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LEU URO
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 (EURO) |- NEG +—25 + 75 2+500| Total URISYS 2400 (EURO) | NORM 1 4 8 Total
NEG 448 12 460 NORM 597 597
25 58 66 16 140 1 36 8 39
75 1 23 18 42 4 1 9 5 15
500 12 12 8 1 2 3
Total 507 78 39 30 654 Total 634 12 6 2 654
Agrrement=83.9% Agrrement=92.8% (Negative+1") ratio in Super UA=98.78%
Negative ratio in Super UA=77.52% Negative ratio in Super UA=96.94% (Negative+“1") ratio in URISYS=97.25%
Negative ratio in URISYS=70.34% Negative ratio in URISYS=91.28%
NIT BIL
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 (EURQ) | - NEG + POS | Total URISYS 2400 (EURO) | - NEG + 1 2+ 3| Total
NEG 629 629 NEG 631 631
POS 10 15 25 1 13 6 19
Total 639 15 654 3 2 1 3
Agrrement:98:5% 6 1 1
Negative ratio in Super UA=97.71%
Negative ratio in URISYS=96.18% Total 644 8 2 654
Agrrement=97.6%
Negative ratio in Super UA=98.47%
Negative ratio in URISYS=96.48%
PRO ERY
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 (EURQ) | - NEG ~ +- 15 + 30 2+100 3+500| Total URISYS2400(EURQ) | - NEG ~ +-10 + 25 2+50 3+150 4+250| Total
NEG 410 1 411 NEG 364 1 365
25 103 47 1 151 10 67 48 4 119
75 19 38 4 61 25 12 73 4 89
150 17 17 50 25 12 37
500 7 7 14 150 11 2 13
Total 513 67 39 28 7 654 250 1 30 31
ﬁﬂgzt."ﬁ"f;?f i:aguper UA=78.44% Total 431 61 i 29 24 32 654
Negative ratio in URISYS=62.84% ﬁgfgeéi:c:fr‘;i“lf?uper UAZG5.9%
Negative ratio in URISYS=55.81%
GLU pH
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 (EURO) | - NEG  +-50 +100 2+300 3+999 | Total | [URISYS2400(EURO) 5 6 65 7 8 9| Total
NORM 556 556 5 158 21 1 2 182
50 14 18 32 6 9 60 1 2 1 73
100 4 14 5 7 30 6.5 6 100 25 2 133
300 5 18 23 7 45 122 21 188
1000 13 13 8 66 2 68
Total 570 22 14 10 38 654 9 3 7 10
ﬁggzmzn:;?jiz‘y;uper UA=87.16% Total 173 181 72 128 o1 9 654
Negative ratio in URISYS=85.02% Agrrement=67%
KET SG*
Super UA (JAPAN) Lo *
URISYS 2400 (EURQ) | - NEG  +- 5 + 15 2+50 3+150 | Total * R s $
NEG 592 592 1o N S
5 34 3 37 % 1.025 ;
15 4 5 13 ¢ .
50 1 2 6 9 e
150 2 1 3 1005 hd
Total 631 7 7 8 1 654
Agrrement=92.8% (Negative+"5") ratio in Super UA=97.55% OO 05 1 1005 101 1015 102 1025 103 1035

Negative ratio in Super UA=96.48% (Negative+"5") ratio in URISYS=96.18%

Negative ratio in URISYS=90.52%

Super UA (JAPAN)
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LEU KET
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 (JAPAN) | - NEG ~ +- 25 + 75 2+500| Total URISYS2400 JAPAN) | - NEG ~ +- 5+ 15 2+50 3+150 | Total
NEG 478 23 501 NEG 627 4 631
25 28 55) 16 99 5 3 2 3 8
75 1 23 18 42 15 1 2 3
500 12 12 50 1 2 6 9
Total 507 78 39 30 654 150 2 1 3
ﬁgrgr:{\'\‘/eenr‘;?f ]:n/sﬂuper UA=77.52% Total 631 7 7 8 1 654
Negative ratio in URISYS=76.61% Agrrement=97.6% (Negative*5”) ratio in Super UA=97.55%
Negative ratio in Super UA=96.48% (Negative“5") ratio in URISYS=97.71%
Negative ratio in URISYS=96.48%
NIT URO
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 JAPAN) | - NEG + POS | Total URISYS 2400 (JAPAN) | NORM 1 4 8 | Total
NEG 638 638 NORM 631 1 632
POS 1 15 16 1 3 11 1 15
Total 639 15 654 4 4 4
ﬁg;:{\'\‘/znr‘a:tigj ]ﬁn/snuper UA=97.71% 8 1 2 3
Negative ratio in URISYS=97.55% Total 634 12 6 2 654
Agrrement=99.1% (Negative*1”) ratio in Super UA=98.78%
Negative ratio in Super UA=96.94% (Negative1") ratio in URISYS=98.93%
Negative ratio in URISYS=96.64%
PRO BIL
Super UA (JAPAN) Super UA (JAPAN)
URISYS 2400 (JAPAN) | - NEG ~ +- 15 + 30 2+100 3+500| Total URISYS 2400 (JAPAN) | - NEG ~ + 1 2+ 3 | Total
NEG 505 13 518 NEG 644 644
15 8 49 6 63 1 6 6
30 5 32 2 39 3 2 1 3
100 1 26 27 6 1 1
500 7 7 Total 644 8 2 654
Total 513 67 39 28 7 654 Agrrement=99.5%
Agriement=o46% Neaate rao n URISYS<g847%
Negative ral!o in Super UA=78.44%
Negative ratio in URISYS=79.2%
ERY
GLU Super UA (JAPAN)
Super UA (JAPAN) URISYS 2400 (JAPAN) | - NEG~ +-10 + 25 2+50 3+150 4+250| Total
URISYS 2400 (JAPAN) | - NEG ~ +- 50  + 100 2+300 3+999 | Total NEG 424 7 431
NORM 565 5 570 10 7 42 4 53
50 5 13 18 25 12 73 4 89
100 4 14 5 7 30 50 25 12 37
300 5 18 23 150 11 2 13
1000 13 13 250 1 30 31
Total 570 22 14 10 38 654 Total 431 61 77 29 24 32 654

Agrrement=93.3%

Agreement=92.5%

Negative ratio in Super UA=87.16%
Negative ratio in URISYS=87.16%
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Negative ratio in Super UA=65.9%
Negative ratio in URISYS=65.9%
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—*— LEVEL1

—=&— LEVEL 2

Odo0o0oooooobooooooooooooon ooooooooaa
doooooooobooooooobooooon
goooooooad
pH (620nm) Reflh PRO (555nm) Ref) BIL (555nm) Ref%
Days | LEVEL 1 | LEVEL2 70 Days | LEVEL 1 | LEVEL2 70 Days | LEVEL 1 | LEVEL2
1 19.2 56.1 " 1 56.7 373 . 1 60.6 386
2 20.0 57.2 r— 2 574 37.0 2 59.2 384
3 19.7 56.3 B 3 56.3 36.3 * -t M— 3 59.0 387
6 201 57.3 50 6 57.1 37.0 50 6 59.4 384
7 19.8 569 |= 7 56.9 365 | = 7 595 382
8 19.2 565 |40 8 55.7 ERAN TRl e ———— 8 58.8 38.0
9 19.7 56.2 | 9 55.3 366 | X 9 58.6 383
10 19.2 56.4 30 10 56.3 377 30 10 58.9 39.0
16 19.6 56.1 16 56.2 36.7 16 58.2 383
20 196 56.6 20 [ete——teve— 20 | 551 374 20 20 | 595 385
MEAN | 19.6 56.6 10 . . . MEAN | 56.3 36.9 10 ) ) ) MEAN | 59.2 384
SD 0.33 0.45 0 5 10 15 20 Sb 0.75 0.44 0 5 10 15 20 SD 0.66 0.29
cv 1.7% 0.8% Days cV 1.3% 1.2% Days cv 11% 0.7%
pH Refth GLU (555nm) Ref ERY (555nm) Refth
Days | LEVEL 1 | LEVEL 2 70 Days | LEVEL 1 [ LEVEL 2 70 =SS Days | LEVEL1 | LEVEL 2
1 28.2 41.3 1 67.4 18.1 I 1 61.6 315
2 28.9 43.1 60 2 68.0 223 60 2 615 29.9
3 283 42.9 3 68.9 203 3 60.4 306
6 294 42.9 50 6 66.9 211 50 6 61.2 302
7 287 L N e — 7 67.8 202 | o 7 61.2 303
8 28.8 30 |G 8 67.3 209 | %40 8 60.3 305
9 282 419 | @ 9 66.3 202 | 9 60.3 302
10 29.0 425 30 [or—vvrg——— 10 66.9 205 30 10 60.2 305
16 283 43.0 16 67.1 216 - 16 60.4 307
20 28.1 128 20 20 66.0 178 20" —=— [ 60.3 32.0
MEAN | 286 426 ) ) ) MEAN | 67.3 203 ) ) ) MEAN | 60.7 306
SD 0.42 0.60 107 5 0 15 20 | SD 0.83 1.42 10 5 o 15 20 |_SD 0.54 0.62
cv 15% 1.4% Days cv 1.2% 7.0% Days cv 0.9% 2.0%
LEU (555nm) Ref KET (555nm) Refth ERY (620nm) Refth
Days | LEVEL 1 | LEVEL 2 70 Days | LEVEL 1 | LEVEL 2 70 Days | LEVEL 1 | LEVEL 2
1 26.7 625 oo EpEsE— u 1 18.3 50.3 1 64.4 17.1
2 39.4 63.6 60 2 14.8 51.5 60 2 64.3 15.9
3 418 63.1 3 16.1 50.8 3 63.2 164
6 42.4 63.2 50 6 16.0 515 50 fmfie - 6 64.0 16.1
7 426 62.7 ’\’_,”,r‘\ 7 16.3 510 | = 7 64.0 16.1
8 4338 63.1 | & 40— — 8 16.4 509 | % 40 8 63.2 165
9 44.9 629 | & 9 165 506 | 9 63.3 16.1
10 454 63.3 30 10 18.0 50.5 30 10 63.1 16.4
16 39.3 62.9 16 14.9 51.0 16 63.3 16.4
20 5.7 63.0 20 20 7.7 50.9 20 e e —, % | 2 63.2 175
MEAN | 432 63.0 ) ) ) MEAN | 16.5 50.9 ) ) ) MEAN | 63.6 165
SD 2.54 03t | 105 10 1= 20 |_so 119 0.40 10 5 10 15 20| SD 052 0.49
cv 5.9% 0.5% cv 7.2% 0.8% cv 0.8% 3.0%
Days Days
NIT (555nm) Reflh URO (555nm) Refi
Days | LEVEL 1 | LEVEL?2 70 Days | LEVEL1 | LEVEL2 70
1 625 9.0 . 1 374 293
2 62.0 47.9 60 — 2 38.4 48.5 60
3 61.0 48.0 3 394 493
6 61.0 472 Bl —— 6 37.1 48.4 50 [mmm—pw™
7 61.6 70 | < 7 38.1 499 | o
8 60.7 478 | %40 8 38.0 487 | GO A—eee— |
9 60.6 183 | 9 37.8 501 | ¢
10 61.0 476 30 10 374 49.7 30
16 60.4 478 16 36.4 47.8
20 59.9 6.7 20 20 36.1 29.2 20
MEAN | 61.1 477 ) ) ) MEAN | 376 29.1 ) ) )
SD 0.76 0.66 10, 5 o 15 20 |_SD 0.97 0.73 10 5 0 15 20
cv 1.2% 1.4% cv 2.6% 15%
Days Days
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Evaluation of URISY S 2400 Automated Urine Analyzer
-Establishment of Japan Standard Range Boundary Settings-

Katsuyuki TAKAHASHI, Yoshiaki FUKUDA, Atsushi NAKAYAMA and Tsuyoshi |SHII

30-1 oyaguchi-kami-cho, itabashi-ku, Tokyo 173-8610, Japan

SUMMARY

Japan domestic range boundary setting was defined and fundamental study was performed. Results obtained from URISY S

2400 by Japan domestic range boundary setting were compatible to those of pervious model. Precision of glucose, protein

and urine hemoglobin was satisfactory, compatible to quantitative method. Fundamental study suggests URISY S 2400

provides accurate and precise examination results.

Urine Test Strip, URISY S 2400, Automation, Fundamental Evaluation, Standard Range Boundary Settings




