Newborn Screening Quality Assurance Program

ENRICHMENT LEVELS (endogenous levels not included)

Quiality Control Specimen Certification
Set 1 — January 2016

Amino Acids Analysis Method: MSMS Non-Derivatized — MS/MS non-kit

Total Galactose Analysis Method: PerkinEImer Neonatal Kit

Analyte Lot  Base/Low | Lot Low Lot Intermediate | Lot High Expiration Date
Alanine (umol /L whole b|00d) 1525 0 1526 200.0 1527 400.0 1528 600.0 February 2017
Arginine (le0| /L whole b|00d) 1525 0 1526 100.0 1527 200.0 1528 300.0 February 2017
Citrulline (umol /L whole b|00d) 1525 0 1526 25.0 1527 100.0 1528 250.0 February 2017
Leucine (umol /L whole blood) 1525 0 1526 100.0 1527 250.0 1528 500.0 February 2017
Methionine (umol /L whole b|00d) 1525 0 1526 50.0 1527 150.0 1528 250.0 February 2017
Phenylalanine (umol/L whole blood) | 1525 0 1526 100.0 | 1527 200.0 1528 300.0 February 2017
ﬁluoctf(;?y'acem”e (hmol /L whole 1525 0 1526 25 1527 75 1528 15.0 February 2017
Tyrosine (le0| /L whole b|00d) 1525 0 1526 200.0 1527 400.0 1528 600.0 February 2017
Valine (Hmol /L whole blood) 1525 0 1526 2000 | 1527 3500 | 1528 500.0 February 2017
Total Galactose (mg/dL whole blood) | 1505 50 1526 10.0 1527 15.0 1528 30.0 February 2017
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
1505 % = 4935 1526 %= 653.1 1507 % = 894.4 1508 %=1021.8
Ala CL = 420.0-567.1 CL =571.7-7345 CL =730.7-1058.4 CL=920411232 | February 2017
A %=9.9 %=957 %=181.3 %= 2482
9 1925 clZe7ris2 | cLz779.1185 | %7 cL-1a78 2149 | 198 cL=2037.2028 | February 2017
- %=27.8 %=535 %=123.0 %= 242.9
t X
ci 1925 clZi187369 |0 cLzzeatos | ¥ cL-o14asa6 |98 L1844 3014 | February 2017
L %=186.9 %= 274.0 %= 420.1 %= 622.9
U 1925 o Ti600.2130 | 9?0 cL=23543125 | ¥ cL-3442-4959 |58 | Zsg51 pg07 | February 2017
Met %=196 %=60.1 %=142.6 %=219.7
¢ 1925 o 2122069 | 1% cLzaz27s1 | cL=1176675 | %% cL=-1889 2506 | February 2017
%=775 %= 167.4 %=261.4 %= 3417
Phe 11525 o —g67-884 | 9% cL=14611886 | %27 cL=20043134 | cL=3071 3763 | February2017
152 =06 152 =15 1507 %=36 15 %=6.1
SUAC | 1525 1" 5509 56 o111 5 CL=26-45 58 lZ4875 February 2017
T 152 % =535 152 %=216.3 1507 %= 3747 15 %=5226
yr 55 oLz ear | % cLZ1820 2406 | CL=30584436 | % L =44775075 | February2017
Val 152 %=170.6 152 % =332.9 1507 %= 4757 15 %= 5817
a 55 ol 214751038 | %% oL 28803770 | P CL=3872-5641 | 2% L =s5259 6375 | February 2017
Total %=59 %=98 %=155 %=275
152 152 1527 152
Gal 5 cli4871 56 ¢ Zgo1s | CL=126-184 58 cL=220320 February 2017

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
estimates 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:
Association, 1993:23-46.
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