Survey: NBS2/20
month: May 2020 ‘
Participant-No: 9900667

date of issue:  02.05.20 Referenzinstitut

far Bioanalytik

Referenzinstitut fiir Bioanalytik

Tijen Tanyalcin MD,PH « DAKKS
Tanyalcin Tip laboratuvari Aekrecerungsstele
Kizilkanat Sag lik Sitisi B Blok kat 1

1359 sokak no 4/3

35220 ALSANCAK, IZMIR Survey directors
TURKEY Prof. Dr. C. Knabbe

Prof. Dr. Dr. K.P. Kohse
Prof. Dr. M. Neumaier

Head of RfB

Dr. W. J. Geilenkeuser
Dr. A. Kessler

Bonn, 29. May 2020

Certificate

We confirm that you have participated in the survey for neonatal screening.

D064622B6474F40ACIBA5B1

You have met the requirements of the survey for the following analytes:

TSH @ | IRT 2)

?tnr=9900667&rv_id=NBS_202

This certificate is according to the current version of the RiliBAK valid until the end of November 2020.
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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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We confirm that you have participated in the survey for neonatal screening.
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Survey:
month:

NBS2/20
May 2020

Participant-No: 9900667

Listing and Evaluation of all your results

Explanations

Certificate
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.

e RfB

Referenzinstitut
fur Bioanalytik

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 analytical reasons

C|M R D/Dmax T LL UL
TSH|+| 2|A  9.00 0.41 8.00 | 5.60 10.4
[mu/] B 26.8| -0.36 30.0| 21.0| 39.0
17-OH-progesterone| +| 2|A  22.4 0.25 20.8 145 271
[nmol/l] B 102 1.19 752 | 526 97.8
IRT|+| 2|A 86.0 | -0.11 88.9| 62.2 116
[ug/] B 200







Findings NBS2/20 -May 2020-

Neonatal - Screening, TSH, Sample A

e RfB

Referenzinstitut

Participant No 9900667 fur Bioanalytik
Legend: N = number of results - result boxfresult code no.  —¥— = 16-bis ?4. percentlle.vxflth median
XM = mean value CH congenital hypothyroidism

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

CV = coefficient of variation

adrenogen. syndrome
cystic fibrosis

M = method number = CH/AGS/CF evident | other M = marks your result box
N I DR RN N I R RN RN R N REN R NN N R | I — 1 1 1
3 4 5 6 7 8 9 10 11 12 13 14 15 muU/l

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

none new card plasma sample  other
N = 54 == normal 39 39
XM= 7,7 mUl/l CH/AGS/CF possible 8 7 1
SD= 1,2 mUll = CH/AGS/CF evident 2 1
CV-= 15,8 % other 1 1
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84P Max 5 10 Kit Classifications

| |

All Kits 54 3.00 6.70 8.00 9.00 279 39 8 2 1
2 9 2 6.70 8.00 9.30 o 1 0 O
3 350 2 8.00 9.10 10.2 1 0 0 O
4 24515 589 6.36 7.57 848 9.20 —— 13 0 1 0
4 246 8 300 414 670 7.87 8.00 —— 6 2 0 O
4 247 16 6.70 7.00 8.05 9.00 279 9 4 1 1
5 77 8 670 678 843 959 961 —— 8 0 0 O
Other Kits:  199(1),2 99(1),3 99(1),
The deviation of your result from the total median M Mu

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




Findings NBS2/20 -May 2020-
Neonatal - Screening, TSH, Sample B

e RfB
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Descriptive Statistics

Statistics of classifications

Participant No 9900667 far Bioanalytik
Legend: N = number of results = result box/result code no. —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
41
38
7
28
27
14
2
5 W37 12
47 A A 9
15253446
50 39
6] 31 36M51
3 W(241) 8 W30M530(43]|[44] §45 4052
r:... . T ‘T T T I TTrTrrrrTTrTrTr T
6 10 14 18 22 26 30 34 38 42 46 50 54 muU/I

Statistics of Implications, related to Classifications

none new card plasmasample  other
N = 54 = normal 1 1
XM= 30,8 mU/l CH/AGS/CF possible 19 12 6 1
SD= 4,8 mU/l = CH/AGS/CF evident 30 3 26 1
CV-= 15,6 % other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84P Max 10 20 30 40 50 Kit Classifications

| |

All Kits 54 6.70 26.7 30.0 352 429 —+— 1 19 30 O
2 9 2 28.1 29.9 317 1 o o0 1 0
3 350 2 320 34.0 35.9 1 o o0 1 0
4 24515 247 259 299 322 359 — o 7 7 0
4 246 8 13.0 188 273 288 29.0 —t 0 5 3 0
4 247 16 6.70 280 30.0 348 36.3 +— 1 5 9 0
5 77 8 327 331 36.2 417 429 —+— 0 0 8 O
Other Kits:  199(1),2 99(1),3 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 NBS2/20 -May 2020-
Neonatal - Screening, 17-OHP, Sample A
Participant No 9900667
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Legend:

XM
SD
Cv

= number of results
= mean value
= standard deviation
= coefficient of variation
= method number

B -

result box/result code no.

normal | CH/AGS/CF possible égs

CH/AGS/CF evident | other r pl

—
CH

16. bis 84. percentile with median

congenital hypothyroidism
adrenogen. syndrome
cystic fibrosis

marks your result box

40
51
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52
39
36
45
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43
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Descriptive Statistics

Statistics of classifications

22

T
25

31

34

37

| |

40

| | | |
43 46  nmol/l

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 49 == normal 35 35
XM= 21,9 nmol/l CH/AGS/CF possible 7 5 2
SD= 5,1 nmol/l m CH/AGS/CF evident
CV-= 23’3 % other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84P Max 10 20 30 Kit Classifications

| |

All Kits 49 103 181 20.8 258 414 —— 35 7 0 O
2 99 2 103 16.4 22.4 1 ° 2 0 0 O
3 350 3 19.6 20.8 28.4 1 2 0 0 O
4 24519 176 184 219 262 27.0 — 16 2 0 0
4 246 6 17.0 22.8 36.0 1 5 1 0 O
4 247 14 164 180 20.0 238 414 —+— 8 4 0 O
6 99 3 18.0 20.8 221 1 2 0 0 O
Other Kits: 2 9(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: 7.7% 36 %




Findings NBS2/20 -May 2020-
Neonatal - Screening, 17-OHP, Sample B . RfB
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Participant No 9900667 fur Bioanalytik
Legend: N = number of results - result boxfresult code no.  —¥— = 16-bis ?4. percentlle.vxflth median
XM = mean value CH congenital hypothyroidism

adrenogen. syndrome
cystic fibrosis

marks your result box

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

M = method number = CH/AGS/CF evident | other r pl

B O] O] [ fw
N [[B] [ [W]| [0 | [©f] o] o
NN @ I WOl N
ARO[ O EANE N =

29] 40

23] (26| 38 [49]
51M550 5 7 M 4 ) (35]
(19 [36M41 378 [201)f 5 W31

a2l 13
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34 42 50 58 66 7

A 7 i
! ! ! ! ! ! ! ! ! ! ! ! ! ! !
82 90 98 106 114 122 130 nmoll

NG

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

none new card plasmasample  other
N = 49 = normal
XM= 79,2 nmol/l CH/AGS/CF possible 15 1 10 2
SD= 19,6 nmol/l = CH/AGS/CF evident 26 2 17 7
CV-= 24,8 % other 1 1
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84P Max 50 100 Kit Classifications

| |

All Kits 49 348 656 752 90.8 146 —— 0 15 26 1
2 99 2 3438 68.6 102 1 ° o 1 1 0
3 350 3 656 71.6 144 1 o 0 1 1
4 24519 504 672 764 863 90.8 —— 0 6 12 0
4 246 6 60.1 81.9 114 1 0 2 4 0
4 247 14 620 633 721 884 146 —+— 0 4 8 O
6 99 3 727 75.0 76.2 1 0 2 0 O

Other Kits: 2 9(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: 36 % 49 %




Findings NBS2/20 -May 2020-
Neonatal - Screening, IRT, Sample A
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Participant No 9900667 fur Bioanalytik
Legend: N = number of results = result box/result code no —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
47
3
41 36
32 15
(10l |0l 18] (6 ]|[23][48 3143
r:... . T ‘T T T I TTrTrrrrTTrTrTr T
15 27 39 51 63 75 87 99 111 123 135 147 159 Mg/l

Descriptive Statistics Statistics of classifications

Statistics of Implications, related to Classifications

none new card plasmasample  other
N = 34 = normal 1 1
XM= 88,8 ugll CH/AGS/CF possible 19 3 16
SD= 20,0 pgll = CH/AGS/CF evident 10 1 8
CV-= 22,6 % other
Kit Evaluation for Sample A
M Kit N Min 16.P 50.P 84.P Max 50 100 150 Kit Classifications

| |

All Kits 34 154 785 88.9 110 119 —+— 1 19 10 O
2 9 2 547 58.6 62.4 1 0o 1 0 O
4 24512 789 810 914 106 109 —+— o 9 1 0
4 246 5 685 82.1 90.2 1 0 4 1 0
4 247 12 806 829 102 117 118 —t— 0 4 7 O
Other Kits: 2 52(1),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:




Findings NBS2/20 -May 2020-
Neonatal - Screening, IRT, Sample B . RfB
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Legend: N = number of results - result boxfresult code no.  —¥— = 16-bis ?4. percentlle.vxflth median
XM = mean value CH congenital hypothyroidism

adrenogen. syndrome
cystic fibrosis

marks your result box

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

M = method number = CH/AGS/CF evident | other r pl

11 14 17 20 23 26 29 32 35 38 41 44 47 ug/l

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

none new card plasma sample  other
N = 34 == normal 30 30
XM= 23,6 ugll CH/AGS/CF possible
SD= 5,7 ugll = CH/AGS/CF evident
CV= 242 % other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84P Max 10 20 30 40 Kit Classifications

| |

All Kits 34 11.0 196 226 31.8 538 —— 30 0O 0 O
2 9 2 240 29.5 35.0 | 1 0O 0 O
4 24512 193 202 232 26.0 282 —— 10 0O 0 O
4 246 5 147 19.7 20.3 1 5 0 0 O
4 247 12 195 207 248 33.7 358 —— 1 0O 0 O

Other Kits: 2 52(1),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:




Findings NBS2/20 -May 2020-
Neonatal - Screening, PAP, Sample A
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Legend: N = number of results - result boxfresult code no.  —¥— = 16-bis ?4. percentlle.v\{lth median
XM = mean value CH congenital hypothyroidism

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

CV = coefficient of variation

M = method number = CH/AGS/CF evident | other r pl

adrenogen. syndrome
cystic fibrosis

marks your result box

2549
200 [36] 43
43 6 230 (27]
(32| §21 62035

N B B B E N B R N N R R R R N B N E—
1 1,2 1,4 1,6 1,8 2 2,2 2,4 2,6 2,8

| | | |
32 34 gl

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

none new card plasmasample  other
N = 17 == normal 12 12
XM= 1,8 pg/l CH/AGS/CF possible 4 1 3
SD= 0,1 g/l = CH/AGS/CF evident
CV= 95% other
Kit Evaluation for Sample A
M Kit N Min 16.P 50.P 84.P Max 07 14 21 28 Kit Classifications

| |

All Kits 177 160 169 1.80 210 220 +— 12 4 0 O
2 255 3 1.70 1.79 1.90 1 3 0 0 O
4 25514 160 164 1.81 210 220 o 9 4 0 O

Other Kits:




Findings NBS2/20 -May 2020-
Neonatal - Screening, PAP, Sample B . RfB

Referenzinstitut

PartiCipant NO 9900667 fur Bioanalytik
Legend: N = number of results = result box/result code no. —f— = 16. bis .84. percentlle.v\{lth median
XM = mean value CH congenital hypothyroidism

adrenogen. syndrome
cystic fibrosis

marks your result box

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

M = method number = CH/AGS/CF evident | other r pl

&
20
l621|[27]|[12]| 49| [18]|[17]]
! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! ! !
2 2,4 2,8 3,2 3,6 4 4,4 4,8 52 5,6 6 6,4 6,8 pg/l

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

none new card plasmasample  other
N = 17 = normal 1 1
XM= 3,0 pg/l CH/AGS/CF possible 14 3 11
SD= 0,3 ugll = CH/AGS/CF evident 1 1
CV-= 12’0 % other
Kit Evaluation for Sample B
M Kit N Min 16.P 50.P 84.P Max 1 2 3 4 5 Kit Classifications

| |

All Kits 17 260 264 315 350 3.60 —— 1 14 1 0
2 255 3 260 2.65 3.30 1 0O 3 0 O
4 25514 260 269 323 350 3.60 — 1 11 1 0

Other Kits:




Youden plots NBS2/20, Participant No 9900667, page 1 of2|

[ sample A[mun

Analyte  TSH
Method  all methods M Kit N Min 16P 50P 84P Max 5 10
- ’ Alle 54 300 670 800 9.00 279 —+
success rate 94,4 % out of range 1 4 245 15 589 636 757 848 920 -+
B 4 246 8 300 414 670 787 8.0 —t
4 247 16 670 700 805 900 279 —+
5 77 8 670 678 843 959 961 —
5 [ sample B [mun] ]
M Kit N Min 16.P 50.P 84P Max 10 20 30 40 50
. Alle 54 670 267 30.0 352 429 -+
° 4 245 15 247 259 299 322 359 —+
hd 40 4 246 8 130 188 273 288 290 —+
® e 4 247 16 670 280 300 348 363 4+
° * ? 5 77 8 327 331 362 417 429 —+—
°
®
S0 ® Other kits (numbelg:
0.8 30 1-99(1), 2-092), > 2-99(1)<, 3-99(1), 3-350(2),
o .. @
o.. [}
20
[ ]
10
)
0
5,0 10,0 15,0  mu/l
A
No of participants 54
sample/unit A muU/I B
mean 7.73 30.9
standard deviation 1.22 4.82
coefficient of variation 15.8 15.6
Analyte  17-OH-progesterone (L_sample A tnmotny ]
Method  all methods M Kit N Min 16P 50P 84P Max 10 20 30
y - Alle 49 103 181 208 258 414 —+—
success rate 83,6 % out of range 0 2 .9 2 103 16.4 224 I 0
B 330 3 196 20.8 284 |
° 4 245 19 176 184 21.9 26.2 27.0 —A—
° 4 246 6 170 228 36.0 |
4 247 14 164 180 200 238 414 -+
6 99 3 180 20.8 22.1 |
[ sample B [nmol] ]
[ ]
M Kit N Min 16.P 50.P 84.P Max 50 100
® 100 Alle 49 348 656 752 908 146 —+—
° 2 99 2 348 68.6 102 | 0
® 3350 3 656 716 144 |
o0, o4 4 245 19 504 672 764 863 908 —+
o9 o 3 4 246 6 601 81.9 14 |
’%‘: 4 247 14 620 633 721 884 146 —+—
o"'.o 6 9 3 727 75.0 76.2 |
® .:. The deviation of your results from the median of the A 36 %
corresponding sub-collective (kit) is: B 49%
°
Other kits &number):
2-09(1), 4-99(1),
°
0
0 10 20 30 40 nmol/l
A
No of participants 49
sample/unit A nmol/| B
mean 22.0 79.3
standard deviation 5.12 19.7
coefficient of variation 23.3 24.9



Youden plots NBS2/20, Participant No 9900667, page 2 of 2 "

L

Analyte
Method

IRT
all methods

success rate 79,4 %

out of range 1

@

[ ]

°

[ ]
°
°
o o oo
® )
]
[ ]
[ ad
Jo*
[ ]
[ ]
0 50 100 150
A

No of participants 34
sample/unit A ug/l B
mean 88.8 23.7
standard deviation 20.1 5.72
coefficient of variation 22.6 24.2

B

I 40

I 30

F 20

F 10

g/l

[ sample A [ug/]

M Kit N Min 16.P 50.P 84.P Max 50 100 150
Alle 34 154 785 889 110 119 —+—

2 9 2 547 586 624 [

4245 12 789 810 914 106 109 —+—

4246 5 685 82.1 90.2 [

4247 12 806 829 102 17 118 ——

[ sample B [ug/ ]
M Kit N Min 16.P 50.P 84.P Max 10 20 30 40
Alle 34 110 196 226 318 538 —+—

2 9 2 240 295 35.0 [

4245 12 193 202 232 260 282 —

4246 5 147 19.7 203 [

4247 12 195 207 248 337 358 ——

Other kits (numbe

rg:
>2-52(1)<, 3-99(1), 3-350(1),



