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Certificate

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

You have met the requirements of the survey for the following analytes:
TSH (2) | 17-OH-progesterone (2)
This certificate is valid until the end of January 2020.
Cm - (S - -1 . .

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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TURKEY

Participation certificate

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

The analytes determined by you are as follows:

TSH (2) | 17-OH-progesterone (2) | IRT

CI0 o A e %,j

The number in parentheses characterizes the analytical method used.
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The assignment of the number to the respective method and/or the respective instrument

is to be taken from the total evaluation.

Referenzinstitut fiir Bioanalytik - Friesdorfer Str. 153 - D-53175 Bonn
Tel. 0228 / 926895 - 0 - Fax 0228 / 926895-29 - Web: www.rfb.bio - E-Mail: info@dgkl-rfb.de



Survey:
month:

NBS3/19
July 2019

Participant-No: 9900667

Listing and Evaluation of all your results

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)

Explanations

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 analyticalreasons |

cC|M R D/Dmax T LL uL

TSH|+| 2|A 249 | -0.39 282 | 19.7| 36.7

[mu/] B 6.26 0.72 4.51 2.1 6.91
17-OH-progesterone| +| 2|A  20.0 0.03 19.8 13.8 | 25.8
[nmol/] B 637 0.55 546 | 382| 71.0

IRT| | 2|A 24.6 2.73 134 | 9.38| 175

[ng/ B 999 0.68 826 | 57.8 108




Findings NBS3/19 -July 2019-
Neonatal - Screening, TSH, Sample A

o RfB

Referenzinstitut

Participant No 9900667 far Bioanalytik
Legend: N = number of results = result box/result code o —}— = 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

29
28
27
7)[25]
6i[24]
115]{[23] #3504 1] 49
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Descriptive Statistics Statistics of classifications

N = 63 == normal

XM= 29,6 mU/I CH/AGS/CF possible 25
SD= 59 mull = CH/AGS/CF evident 34
CV= 20,0% other

|
40 43 46 49

| B E—
52 55 muUl/l

Statistics of Implications, related to Classifications

none new card plasma sample  other
18 7
33 1

Kit Evaluation for Sample A

M Kit N  Min 16.P 50.P 84.P Max

All Kits 63 199 252 28.2 339 503

99 2 249 37.3 49.7
350 3 27.2 28.5 34.2
24519 239 266 282 312 349
246 6 26.0 26.8 32.0

247 17 21.0 249 27.7 316 33.0
77 8 308 310 354 382 388
1M1 2 484 49.4 50.3

oAb prpBrON

Other Kits:  19(1),1 77(1),2 9(1),3 99(1),4 99(1),4 216(1),

10 20 30 40 50

The deviation of your result from the total median M

Mu

and from the median of the corresponding sub-collective (kit) Muis:  -11.7 % -33.24 %

Kit Classifications
|

34

N
[&)]

OO OO OOOo OI
O =0T WWON -
2NN WOOo -
OO O0OO0OO0OOCO0O O



Findings NBS3/19 -July 2019-
Neonatal - Screening, TSH, Sample B

o RfB

Referenzinstitut

Descriptive Statistics Statistics of classifications

Participant No 9900667 fur Bioanalytik

Legend: N = number of results = result box/result code no. —}— = 16. bis 84. percentile with median

XM = mean value CH = congenital hypothyroidism

SD = standard deviation = normal | CH/AGS/CF possibIeAGS= adre.nogen..syndrome

CV = coefficient of variation CF = cystic fibrosis

M = method number = CH/AGS/CF evident | other m - marks your result box

49

61
rr... ...’ &I IT T T T T
0 0,8 1,6 2,4 3,2 4 4.8 5,6 6,4 7,2 8 8,8 9,6 muU/I

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 63 = normal 59 59
XM= 4,5 mU/I CH/AGS/CF possible
SD= 1,4 mUl/l m CH/AGS/CF evident
CV= 31,4% other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84.P Max 0 ) 10 Kit Classifications

| |

All Kits 63 0.900 355 4.51 545 955 —— 5 0 0 0
2 99 2 6.26 7.91 9.55 e |1 2 0 0 0
3 350 3 3.73 5.30 5.90 | 2 0 0 0
4 245 19 357 3.7 470 500 5.50 —+ 18 0 0 0
4 246 6 3.20 4.70 7.00 1 6 0 0 O
4 247 17 390 400 495 538 6.10 —+ 17 0 0 0
5 77 8 0.900 1.1 252 373 3.88 —— 8 0 0 0
5 1M 2 6.90 714 7.38 | 1 0 0 0
Other Kits: 1 9(1),1 77(1),2 9(1),3 99(1),4 99(1),4 216(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
38 % -20.81 %




Neonatal - Screening, 17-OHP, Sample A

Findings NBS3/19 -July 2019-

o RfB

Referenzinstitut

Participant No 9900667 fur Bioanalytik
Legend: N = number of results = result box/result code o —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/AGS/CF evident | other M = marks your result box
2046
61 36 NS
645752 8
55 (632041
275853 2 W60 15 2433
10l 16l 34 M40} (54] {22
63] f44Mi23 300434539037 W38} (56 | [59/)f21]
r..... T ‘T’ rIT T rrTrTr T
15 17 19 21 23 25 27 29 31 33 35 37 39  nmolll

Descriptive Statistics Statistics of classifications

Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 51 = normal 38 38
XM= 20,6 nmol/l CH/AGS/CF possible 6 6
SD= 4,2 nmol/l m CH/AGS/CF evident
CV= 203 % other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 10 20 30 Kit Classifications

| |

All Kits 51 155 17.2 19.8 246 39.0 —— 38 6 0 O
3 350 3 202 24.8 26.5 2 0 0 O
4 24522 167 182 208 248 39.0 —+— 16 4 0 O
4 246 6 174 20.1 28.5 1 6 0 0 O
4 247 14 16.0 162 17.7 19.0 216 -+ 1 2 0 O
5 111 2 155 16.5 17.5 1 1 0 0 O
Other Kits: 2 9(1),2 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 NBS3/19 -July 2019-
Neonatal - Screening, 17-OHP, Sample B ® RfB

Referenzinstitut

Participant No 9900667 far Bioanalytik
Legend: N = number of results = result box/result code o —}— = 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

145|026
64 [23]|[38]
(2]|[6][32]
58]{(40/ 48} 8 |
160 ([46] {31 1e
57]§500(16]{[52]|(36]
30]f{100(39]{[41]{[14]
120 [55]| (65 {37530 [56]|[15]
43]|201|27][[24] 511 |[34) 22 l21]| 7 [[e7]
|
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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= 54,0 nmol/l CH/AGS/CF possible 30 28 2
SD= 9,9 nmol/l m CH/AGS/CF evident 12 2 10
CV= 184 % other 1
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84P Max 20 40 60 80 100 Kit Classifications

| |

All Kits 51 209 46.0 54.6 628 83.0 —— 1 30 12 1
3 350 3 546 57.6 58.2 1 0 1 1 0
4 245 22 453 495 56.7 64.0 830 —— 0 15 4 1
4 246 6 374 51.8 61.2 | 0 5 1 0
4 247 14 423 439 488 56.0 56.1 —+— 0 8 5 0
5 1M1 2 209 26.3 31.7 1 1 0 0 0

Other Kits: 2 9(1),2 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 NBS3/19 -July 2019-
Neonatal - Screening, IRT, Sample A
Participant No 9900667

e RfB

Referenzinstitut
fur Bioanalytik

Legend: N = number of results = result box/result code no. t
XM = mean value CH
SD = standard deviation = normal | CH/AGSI/CF possible AGS
CV = coefficient of variation CF

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

16. bis 84. percentile with median

congenital hypothyroidism
adrenogen. syndrome
cystic fibrosis

marks your result box

o [ia]
rr T ‘TTr<Tr T T I rTrrTrrTr
5 7 9 11 13 15 17 19 21 23 25 27 29 Mg/l

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

none new card plasma sample  other
N = 40 == normal 36 35 1
XM= 13,0 pg/l CH/AGS/CF possible
SD= 5,6 g/l = CH/AGS/CF evident
CV= 431% other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 5 10 15 20 25 Kit Classifications

| |

All Kits 40 540 739 134 199 645 —_—t 36 0 0 0
2 52 2 246 44.5 64.5 ° 2 0 0 0
3 350 2 204 24.2 27.9 1 2 0 0 0
4 245 9 127 127 13.5 16.1 16.8 +— 7 0 0 0
4 246 3 116 13.2 13.8 1 3 0 0 0
4 247 6 140 15.3 17.0 | 6 O 0 0
4 745 7 540 7.50 8.44 1 7 0 0 0
4 747 7 6.60 7.90 9.00 1 7 0 0 0
5 1M1 2 195 20.0 20.4 1 1 0 0 0

Other Kits: 2 9(1),4 746(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: 84 % -44.83 %




Findings NBS3/19 -July 2019-
Neonatal - Screening, IRT, Sample B . RfB

Referenzinstitut

Participant No 9900667 fur Bioanalytik
Legend: N = number of results = result box/result code o —3}— = 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

9

13 50/ 11 20M36

[23]{[16][61]|[15] 490 [19] §3 1M 120 [69)] 56
7ri ] =2 [Elm m E)E] [z ] &
1T T 1T 1

| N I R E N RN I N RN R R H E
3 95 107 119 131 143 155 167 g/l

—
23 35 47 59
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Descriptive Statistics Statistics of classifications Statistics of Implications, related to Classifications

none new card plasma sample  other
N = 40 = npormal 4 4
XM= 82,7 g/l CH/AGS/CF possible 18 6 12
SD= 23,1 ugll m CH/AGS/CF evident 14 1 1 1 11
CV= 279% other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84.P Max 50 100 150 Kit Classifications

| |

All Kits 40 235 647 82.6 108 160 —— 4 18 14 0
2 52 2 999 130 160 ° 1 o 0 2 0
3 350 2 235 28.5 33.5 1 2 0 0 0
4 245 9 875 914 101 116 123 —— 0 3 4 0
4 246 3 787 82.8 93.5 | 0 3 0 0
4 247 6 850 103 127 | 0 1 5 0
4 745 7 461 68.0 79.1 1 1 6 0 0
4 747 7 577 66.0 80.5 1 1 4 2 0
5 111 2 740 78.2 82.4 1 0 1 0 0

Other Kits: 2 9(1),4 746(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: 21% 23 %




Findings NBS3/19 -July 2019-
Neonatal - Screening, PAP, Sample A

o RfB

Referenzinstitut

Participant No 9900667 far Bioanalytik
Legend: N = number of results - result box/result code no.  —¥— = 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
8
|24|[43]|[32]|[53]| 20| [21] 40 50
rr... ...’ &I IT T T T T
2 2,2 2,4 2,6 2,8 3 3,2 3,4 3,6 3,8 4 4,2 4,4 pg/l

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

none new card plasma sample  other
N = 17 = normal 2 2
XM= 2,6 ug/l CH/AGSI/CF possible 13 2 1
SD= 0,2 g/l m CH/AGS/CF evident
CV= 94% other
Kit Evaluation for Sample A
M KitN Min 16.P 50.P 84.P Max 1 2 3 4 Kit Classifications

| |

All Kits 17 220 239 2.66 282 3.25 —+ 2 13 0 0
2 255 3 240 2.82 2.82 1 1 2 0 0
4 255 14 220 234 263 278 3.25 —+ 1T 1 0 0

Other Kits:



Findings NBS3/19 -July 2019-
Neonatal - Screening, PAP, Sample B ® RfB

Referenzinstitut

Participant No 9900667 far Bioanalytik
Legend: N = number of results = result box/result code o —}— = 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

| N N I NN N N RN N N N R R I N BN N NN BN N N R R N N N
1 1,2 1,4 1,6 1,8 2 22 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 = 17 = normal 14 13 1
XM= 1,2 ug/l CH/AGS/CF possible 1 1
SD= 0,1 g/l m CH/AGS/CF evident
CV= 143% other
Kit Evaluation for Sample B
M KitN Min 16.P 50.P 84.P Max 0,5 1 1,5 2 Kit Classifications

| |

All Kits 17 1.00 1.05 1.20 1.42 1.60 —4— 14 1 0 0
2 255 3 1.20 1.33 1.35 1 3 0 0 0
4 255 14 1.00 1.02 1.20 1.49 1.60 S 11 1 0 0

Other Kits:



Analyte TSH
Method  all methods
success rate 93,6 % out of range 0
B
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0.. LS ° °
° N
o S
o0
[ J
r 0,0
0 10 20 30 40 50 muU/I
A
No of participants 63
sample/unit A muU/I B
mean 29.7 4.52
standard deviation 5.96 1.42
coefficient of variation 20.1 31.4
Analyte 17-OH-progesterone
Method  all methods
success rate 86,2 % out of range 0
B
F 100
[ ]
I 80
°
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oo
[ ] .. [ ] I 60
e fo vee
LX) o,
) ¢ S
s
I 40
L J
°
° I 20
10 20 30 40  nmol/l
A
No of participants 51
sample/unit A nmol/| B
mean 20.7 54.0
standard deviation 4.20 9.96
coefficient of variation 20.3 18.4

Youden plots NBS3/19, Participant No 9900667, page 1 of2“

[ sample A [mur

]

M Kit N Min 16.P 50.P 84P Max 10 20 30 40 50
Alle 63 199 252 282 339 503 i

3 350 3 272 28.5 342 1

4 245 19 239 256 282 312 349 -+

4 246 6 260 26.8 320 |

4 247 17 210 249 277 316 330 -+

5 77 8 308 310 354 382 388 —+

[ sample B (mun ]
M Kit N Min 16.P 50.P 84P Max 0 5 10
Alle 63 0900 355 451 545  9.55 -+

3 350 3 373 5.30 5.90 |

4 245 19 357 371 470 500 550 —+

4 246 6 320 4.70 7.00 |

4 247 17 390 400 495 538 6.10 -+

5 77 8 0900 1.1 252 373 388 ——

Other kits (number?:

1-09(1), 1-77(1), 2-09(1), > 2-99(2)<, 3-99(1), 4-99(1), 4-216(1), 5-111(2),

[ Sample A [nmol/l] ]
M Kit N Min 16.P 50.P 84P Max 10 20 30
Alle 51 165 172 198 246 390 —+—

3 350 3 202 24.8 26.5 |

4 245 22 167 182 208 248 390 —+—

4 246 6 174 201 285 |

4 247 14 160 162 177 190 216 +

[ sample B [nmol] ]
M Kit N Min 16.P 50.P 84P Max 20 40 60 80 100
Alle 51 209 460 546 628 83.0 —+-

3 350 3 546 57.6 58.2 1

4 245 22 453 495 567 640 830 -+

4 246 6 374 51.8 61.2 1

4 247 14 423 439 488 560 56.1 -+

Other kits gnumber :

2-09(1), > 2-99(1)<, 4-99(1), 5-111(2), 6-99(1),



L

IRT
all methods

Analyte
Method

success rate 77,5 %

out of range 1

[ Youden plots NBS3/19, Participant No 9900667, page 2 of 2 |

[ Sample A [ug/l]

]
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°
5,0 10,0 15,0 20,0 25,0
A
No of participants 40
sample/unit A ug/l B
mean 13.0 82.7
standard deviation 5.61 23.1
coefficient of variation 43.2 28.0

M Kit N Min 16.P 50.P 84.P Max 10 15 20 25
Alle 40 540 739 134 199 645 s
4 245 9 127 127 135 161 16.8 +—
B 4 246 3 116 13.2 13.8 |
4 247 6 140 15.3 17.0 1
PE2 7 540 7.50 8.44 |
L 150 PE3 7 6.60 7.90 9.00 |
[ Sample B [pg/l] ]
M Kit N Min 16.P 50.P 84.P Max 50 100 150
Alle 40 235 647 826 108 160 ——
4 245 9 875 914 101 116 123 —+—
4 246 3 787 82.8 935 |
r100 4 247 6 850 103 127 1
PE2 7 461 68.0 79.1 1
PE3 7 577 66.0 80.5 1
Other kits gnumber :
2-09(1), > 2-52(2)<, 3-350(2), 4-746(1), 5-111(2),
r 50
g/l





