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Survey: NBS2/19
month: May 2019
Participant-No: 9900667

Listing and Evaluation of all your results

Explanations

Certificate

e RfB

Referenzinstitut
fur Bioanalytik

A certificate is issued (given) for an analyte only if the basis for an evaluation of the accuracy is given by the guidelines of the
German Medical Association and/or if an evaluation is possible in analogy to these guidelines (see comments on the evaluation)
and, if both results for an analyte are within the given acceptance limits. (marked as '+' below C)

Certificate of participation

In the participation certificate all analytes which are included in the list on this page are listed.

If all analytes are listed on the certificate no participation certificate is printed.

Legend: C=Certification, M=No of method, R=your result, D=difference (R-T)
Dmax= maximum allowable amount of difference in measurement, partly given by
annax 1 of the guideline of the BAK (Dt. Arzteblatt 111, Heft 38, 19.9.2014).
T = target value, either reference method value or assigned value, LL | UL = lower resp. upper limit

Certification:

+ = fuffilled ( quotient | D/Dmax | <=1.0)
- = not fulfilled (quotient | D/Dmax | > 1.0
+ = certification cancelled because of technical

and/or analytical reasons

ClM R D/Dmax T LL UL

TSH| | 2|JA 119 2.51 6.77 | 4.73| 8.81

[mu/] B 139| -1.18 216 | 15.1 28.1
17-OH-progesterone| +| 2|A 24.3 1.45 16.9 1.8 22.0
[nmol/1] B 799 1.18 59.0 | 413| 76.7

IRT| £ 2|A 511 -1.14 776 | 543 101
[ug/l B 16.4 2.03 10.1 7.07 | 13.2




Findings NBS2/19 -May 2019-
Neonatal - Screening, TSH, Sample A
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Legend: N i number of results - result box/result code no. —f— = 16. bis ?4. percentne.w.lth median
XM = mean value CH congenital hypothyroidism

SD = standard deviation

CV = coefficient of variation

M = method number

normal | CH/AGS/CF possible éﬁs

CH/AGS/CF evident | other [l

adrenogen. syndrome
cystic fibrosis

marks your result box

[ﬂ

3 3,8 4,6 5,4 6,2 7 7,8 8,6 9,4

1 1
10,2 11

|
1,8 126 mul

Descriptive Statistics Statistics of classifications Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 62 == normal 50 49
XM= 6,9 mU/I CH/AGS/CF possible 8 8
SD= 1,3muUll m CH/AGS/CF evident
CV= 197 % other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 2 4 6 8 10 12 Kit Classifications

| |

All Kits 62 3.50 6.00 6.77 7.81 124 —— 50 8 0 O
2 9 2 533 5.81 6.28 1 0 0 O
3 350 3 640 6.45 7.60 1 2 0 0 O
4 24518 570 592 691 782 810 —— 5 3 0 O
4 246 6 5.00 6.42 7.00 1 5 1 0 0
4 247 19 6.00 620 6.80 7.72 865 —+— 6 3 0 O
5 77 8 350 438 654 727 760 —t 8 0 0 O
5 111 2 109 11.7 12.4 1 1 0 0 O
Other Kits:  177(1),2 99(1),4 91(1),4 99(1),
The deviation of your result from the total median M M Mu

and from the median of the corresponding sub-collective (kit) Mu is:




Findings NBS2/19 -May 2019-
Neonatal - Screening, TSH, Sample B . RfB
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Legend: N = number of results - result box/result code no.  —¥— = 16- bis 84. percentile with median

XM = mean value CH

SD = standard deviation normal | CH/AGS/CF possible AGS
CV = coefficient of variation CF

M = method number

congenital hypothyroidism
adrenogen. syndrome
cystic fibrosis

marks your result box

CH/AGS/CF evident | other [l

46
29
32 48
262521
3404
16
3 W33 5015
31 45122
(9] 41 40M43
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| | | | | | | | | | | | | | | | | | | | | | | | | |
13 15 17 19 21 23 25 27 29 31 33 35 37 muU/l

Descriptive Statistics Statistics of classifications Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 62 = normal
XM= 22,2 mU/I CH/AGS/CF possible 34 28 6
SD= 3,7 mUl/l m CH/AGS/CF evident 23 22
CV= 166 % other 1 1
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84.P Max 10 20 30 Kit Classifications

| |

All Kits 62 139 191 216 26.1 339 —t— 0 34 23 1
2 9 2 188 19.5 20.2 1 0O 0 1 0
3 350 3 177 20.2 24.2 1 0 2 0 0
4 24518 186 196 213 230 249 -+ o 11 7 0
4 246 6 152 20.1 21.9 1 0 3 3 0
4 247 19 183 190 216 243 269 —— 0o 11 8 0
5 77 8 223 238 272 306 3038 —— 0 5 3 0
5 11 2 305 32.2 33.9 1 o 0 1 0
Other Kits: 1 77(1),2 99(1),4 91(1),4 99(1),
The deviation of your result from the total median M M Mu

and from the median of the corresponding sub-collective (kit) Mu is:




Findings NBS2/19 -May 2019-
Neonatal - Screening, 17-OHP, Sample A . Rf B
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Legend: N i number of results - result box/result code no. —f— = 16. bis ?4. percentne.w.lth median
XM = mean value CH congenital hypothyroidism

adrenogen. syndrome
cystic fibrosis

marks your result box

SD = standard deviation

CV = coefficient of variation

M = method number

normal | CH/AGS/CF possible éﬁs

CH/AGS/CF evident | other [l

120520 19]
230 15/135]
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Descriptive Statistics Statistics of classifications Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 51 == normal 43 42
XM= 18,5 nmol/l CH/AGS/CF possible 1 1
SD= 5,1 nmol/l m CH/AGS/CF evident
CV= 28,0% other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 0 10 20 30 Kit Classifications

| |

All Kits 51 129 144 169 23.0 38.0 -+ 43 1 0 ©0
3 350 2 251 27.5 29.9 1 1 0 0 O
4 245 21 129 15.0 174 206 38.0 —+— 19 1 0 0
4 246 5 133 16.3 25.5 1 5 0 0 O
4 247 16 133 139 150 17.0 198 + 5 0 0 O
5 111 2 286 30.5 324 1 1 0 0 O

Other Kits: 2 9(1),2 99(1),4 91(1),4 99(1),6 99(1),

The deviation of your result from the total median M M Mu
and from the median of the corresponding sub-collective (kit) Mu is:




Findings NBS2/19 -May 2019-
Neonatal - Screening, 17-OHP, Sample B
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Legend: N = number of results - result box/result code no. —f— = 16. bis 84. percentile with median
XM = mean value CH = congenital hypothyroidism
SD = standard deviation = normal | CH/AGS/CF possibIeAGS= adre.no.gen..syndrome
CV = coefficient of variation CF = cystic fibrosis
M = method number = CH/AGSICF evident | other B = marks your result box
24
44
10
2336 39
40
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Descriptive Statistics Statistics of classifications

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 51 = normal 1 1
XM= 62,2 nmol/l CH/AGS/CF possible 25 22 1 2
SD= 11,0 nmol/l m CH/AGS/CF evident 18 5 1
CV= 17,7% other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84.P Max 0 50 100 Kit Classifications

| |

All Kits 51 441 532 59.0 744 98.0 —+— 1 25 18 O
3 350 2 64.6 74.2 83.8 1 o 0 1 0
4 245 21 531 54 .4 61.1 72.7 98.0 —+— 0 15 5 0
4 246 5 441 55.9 7.7 1 0 3 2 0
4 247 16 474 514 555 59.0 59.0 + 0o 6 9 0
5 1M1 2 657 75.6 85.5 1 1 0 0 O
Other Kits: 2 9(1),2 99(1),4 91(1),4 99(1),6 99(1),
The deviation of your result from the total median M M Mu

and from the median of the corresponding sub-collective (kit) Mu is:




Findings NBS2/19 -May 2019-
Neonatal - Screening, IRT, Sample A
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Legend: N = number of results - result box/result code no. —f— = 16. bis 84. percentile with median
XM = mean value CH = congenital hypothyroidism
SD = standard deviation = normal | CH/AGS/CF possible AGS = adrenogen. syndrome
CV = coefficient of variation CF = cystic fibrosis
M = method number = CH/AGSICF evident | other B = marks your result box

8 |
10} [12)
48J[46]
59} [56|[ 9 J|[50]|[54]| 58|
Bllel 62 ool  |[39)|5]lesl[2]] 25 36} 55
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Descriptive Statistics Statistics of classifications

Mg/l

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 40 == normal 10 10
XM= 74,3 g/l CH/AGS/CF possible 20 2 17
SD= 17,5 ugll m CH/AGS/CF evident 6 6
CV= 235% other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 0 50 100 Kit Classifications

| |

All Kits 40 37.3 483 77.6 90.0 98.0 —t 10 20 6 O
2 52 2 511 60.0 68.8 ol 2 0 0 O
4 24515 390 638 823 90.0 96.4 —t 2 10 2 0
4 246 3 538 75.0 86.3 1 1 2 0 O
4 247 15 373 417 825 941 98.0 —_— 3 8 4 0
5 111 2 596 62.6 65.7 1 1 0 0 O
Other Kits: 2 9(1),3 350(1),4 91(1),
The deviation of your result from the total median M Mu

and from the median of the corresponding sub-collective (kit) Mu is: -34.15 % -14.76 %




Findings NBS2/19 -May 2019-
Neonatal - Screening, IRT, Sample B
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Legend: N = number of results - result box/result code no. —f— = 16. bis 84. percentile with median
XM = mean value CH = congenital hypothyroidism
SD = standard deviation = normal | CH/AGS/CF possible AGS = adrenogen. syndrome
CV = coefficient of variation CF = cystic fibrosis
M = method number = CH/AGSICF evident | other B = marks your result box

i)

Xl (13
| | |

17

Descriptive Statistics Statistics of classifications

N = 40

XM= 10,3 ug/l
SD= 4,5 ugl/l
CV= 435%

= normal

CH/AGS/CF possible

m CH/AGS/CF evident

other

36

1 1 1 1
19 21 23

| | | |
25 27 ugll

Statistics of Implications, related to Classifications
none new card plasma sample  other

35

Kit Evaluation for Sample B

M KitN Min 16.P 50.P 84.P Max 0 10 20
All Kits 40 327 756 101 125 4438 ——

2 52 2 164 23.9 314 ° [
4 24515 327 621 100 108 11.0 —t

4 246 3 6.70 7.50 7.60 [

4 247 15 390 748 10.6 120 13.0 —

5 111 2 853 11.6 14.7 [

Other Kits: 2 9(1),3 350(1),4 91(1),

The deviation of your result from the total median M

and from the median of the corresponding sub-collective (kit) Mu is:

M Mu
61 % -31.38 %

Kit Classifications

- -
36 0 0 O
2 0 0 O
14 0 0 O
3 0 0 O
5 0 0 O
1 0 0 O




Findings NBS2/19 -May 2019-
Neonatal - Screening, PAP, Sample A
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Legend: N = number of results - result box/result code no —f— = 16. bis 84. percentile with median
XM = mean value ' CH = congenital hypothyroidism
SD = standard deviation = normal | CH/AGS/CF possibIeAGS= adrenogen. syndrome
CV = coefficient of variation CF = cystic fibrosis
M = method number = CH/AGSICF evident | other B = marks your result box
14
40 9]
39
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Descriptive Statistics Statistics of classifications

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 18 = normal 8 8
XM= 2,0 ugll CH/AGS/CF possible 7 2 5
SD= 0,2 g/l = CH/AGS/CF evident 1 1
CV= 11,7% other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 07 14 21 28 35 Kit Classifications

| |

All Kits 18 1.70 170 2.05 230 240 —— 8 7 1 0
2 255 3 170 1.73 2.10 1 2 0 O
4 25514 1.70 1.73 205 232 2.40 —— 6 1 0
Other Kits: 4 245(1),




Findings NBS2/19 -May 2019-
Neonatal - Screening, PAP, Sample B . RfB
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Legend: N = number of results - result box/result code no. —f— = 16. bis 84. percentile with median
XM = mean value CH = congenital hypothyroidism
SD = standard deviation = normal | CH/AGS/CF possible AGS = adrenogen. syndrome
CV = coefficient of variation CF = cystic fibrosis

M = method number = CH/AGSICF evident | other [}

marks your result box

58§ (50]|[14]

N IR I EN N RN EE R R B HE H R D R
1 1,2 1,4 1,6 1,8 2 2,2 24 2,6 2,8 3 3,2 3,4 pg/l

Descriptive Statistics Statistics of classifications Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 18 = normal 9 8 1
XM= 2,0 ugll CH/AGS/CF possible 6 3 3
SD= 0,2 g/l = CH/AGS/CF evident 1 1
CV= 13,4 % other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84.P Max 07 14 21 28 35 Kit Classifications

| |

All Kits 18 1.80 180 2.00 230 290 —— 9 6 1 0
2 255 3 1.80 1.85 2.20 1 1 2 0 O
4 255 14 1.80 1.84 2.02 2.42 2.90 —+— 7 4 1 0

Other Kits: 4 245(1),




l Youden plots NBS2/19, Participant No 9900667, page 1 of2||

~

[ sample A [mun

Analyte TSH
Method  all methods M Kit N Min 16.P 50.P 84P Max 6 8 10 12
Alle 62 350 600 677 781 124 -+
success rate 93,5 % out of range 0 3350 3 640 6.45 7.60 1
B 4 245 18 570 592 691 782 810 —+=
4 246 6 5.00 6.42 7.00 |
4 247 19 600 620 680 772 865 -+
[ 40 5 77 8 350 438 65 727 760 —+
[ sample B (mu ]
[ J
M Kit N Min 16.P 50.P 84.P Max 10 20 30
° o L] | 30 Alle 62 139 191 216 261 33.9 o
LJ 330 3 177 20.2 24.2 |
° % o 4 245 18 186 196 213 230 249 +
° : 4 246 6 152 201 219 |
® o ¢ 4 247 19 183 190 216 243 269 —+
.0 % o 5 77 8 223 238 272 306 308 —+—
-‘ "20 Otherkit ber):
¢ og "‘ o 1-77‘(“7),5-3§(B>,T253(1)<,4-91(1),4-99(1),5-111(2),
F 10
F O
0,0 2,0 4,0 6,0 8,0 10,0 12,0 muU/I
A
No of participants 62
sample/unit A mu/I B
mean 6.94 22.3
standard deviation 1.37 3.71
coefficient of variation 19.7 16.7
Analyte 17-OH-progesterone [ Sample A [nmol/l] ]
Method all methods M Kit N Min 16.P 50.P 84.P Max 10 20 30
- - Alle 51 129 144 169 230 380 —+—
success rate 80,3 % out of range 0 4 245 21 129 150 174 206 380 -+
B 4 246 5 133 16.3 255 1
4 247 16 133 139 160 170 1938 +
[ Sample B [nmol/l] ]
M Kit N Min 16.P 50.P 84.P Max 50 100
e [ 100 Alle 51 441 532 590 744  98.0 +—
4 245 21 531 544 611 727 980 -+
4 246 5 4441 55.9 7.7 |
o ©® 4 247 16 474 514 555 590  59.0 +
0@.
L) : .
() Other kits gnumber :
% o N 2-09(1), > 2-99(1)<, 3-350(2), 4-91(1), 4-99(1), 5-111(2), 6-99(1),
) ) )
@
A6 £
° F 50
®
ro
0 10 20 30 nmol/l
A
No of participants 51
sample/unit A nmol/I B
mean 18.5 62.3
standard deviation 5.19 11.1
coefficient of variation 28.1 17.8



l Youden plots NBS2/19, Participant No 9900667, page 2 of 2]

Analyte IRT [ Sample A [ug/l] ]
Method  all methods M Kit N Min 16P 50.P 84P Max 50 100
’ Alle 40 373 483 776 900 980 —t
success rate 70,0 % out of range 1 2 52 2 511 60.0 68.8 0l
® B 4 245 15 390 638 823 90.0 964 —+
L] 4 246 3 538 75.0 86.3 |
4 247 15 373 417 825 941 98.0 —
5 1M 2 596 62.6 65.7 1
[ sample B [ug/ ]
I 20 M Kit N Min 16.P 50.P 84P Max 0 10 20
Alle 40 327 75 101 125 448 -+
@ 2 52 2 164 239 314 0 1
° 4 245 15 327 621 100 108 11.0 —t
P 4 246 3 6.70 7.50 7.60 |
J.ﬁ. 4 247 15 390 748 106 120 13.0 —+
° ® o r 10 5 1M 2 853 1.6 14.7 1
° ° 9
2 The deviation of your results from the median of the A-14.76 %
o® corresponding sub-collective (kit) is: B-31.38 %
I Other kits number?:
Lo 2-09(1), 3-350(1), 4-91(1),
-10
0 50 100 150 g/l
A
No of participants 40
sample/unit A ug/l B
mean 74.4 10.4
standard deviation 17.5 4.52
coefficient of variation 23.6 43.6






