMEICOWT
g 883? - 8832 M5 A % 8 HRJHIE Ucks®, FEEiZ 0.0966mg/dl,
- 1H29H 0.102
FaE | 0.0807 N e
SD 0.0013 LH30H 0.098 3. HINERM
cv 8 L5 0.093 L5 A DK FHASIOL0ENEMEL 3-A LK 1-A
2H4H 8(1182 R L, &7 ASO CV 130.9%~3.6%Tdh v,
A : 0.02mg/dl ffiE % T, EHESHERS NI, BERORTE
\:Lsi?;ﬁ 88822 b, ZoBoEg TR 0.016mg/dl A o M & E &
CV (%) 2.9 0.000mg/dl E/R&EN B 728, 2 3—AOHE % I
ThH BHEDLHREICHZ TR 3-BITRL, &HHRY]
D HEDEIREFYE £3SD O#PAMNERL SN &%
x£3  WHIERE
RI-A N-FHIKTLOBMETRIR Lo g 7 — Vifiig o 10[al#E CRP i e ks 5 HfL : mg/dl
TR 0/10 1/10 2/10 3/10 4/10 5/10 6/10 7/10 8/10 9/10 10/10
1 0.000 0.000 0.020 0.030 0.040 0.049 0.057 0.067 0.075 0.086 0.095
2 0.000 0.000 0.019 0.029 0.039 0.048 0.058 0.067 0.075 0.082 0.093
3 0.000 0.000 0.019 0.030 0.040 0.048 0.058 0.066 0.075 0.085 0.093
4 0.000 0.000 0.018 0.030 0.040 0.049 0.057 0.066 0.074 0.084 0.091
5 0.000 0.000 0.020 0.028 0.040 0.049 0.057 0.066 0.076 0.084 0.092
6 0.000 0.000 0.020 0.030 0.039 0.049 0.059 0.065 0.076 0.084 0.092
7 0.000 0.000 0.019 0.030 0.040 0.049 0.057 0.066 0.076 0.084 0.093
8 0.000 0.000 0.019 0.029 0.039 0.049 0.058 0.066 0.075 0.084 0.094
9 0.000 0.000 0.020 0.029 0.039 0.049 0.058 0.065 0.076 0.086 0.094
10 0.000 0.000 0.020 0.029 0.040 0.049 0.056 0.066 0.076 0.086 0.093
St it 0.0000 0.0000  0.0194  0.0294  0.0396  0.0488  0.0575  0.0660  0.0754  0.0845  0.0930
SD 0.0000 0.0000  0.0007  0.0007  0.0005  0.0004  0.0009  0.0007  0.0007  0.0013  0.0012
CV (%) — 3.6 2.4 1.3 0.9 1.5 1.0 0.9 1.5 1.2
*®3-B HELEmE HARL @ bit
FHUR 0/10 1/10 2/10 3/10 4/10 5/10 6/10 7/10 8/10 9/10 10/10
1 3 88 224 337 463 589 716 884 1017 1208 1377
2 —8 101 216 328 451 579 726 878 1022 1136 1328
3 10 102 213 340 462 586 728 870 1006 1191 1329
4 6 93 207 332 469 595 722 861 1002 1177 1306
5 —6 95 220 315 465 596 718 859 1030 1176 1324
6 -9 105 224 337 454 588 740 852 1033 1179 1323
7 2 99 210 340 461 598 721 855 1032 1170 1340
8 3 106 211 327 457 588 731 868 1013 1172 1358
9 -1 105 219 329 448 594 734 850 1025 1202 1350
10 3 105 221 325 471 601 707 869 1034 1199 1327
SR 0.3 99.9 216.5 331.0 460.1 591.4 724.3 864.6  1021.4  1181.0  1336.2
SD 6.2 6.1 6.0 7.9 7.5 6.6 9.6 11.2 11.5 20.7 20.5
CV (% — 6.1 2.8 2.4 1.6 1.1 1.3 1.3 1.1 1.8 15
+3SD 18.6 118.3 235.0 354.7 482.5 610.8 752.8 898.6  1055.5  1243.1  1397.5
—3SD  —186 81.7 199.0 307.3 437.5 571.2 695.2 831.4 986.5  1118.9  1274.5
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3 0.095 0.091 0.095 0.097
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S fE 0.0946 0.0900 0.0948 0.0962
MIN 0.094 0.088 0.093 0.095
MAX 0.096 0.094 0.096 0.097
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SD 0.0007 0.0019 0.0009 0.0008
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