Newborn Screening Quality Assurance Program
Quality Control Specimen Certification
Set 2 —July 13, 2015
Amino Acids Method: MSMS Non-Derivatized — MS/MS non-kit
Total Galactose Analysis Method: PerkinEImer Neonatal Kit

ENRICHMENT LEVELS (endogenous levels not included)

Analyte Lot  Base/Low | Lot Low Lot Intermediate | Lot High Expiration Date
Alanine (umol /L whole blood) 1521 0.0 1522 200.0 1523 400.0 1524 600.0 April 10, 2016
Arginine (umol /L whole blood) 1521 0.0 1522 100.0 1523 200.0 1524 300.0 April 10, 2016
Citrulline (umol /L whole blood) 1521 0.0 1522 250 1523 100.0 1524 250.0 April 10, 2016
Leucine (umol /L whole blood) 1521 0.0 1522 100.0 1523 250.0 1524 500.0 April 10, 2016
Methionine (umol /L whole blood) 1521 0.0 1522 50.0 1523 150.0 1524 250.0 April 10, 2016
Phenylalanine (umol/L whole blood) | 1521 0.0 1522 1000 | 1523 200.0 1524 300.0 April 10, 2016
ﬁ;“’c(ij?y'acem”e (hmol /L whole 1521 0.0 1522 25 1523 75 1524 15.0 April 10, 2016
00 ) ) ) )
Tyrosine (umol /L whole blood) 1521 0.0 1522 200.0 1523 400.0 1524 600.0 April 10, 2016
Valine (umol /L whole blood) 1521 0.0 1522 200.0 1523 350.0 1524 500.0 April 10, 2016
Total Galactose (mg/dL whole blood) 1521 5.0 1522 10.0 1523 15.0 1524 30.0 April 10, 2016
ANALYTICAL INFORMATION
Lot Numbers, Mean Values (x), and 95% Confidence Limits (CL)
Mean/ Mean/ Mean/ Mean/ Expiration Date
Analyte | Lot 95% CL Lot 95% CL Lot 95% CL Lot 95% CL
% =447.0 %=613.6 %=812.7 %=1016.0 i
Ala 1921 0| Z3s66.537.3 | 9% cL=5074.7197 | P2 cL=-6369.9884 | % cL=g817.2 12147 | APril10,2016
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1501 %=03 1500 =13 152 =33 1504 %=6.0 )
SUAC (15 CL=0.2-0.4 S CL=1.0-16 53 cl-2542 5 CL =5.0-7.0 April 10, 2016
- 1501 %=533 1520 g=222.1 152 % =393.6 1504 % =568.9 )
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Note: The values provided in the above tables are for reference use only. The mean value and confidence limits (CL) are determined by CDC for each
Quality Control (QC) lot. Each participating laboratory must establish its own mean values and CL for its test method with these QC materials. Temporary
estimate s of mean values and CL can be determined after 10 successive, independent measurements. Slazyk WE, Hannon WH. Quality Assurance in the
newborn screening laboratory. In:  Therrell BL Jr, editor. Laboratory methods for neonatal screening. Washington (DC): American Public Health
Association, 1993:23-46.
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Previous Lot Transition Materials (parallel testing)

Quality Control Specimen Certification
Set 2 —July 13, 2015

Amino Acids Method: MSMS Non-Derivatized — MS/MS non-kit
Total Galactose Analysis Method: PerkinElmer Neonatal Kit

ENRICHMENT LEVELS (endogenous levels not included)

Analyte Lot  Base/Low | Lot Low Lot Intermediate | Lot High Expiration Date
Total Galactose (mg/dL whole blood) | 1425 5.0 1426 10.0 1427 15.0 1428 30.0 August 31, 2015
Phenylalanine (umol/L whole blood) | 1425 0.0 1426 100.0 | 1427 200.0 1428 300.0 August 31, 2015
Leucine (umol /L whole blood) 1425 0.0 1426 1000 | 1427 250.0 1428 500.0 August 31, 2015
Methionine (umol /L whole blood) 1425 0.0 1426 50.0 1427 150.0 1428 250.0 August 31, 2015
Tyrosine (umol /L whole blood) 1425 0.0 1426 2000 | 1427 400.0 1428 600.0 August 31, 2015
Valine (umol /L whole blood) 1425 0.0 1426 2000 | 1427 350.0 1428 500.0 August 31, 2015
Citrulline (umol /L whole blood) 1425 0.0 1426 25.0 1427 100.0 1428 250.0 August 31, 2015
Arginine (umol /L whole blood) 1425 0.0 1426 1000 | 1427 200.0 1428 300.0 August 31, 2015
Alanine (umol /L whole blood) 1425 0.0 1426 2000 | 1427 400.0 1428 600.0 August 31, 2015
Efccé?y'acetone (mol /L whole 1425 00 | 1426 25 | 1427 75 1428 15.0 August 31, 2015
00
ANALYTICAL INFORMATION
Lot Numbers, Mean Values (x), and 95% Confidence Limits (CL)
Mean/ Mean/ Mean/ Mean/ Expiration Date
Analyte | Lot 95% CL Lot 95% CL Lot 95% CL Lot 95% CL
Total %=52 %=07 x=14.1 %=256
Gal 1425 clzsiea |1 clz=74121 [T cLc113169 | 1?® cL-208.304 | August3L 2015
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Note: The values provided in the above tables are for reference use only. The mean value and confidence limits (CL) are determined by CDC for each Quality Control (QC)
lot. Each participating laboratory must establish its own mean values and CL for its test method with these QC materials. Temporary estimate
can be determined after 10 successive, independent measurements. Slazyk WE, Hannon WH. Quality Assurance in the newborn screening laboratory. In: Therrell BL Jr,

editor. Laboratory methods for neonatal screening. Washington (DC): American Public Health Association, 1993:23-46.
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