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The analytes determined by you are as follows:

TSH (2) | 17-OH-progesterone  (2) | IRT
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The number in parentheses characterizes the analytical method used.

The assignment of the number to the respective method and/or the respective instrument

is to be taken from the total evaluation.
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Listing and Evaluation of all your results

Explanations

Certificate
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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:

+ = fulfilled ( quotient | D/Dmax | <=1.0)

- = not fulfilled (quotient | D/Dmax | > 1.0

+ = certification cancelled because of technical
and/or analyticalreasons |

C|M R D/Dmax T LL UL
TSH|+| 2|A 340| -1.02 5.85| 3.45| 825
[mu/] B 36.2| -040 412 | 28.8| 53.6
17-OH-progesterone| £| 2|A  30.8 | -1.26 495 | 346 | 644
[nmol/l] B 152 | -0.52 18.0| 126| 234
IRT|£]| 2|A 79.2| -0.68 99.7 | 69.7 130
[ug/ B 153| -1.17 236| 16.5| 30.7




Findings NBS2/18 -May 2018-
Neonatal - Screening, TSH, Sample A
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Legend: N i number of results = result box/result code no. —f—= 16.bis _84. percentlleIV\flth median
XM = mean value CH congenital hypothyroidism

SD = standard deviation = normal | CHIAGS/CF possible AGS

adrenogen. syndrome

CV = coefficient of variation cystic fibrosis
M = method number = CH/AGS/CF evident | other m - marks your result box
69)
68
r:... . T ‘T T T T TTTrrrTrr T
3 3,8 4,6 54 6,2 7 7,8 8,6 9,4 10,2 11 11,8 12,6  muU/l

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

none new card plasma sample  other
N = 69 = normal 57 54 1
XM= 6,9 mU/I CH/AGS/CF possible 5 5
SD= 1,4muUll m CH/AGS/CF evident 2 2
CV= 20,2% other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84P Max 2 4 6 8 10 12 Kit Classifications

| |

All Kits 69 3.40 6.00 6.83 7.86 154 —— 57 5 2 0
3 99 3 644 7.41 154 1 1 0 1 0
3 350 2 6.90 9.85 12.8 1 1 0 0 O
4 91 2 640 6.73 7.05 1 1 0 0 O
4 24522 550 584 6.50 7.23 477 - 20 1 1 0
4 246 7 540 6.32 8.65 1 6 1 0 0
4 247 19 510 582 7.00 7.50 8.00 — 177 2 0 O
5 77 8 6.00 6.10 7.01 1.2 128 S E— 7 0 0 O
5 111 2 8.29 8.79 9.29 1 1 0 0 O
Other Kits: 1 77(1),2 2(1),2 99(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 NBS2/18 -May 2018-
Neonatal - Screening, TSH, Sample B . RfB
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Legend: N i number of results = result box/result code no. —f—= 16.bis _84. percentlleIV\flth median
XM = mean value CH congenital hypothyroidism

SD = standard deviation = normal | CHIAGS/CF possible AGS

CV = coefficient of variation

M = method number

CH/AGS/CF evident | other m

adrenogen. syndrome
cystic fibrosis

marks your result box
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Descriptive Statistics Statistics of classifications

T
50

| N I N N R R R R R R
56 62 68 74 80 mu/l

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 69 == normal 1 1
XM= 40,0 mU/I CH/AGS/CF possible 20 11 8
SD= 5,6 mUIl = CH/AGS/CF evident 43 2 37 2
CV= 14,0% other
Kit Evaluation for Sample B
M KitN Min 16P 50.P 84.P Max 20 40 60 Kit Classifications

| |

All Kits 69 820 344 393 454 564 —— 1 20 43 O
3 99 3 820 35.2 42.8 1 1 1 0 O
3 350 2 490 49.4 49.8 1 o 0 1 0
4 91 2 399 42.0 44.0 1 o 0 1 0
4 24522 157 322 375 403 506 — 0 6 16 0
4 246 7 320 35.3 42.3 1 0 4 3 0
4 247 19 31.2 353 39.3 441 49.0 —+— 0 6 13 0
5 77 8 306 339 418 515 564 o 0 2 5 0
5 111 2 477 51.3 55.0 1 o 0 1 0
Other Kits: 1 77(1),2 2(1),2 99(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:
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Legend: number of results

XM = mean value

SD = standard deviation

CV = coefficient of variation

M = method number

= result box/result code no.
normal | CH/AGS/CF possible égs

CH/AGS/CF evident | other m

—
CH

16. bis 84. percentile with median

congenital hypothyroidism
adrenogen. syndrome
cystic fibrosis

marks your result box
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Descriptive Statistics Statistics of classifications

90

1 1 1 1 1. 1 1 T 711
102 114 126 138 150 nmol/l

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 57 = normal 3 3
XM= 49,2 nmol/l CH/AGS/CF possible 28 24 3 1
SD: 12,3 nmo|/| L CH/AGS/CF eVident 14 4 9
CV= 251% other 1 1
Kit Evaluation for Sample A
M Kit N Min 16.P 50.P 84.P Max 0 50 100 Kit Classifications

| |

All Kits 57 6.84 432 495 584 87.0 -+ 3 28 14 1
3 350 2 479 61.9 75.8 1 o 0 1 0
4 91 2 354 43.3 51.2 1 o 1 0 O
4 24523 684 445 510 610 87.0 -+ 1 13 2 1
4 246 6 425 50.4 58.2 1 0 2 4 0
4 247 18 334 401 456 511 540 -+ 0 10 7 0
5 111 2 8.02 36.4 64.8 1 1 0 0 O
Other Kits: 2 99(1),3 99(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 NBS2/18 -May 2018-
Neonatal - Screening, 17-OHP, Sample B
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Legend: N = number of results = result box/result code o —4}— = 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/AGS/CF evident | other M = marks your result box
| N RN DR R N REN EN I RN R R R EEN N R R R I 1 1 1
2 6 10 14 18 22 26 30 34 38 42 46 50 nmolll

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

none new card plasma sample  other
N = 57 == normal 44 42 1
XM= 18,3 nmol/l CH/AGS/CF possible 2 2
SD= 5,1 nmol/l m CH/AGS/CF evident
CV= 28,0% other
Kit Evaluation for Sample B
M Kit N Min 16.P 50.P 84.P Max 0 10 20 30 40 50 Kit Classifications

| |

All Kits 57 2.74 146 180 210 412 —+ 45 2 0 O
3 350 2 136 15.7 17.8 1 1 0 0 O
4 91 2 1441 15.7 17.3 1 1 0 0 O
4 24523 172 180 195 250 412 +— 16 2 0 0
4 246 6 14.0 171 213 1 6 0 0 O
4 247 18 125 136 16.0 187 21.0 -+ 177 0 0 O
5 111 2 274 15.1 27.4 1 1 0 0 O
Other Kits: 2 99(1),3 99(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 NBS2/18 -May 2018-
Neonatal - Screening, IRT, Sample A
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Legend: N = number of results - result box/result code no —j— = 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/AGS/CF evident | other

marks your result box
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Descriptive Statistics

T
106

126

146

Statistics of classifications

166 186 206

| | | |
226 246 g/l

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 43 = normal 1 1
XM= 131,7 g/l CH/AGS/CF possible 12 7 5
SD= 15,5 ugll = CH/AGS/CF evident 28 3 22
CcV= 11,8% other
Kit Evaluation for Sample A
M KitN  Min 16.P 50.P 84.P Max 50 100 150 200 Kit Classifications

| |

All Kits 43 6.92 114 132 144 167 — 1 12 28 0
2 52 2 792 99.7 120 1 0 2 0 O
4 91 2 994 119 139 1 o 1 0 O
4 245 16 114 117 131 144 167 - 0 5 11 0
4 246 4 100 130 147 1 o 1 3 0
4 247 15 96.4 116 139 150 157 — 0 3 12 o0
5 111 2 109 117 125 1 o o0 1 0
Other Kits: 3 99(1),3 350(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:

-40 % -20.56 %
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Legend: N = number of results = result box/result code no. —f— = 16. bis '84. percentlle.v\{lth median
XM = mean value CH congenital hypothyroidism

SD = standard deviation

CV = coefficient of variation

M = method number

normal | CH/AGS/CF possible égs

CH/AGS/CF evident | other m

adrenogen. syndrome
cystic fibrosis

marks your result box

N I B E R RN N N R H H N N L
4 4,8 5,6 6,4 7,2 8 8,8 9,6 10,4 11,2

12

| |
128 13,6 g/

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

none new card plasma sample  other
N = 43 = normal 40 38 1
XM= 7,3 g/l CH/AGS/CF possible 1 1
SD= 1,5 ugll = CH/AGS/CF evident
CV= 20,6 % other
Kit Evaluation for Sample B
M Kit N Min 16.P 50.P 84.P Max 5 10 Kit Classifications

| |

All Kits 43 450 590 730 950 37.3 —t— 40 1 0 0
2 52 2 153 23.6 31.9 ® 2 0O 0 O
4 91 2 495 5.68 6.40 1 1 0 0 O
4 245 16 450 584 650 7.93 950 —+— 66 0 0 O
4 246 4 550 5.75 6.50 | 4 0 0 O
4 247 15 7.00 747 8.00 9.22 10.0 —+— 5 0 0 O
5 1M1 2 103 10.7 11.2 | 1 o 0 O

Other Kits: 3 99(1),3 350(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: 110 % -35.17 %




Findings NBS2/18 -May 2018-
Neonatal - Screening, PAP, Sample A
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Legend: N = number of results = result box/result code no. —j— = 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/AGS/CF evident | other M = marks your result box

| —
1 1,2

Descriptive Statistics

Statistics of classifications

32 34 gl

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 17 = normal 14 14
XM= 1,4 g/l CH/AGS/CF possible 1 1
SD= 0,1 pg/l m CH/AGS/CF evident
CV= 116% other
Kit Evaluation for Sample A
M Kit N Min 16.P 50.P 84.P Max 05 1 15 2 25 Kit Classifications

| |

All Kits 17 1.10 1.38 1.50 1.68 1.83 —+— 14 1 0 0
2 255 3 1.21 1.40 1.50 | 3 0 0 0
4 25514 1.10 1.40 1.50 1.70 1.83 —“+— 1 1 0 0

Other Kits:



Findings NBS2/18 -May 2018-
Neonatal - Screening, PAP, Sample B @ RfB
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Legend: N = number of results - result box/result code no —j— = 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/AGS/CF evident | other M = marks your result box
4340
31
63
33 75 59

N BN R E B RN R N N N R HE N H H N R R
4 4,4 4,8 52 5,6 6 6,4 6,8 7,2 7,6 8 8,4 8,8 pg/l

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

none new card plasma sample  other
N = 17 = normal 1 1
XM= 4,7 ug/l CH/AGS/CF possible 7 1 6
SD= 0,4 ugll = CH/AGS/CF evident 7
CV= 86% other
Kit Evaluation for Sample B
M Kit N Min 16.P 50.P 84.P Max 2 4 6 8 Kit Classifications

| |

All Kits 17 4.00 426 474 524 543 —+ 1 7 7 O
2 255 3 4.30 4.50 5.43 | 0o 2 1 0
4 255 14 400 424 477 517 540 —+ 1 5 6 0

Other Kits:



Youden plots NBS2/18, Participant No 9900667, page 1 of2“

[ sample A [mur

Analyte TSH
Method all methods M Kit N Min 16.P 50.P 84P Max 4 6 8 10 12
Alle 69 340 6.00 683 7.86 154 -+
success rate 88,4 % out of range 2 3 9 3 64 4 154 1
B 4 245 22 550 584 650 723 477 -+
4 246 7 540 6.32 8.65 1
4 247 19 510 582 700 750 8.00 —+
5 77 8 600 610 7.01 12 128 —+—
[ sample B [mur]
60 M Kit N Min 16.P 50.P 84.P Max 20 40 60
o °® Alle 69 820 344 393 454 564 -+
° 3 99 3 820 35.2 42.8 |
o % L 4 245 22 157 322 375 403 506 —+
o % ° 4 246 7 320 35.3 42.3 |
4 4 247 19 312 353 393 441 49.0 -+
° 3£€. 40 5 77 8 306 339 418 515 564 ——
W". °
[ Other kits (numberg):
{ . 1-77(1), 2-02(1), > 2-99(1)<, 3-350(2), 4-91(2), 4-99(1), 5-111(2),
o0 ° °
F 20
e
e
0
0,0 2,0 4,0 6,0 8,0 10,0 12,0 mu/l
A
No of participants 69
sample/unit A muU/I B
mean 6.92 40.1
standard deviation 1.40 5.62
coefficient of variation 20.2 14.0
Analyte  17-OH-progesterone (__sample A [nmol/
Method  all methods M Kit N Min 16P 50.P 84P Max 50 100
- Alle 57 684 432 495 584 870 +
success rate 87,7 % out of range 0 4 245 23 684 445 510 610 870 +
B 4 246 6 425 50.4 58.2 |
4 247 18 334 401 456 511 54.0 +
%0 [ sample B [nmol]
M Kit N Min 16.P 50.P 84P Max 10 20 30 40 50
L L 40 Alle 57 274 146 180 21.0 412 -+
4 245 23 172 180 195 250 412 +—
4 246 6 140 171 21.3 1
° 4 247 18 125 136 160 187 210 +
30 Other kits (number):
° > 2-99(1)<, 3-99(1), 3-350(2), 4-91(2), 4-99(1), 5-111(2), 6-99(1),
F 20
( ]
10
[ ]
F 0
0 50 100 150 nmol/l
A
No of participants 57
sample/unit A nmol/| B
mean 49.2 18.3
standard deviation 12.4 5.15
coefficient of variation 25.2 28.1



[ Youden plots NBS2/18, Participant No 9900667, page 2 of 2|

Anavte  IRT [ sample A [ug/] ]
Method all methods M Kit N Min 16.P 50.P 84.P Max 50 100 150 200
) ’ Alle 43 692 114 132 144 167 —+
success rate 83,7 % out of range 3 2 52 2 792 99.7 120 01
) I} 0 B 4 91 2 994 19 139 |
4 245 16 114 17 131 144 167 -+
4 246 4 100 130 147 |
4 247 15 964 16 139 150 157 —
5 1M 2 109 17 125 1
[ sample B [ug/n ]
° M Kit N Min 16.P 50.P 84.P Max 5 10
® . 10,0  Alle 43 450 590 730 950 373 —4—
LA d 2 52 2 153 23.6 31.9 |
o © 4 91 2 495 5.68 6.40 |
® 4 245 16 450 584 650 793 950 —+—
® o0 o 4 246 4 550 5.75 6.50 |
.. 4 247 15 700 747 800 922 10.0 4+
L Lad 5 1M1 2 103 10.7 11.2 1
® o 00 ° _ .
' S The deviation of your results from the median of the A-20.56 %
o®, corresponding sub-collective (kit) is: B-35.17 %
) 50
° Other kits %mmber):
3-99(1), 3-350(1),
50 100 150 200 pg/l
A
No of participants 43
sample/unit A ug/l B
mean 132 7.37
standard deviation 15.6 1.52
coefficient of variation 11.8 20.7






