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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 29 March 2024

You have participated in the External Quality Assessment with the following analysis

Complement Analysis 02 - Functions and proteins (246):

Alternative pathway
C1inhibitor: activity
Clq protein
C3-Complement
C4-Complement
Classical pathway
Complement factor H
Complement factor |
Lectin pathway

(R) analysis is subject to the RiliBAK

Customer:

10051071

The Japanese Association for Complement
Research

Wakayama Medical University

811-1 Kimiidera, Wakayama R

641-8509 Wakayama (( DAkkS 3 und Ringversuch

Deutsche
Akkreditierungsstelle
D-EP-15027-02-00

Diisseldorf, 15 April 2024

Prof. Dr. med. Michael Spannagl Prof. Dr. Zoltan Prohaszka
(Head of Reference Institution) (Adviser)
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2 INSTAND

Listing and evaluation of the results

10051071: The Japanese Association for Complement Research
Wakayama Medical University

Survey of 29 March 2024

Adviser: Prof. Dr. Zoltan Prohaszka
Semmelweis University Tel.: 43613251379
Department of Internal Medicine and Hematology =~ Fax: +361 2129351
Szentkiralyi st. 46 Mail: prohaszka.zoltan@semmelweis.hu
1088 Budapest

45 Complement Analysis 02 - Functions and proteins

(1) Inindividual cases is a statistically valid valuation with consensus value not given, because size of the collective < 8 values.

Additional information on the evaluation is available for download in the RV-Online system in the column "Report".

10051071

Analyte Sam- Unit Your Target TV- Lower | Upper |Deviation|Z-Score| Meets
ple value value Type | limit limit criteria
Alternative pathway 21 % 6.50 ET <30.0 -1,29
22 82.4 83.4 N 33.4 133 -1.2% | -0,052 + (O]
C1inhibitor: activity 21 % 66.6 53.1 Y% 26.6 79.7 254% | 1,29 + « O
22 105 99.5 N 49.8 149 51% 0,524 + O
Clq protein m| 21 g/l 0.034 0.061 N 0.031 0.092 | -44.8% |-0,463 + .
M| 22 0.045 0.103 SV 0.052 | 0.155 | -56.0% | -0,544
C3-Complement 21 g/l 1.24 1.24 SV 0.942 1.54 -03% | -0,061 + (0}
22 1.28 1.26 N 0.958 1.56 1.3% 0,177 + (>}
C4-Complement 21 g/l 0.198 0.202 N 0.141 0.263 -2.0% -0,25 + (¢)
22 0.192 0.199 ET 0.139 | 0.260 -3.5% | -0,467 + o
Classical pathway 21 % 22.4 25.1 N 15.1 35.1 -10.8% | -0,252 + (o
22 89.4 66.0 N 39.6 92.4 35.5% 1,19 + . o]
Complement factor H 21 mg/l 376 359 NY% 180 539 4.8% 0,094 + O
22 424 362 N 181 543 17.1% 0,381 + + 0O
Complement factor | 21 mg/l 63.5 545 NY 273 81.8 16.5% | 0,35 + *O
22 283 233 N 1.7 35.0 21.5% | 0,742 + e
Lectin pathway 21 % 4.20 ET <10.0 -0,527 +
22 277 35.8 sV 143 | 573 | -226% |-0252 | + O
Analyte Sam- | Yourunit |Statedvalue | Conversion Method | Manu- | Device | Reference
ple factor facturer range
Alternative pathway 21 % 6.50 1.00 190 Y 30-113
22 82.4 1.00
C1inhibitor: activity 21 % 66.6 1.00 257 BW 79.1-139.5
22 105 1.00
C1q protein 21 mg/L 337 0.001 190 zY not determined
22 453 0.001
C3-Complement 21 mg/l 1236 0.001 116 Y 604-1432
22 1277 0.001
C4-Complement 21 mg/l 198 0.001 116 Y 91-359
22 192 0.001
Classical pathway 21 % 22.4 1.00 190 Yy 31.7-50.5
22 89.4 1.00
Complement factor H 21 mg/l 376 1.00 190 Y 285.9-710.7
22 424 1.00
Complement factor | 21 mg/l 63.5 1.00 190 VAL 28.8-55.6
22 283 1.00
Lectin pathway 21 % 4.20 1.00 190 Y 0-125
22 277 1.00
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2 INSTAND

Individual summary of results

10051071: The Japanese Association for Complement Research
Wakayama Medical University

Survey of 29 March 2024

45 Complement Analysis 02 - Functions and proteins
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Alternative pathway (%, N = 63)
Collective Sam- | Target Target range Participants collective Rate (%)
ple | value AVG CV  Num. | Sam. total
BINDING mf 21 35.9 14.4 - 57.4 35.9 71.0 2
SITE, THE 22 | 798 | 319 - 128 | 798 | 246 2
EURO 21 - <300 14.4 89.6 38 84.2 78.9
DIAGNOSTICA 22 | 870 | 348 - 139 | 870 | 207 | 38 | 947
mminologcdlfunctonsist (UA) | 21 - <300 | 144 426 18 94.4 | 889
22 83.4 33.4 - 133 83.4 23.0 18 94.4
1333 335, 9999, O 372 149 - 595 | 372 | 720 5
22 56.6 22.6 - 906 56.6 62.5 5 T
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 79,4%
collective < 8 values. NG R R S
S A
% + °
——t—
{L@;\’&dﬁ g P Q:{}'/\db éﬁ!&d\' : r\‘f@ ,\9{"“,\6"
C1inhibitor: activity (%, N = 66)
Collective Sam- | Target Target range Participants collective Rate (%)
ple | value AVG CV  Num. | Sam. total
deviant mf 21 Sample not evaluated 1
unit (U / m) 22 Sample not evaluated 1
QUIDEL 21 80.9 40.5 - 121 80.9 18.4 18 100 100 .
22 104 52.0 - 156 104 13.2 18 100 L -'é,'
SIEMENS 21 53.1 26.6 - 79.7 53.1 19.8 30 86.7 86.7 < Bl
22 99.5 498 - 149 99.5 9.78 30 90.0 .
TECHNOCLONE 21 48.0 24.0 - 72.0 48.0 21.0 13 100 100 . =
22 931 46.6 - 140 93.1 8.51 13 100 L
other mf 21 39.0 19.5 - 585 39.0 35.6 4 .
methods 22 96.5 483 - 145 96.5 35.8 4 0 133 22%F 393 532 EB65 738 931 106 120
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 93,8% s
collective < 8 values.
- S P S S A .
@
@““‘5@ @ < @‘}5@ @“5?& @“s’& @“""&&
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2 INSTAND

Values outside: 8

C1q protein (g/l, N =49) A
Collective Sam- | Target Target range Participants collective Rate (%) g
ple | value AVG vV Num. | Sam. total e
deviant mf 21 Sample not evaluated 2
unit (percent) 22 Sample not evaluated 2 -
Immunodiffusion 21 0.085 0.043 - 0.128 0.085 77.6 1 455 455
(Binding Site) 22 | 0143 | 0072 - 0214 | 0143 | 19 | 1 | 909
Immunodiffusion — (1){ 21 0103 | 0052 - 0155 | 0.103 | 0.000 1 . 2
22 0.186 0.093 - 0.279 0.186 | 0.000 1
Nephelometry 21 0.116 0.058 - 0.174 0.116 1.2 19 89.5 89.5
22 0.218 0109 - 0327 0.218 10.6 19 100
Turbidimetry 21 0.122 0.061 - 0.183 0.122 24.6 9 100 100 K .
22 0.239 0.120 - 0359 | 0.239 293 9 100 Sarmple 21 a1
other mf 21 0.061 0.031 - 0.092 | 0.061 96.7 7
methods 22 | 0103 | 0052 - 0155 | 0103 | 103 | 7 ;
(1) In ir?dividual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 74,5% % + * P ;
collective < 8 values. 2 * A * I
2
-3
w“i\'«@ # : @‘}5@ e‘?& «s”“’«@ @“’"&&
C3-Complement (g/l, N =94) £
Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total h
M.87, R.BE mf 21 11 0.844 - 1.38 1 14.4 6 - v
22 1.20 0912 - 1.49 1.20 9.50 6 .g;. ‘
Nephelometry 21 1.47 1.12 - 1.82 1.47 5.03 34 100 100 o e—
- other providers 22 | 152 176 - 188 | 152 | 638 | 34 | 100 o :}f 9 12
Turbidimetry 21 1.24 0.942 - 1.54 1.24 532 54 98.1 981 -
(and other) 22 | 126 |o09s8 - 156 | 126 | 762 | 54 | 100 oe
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 97,9%
collective < 8 values. 08
0pg 0s8 152 15 18 2.1
Sample 21
e 3
P, ‘ b4 ?
% - * 3 & 0
: .
3
@v‘@ ns{y«e“v o < n"ﬁ‘&& ns‘ff«@ Q"y,\&
C4-Complement (g/l, N =93)
Collective Sam- | Target Target range Participants collective Rate (%)
ple | value AVG eV Num. | Sam. total 03
M.87, R.BE mf 21 0.209 0146 - 0272 0.209 478 7
22 0.213 0149 - 0.277 0.213 5.16 7 P
Nephelometry 21 | 0286 | 0200 - 0372 | 0286 | 734 | 35 | 100 | 100 g‘?‘ 0z
- other providers 22 | 0286 | 0200 - 0372 | 0286 | 944 | 35 100 5
Turbidimetry 21 0.202 0.141 - 0.263 | 0.202 7.92 51 100 100
(and other) 22 0199 | 0139 - 0260 | 0199 | 7.54 51 100
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 100% o
collective < 8 values.
01 02 03
Sample 21
3
2
%’ 1
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2 INSTAND

Values outside: 2

Classical pathway (%, N =140)

Collective Sam- | Target Target range Participants collective Rate (%)
ple | value AVG CV  Num. | Sam. total

BINDING SITE, THE 21 21.8 131 - 305 21.8 10.2 55 96.4 90.9
22 384 230 - 538 384 12.5 55 94.5

FURO DIACNOSTICA/ QUIDEL 21 - <400 | 230 35.9 34 94.1 85.3
22 80.7 484 - 13 80.7 23.9 34 853

WAKO 21 17.6 10.6 - 246 17.6 24.6 23 82.6 783
22 36.6 220 - 512 36.6 17.4 23 82.6

other providers 21 251 15.1 - 351 25.1 426 28 67.9 67.9
22 66.0 39.6 - 924 66.0 29.7 28 82.1

Rate of success: 82,9%

131

102

0 87 6

-
o
77 sdwes

56 112 168 224 28 335 392 448 504

Sample 21
3
2
N . * . . ° !
2": N 0 3 - pY * 7?
2
-3
n’i\'«@ o :\qq’ o“yf\@ Q“:{«& e'\(';\@ Q“";\&
v & > @ & >
905
Complement factor H (mg/l, N =18)
815
Collective Sam- | Target Target range Participants collective Rate (%) . .
ple value AVG cv Num. | Sam. total R
deviant mf 21 Sample not evaluated 1 B
unit (percent) 22 Sample not evaluated 1 83
BindingSite mf 21 558 279 - 837 558 13.4 6 - - é
22 598 299 - 897 | 598 | 525 6 J . 5
other providers 21 359 180 - 539 359 51.5 1 81.8 | 818 e
22 362 181 - 543 362 448 1 81.8 < &2
L ]
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 88,2% t 181
collective < 8 values.
95
180 359 539 718 BBED
Sample 21
3
2
2 s : - !
E 3 * LJ $ 0
i 1
2
& & & & & & :
n‘i\’« o 2 0’0':‘ Q’ﬁf« e‘s;\ Q"’“&
< & T &
Yalues outside: 1
Complement factor | (mg/l, N =15) .
Collective Sam- | Target Target range Participants collective Rate (%) -
ple | value AVG eV Num. | Sam. total
deviant mf 21 Sample not evaluated 2 "
unit (percent) 22 Sample not evaluated 2 B4
BindingSite mf 21 26.6 133 - 399 26.6 28.5 5 .~ x5 é
22 321 16.1 - 482 321 217 5 = . %
other providers 21 54.5 273 - 818 54.5 47.2 8 75.0 75.0 ‘
L]
22 233 17 - 350 | 233 | 289 8 100 ° 7
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 76,9% p M8
collective < 8 values.
689
137 274 M1 548 BB5 822 959 10 123 o
Sample 21
3
2
E e ¢ + =+ 3 3 0
i 1
2
3
& & & & & &
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10051071

6/7
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Lectin pathway (%, N = 43)

Collective Sam- | Target Target range Participants collective Rate (%)
ple | value AVG CV  Num. | Sam. total

deviant 21 Sample not evaluated 2

unit (ng / ml) 22 Sample not evaluated 2

deviant 21 Sample not evaluated 1

unit (U / mi) 22 Sample not evaluated 1

FURO DIRGNOSTICA/ QUIDEL 21 - <10.0 6.05 95.7 30 76.7 66.7
22 31.5 126 - 504 315 58.1 30 70.0

other providers 21 - <10.0 7.44 827 10 70.0 | 40.0
22 35.8 14.3 - 573 35.8 89.9 10 50.0

(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the

collective < 8 values.

10051071

Rate of success: 60%
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