Newborn Screening Quality Assurance Program
Quality Control Specimen Certification
Lot 1325-1328 — January 13, 2014

Amino Acid Analysis Method: MSMS Derivatized — MS/MS non-kit
Total Galactose Analysis Method: Fluorometric Manual

ENRICHMENT LEVELS (endogenous levels not included)

Analyte Lot Base/Low Lot Low Lot Intermediate Lot High
Total Galactose (mg/dL whole blood) 1325 50 1326 10.0 1327 15.0 1328 30.0
Phenylalanine (pmol/L whole blood) 1325 0.0 1326 1000 | 1327 200.0 1328 300.0
Leucine (umol /L whole blood) 1325 0.0 1326 1000 | 1327 250.0 1328 500.0
Methionine (umol /L whole blood) 1325 0.0 1326  50.0 1327 150.0 1328 250.0
Tyrosine (umol /L whole blood) 1325 0.0 1326 2000 | 1327 400.0 1328 600.0
Valine (umol /L whole blood) 1325 0.0 1326 200.0 1327 350.0 1328 500.0
Citrulline (umol /L whole blood) 1325 0.0 1326 250 1327 100.0 1328 250.0
Arginine (mol /L whole blood) 1325 0.0 1326 100.0 1327 200.0 1328 300.0
Alanine (umol /L whole blood) 1325 0.0 1326 200.0 1327 400.0 1328 600.0
Succinylacetone (umol /L whole blood) 1325 0.0 1326 25 1327 75 1328 15.0
ANALYTICAL INFORMATION
Lot Numbers, Mean Values (X ), and 95% Confidence Limits (CL)
Analyte Mean/ Mean/ Mean/ Mean/
Lot 95% CL Lot 95% CL Lot 95% CL Lot 95% CL
X=4.6 Xx=9.5 x=145 X =29.4
Total Gal 1 1325 CL=3358 1326 CL=77-113 1820 o 210070 | 138 CL=25.1-336
X =64.8 X = 156.2 X =260.9 x=3375
Phe 1325 CL=574-72.1 1326 o -q3721752 | 1327 cL=230002019 | 1328 CL =302.9-372.2
X =119.7 x =210.4 X =334.4 x =538.4
Leu 1825 cL=10a7-1348 | 3% cL-183a0374 | 137 cL=2064-3723 | 138 CL = 471.9-604.9
X =18.3 x=57.8 x=135.8 X =216.2
Met 1325 CL=0.0-36.6 1326 CL =50.3-65.2 1821 oL =11841531 | B2 CL =186.2-246.3
X =48.3 x =210.0 X =364.3 x=528.3
Tyr 1325 CL =40.5-56.2 1826 oL o17750a04 | %7 cL=31184169 | 1328 CL = 443.4-613.2
x=116.3 X =261.6 X =357.2 X = 466.6
val 1825 o Zggs13a1 | B cL=20832049 | %% cL=20704174 | B CL = 380.4-552.7
. X =282 x =57.9 x =126.9 X = 256.6
Cit 1325 CL=23.6-32.9 1326 CL=48567.3 1821 cL=1076-1462 | 138 CL=221.4-291.8
x=12.3 X =90.6 X =171.0 X =251.3
Arg 1825 cL=s1194 | B® cl-maa10es | 13?7 cL=14221098 | B2 CL =215.5-287.1
Ala 1325 x =201.3 1326 X =294.9 1327 x =378.0 1328 Xx=4419
CL = 142.6-260.0 CL = 203.9-385.8 CL =264.1-491.8 CL =334.4-549.3
1325 x =07 1326 x =18 1327 x =35 1328 x=63
SUAC CL=05-08 CL=13-19 CL=3.04.1 CL=53-72

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 20 successive, independent measurements.

Reference: 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.



Newborn Screening Quality Assurance Program
Quality Control Specimen Certification
Lot 1321-1324 — January 13, 2014
Previous Lot Transition Materials (parallel testing)
Amino Acid Analysis Method: MSMS Derivatized - MS/MS non-Kkit
Total Galactose Analysis Method: Fluorometric Manual

ENRICHMENT LEVELS (endogenous levels not included)

Analyte Lot Base/Low Lot Low Lot Intermediate Lot High
Total Galactose (mg/dL whole blood) 1321 5.0 1322 100 | 1323 15.0 1324 30.0
Phenylalanine (umol/L whole blood) 1321 0.0 1322 100.0 | 1323 200.0 1324 300.0
Leucine (pmol /L whole blood) 1321 0.0 1322 1000 | 1323 250.0 1324 500.0
Methionine (umol /L whole blood) 1321 0.0 1322 50.0 | 1323 150.0 1324 250.0
Tyrosine (umol /L whole blood) 1321 0.0 1322 2000 | 1323 400.0 1324 600.0
Valine (umol /L whole blood) 1321 0.0 1322 2000 | 1323 350.0 1324 500.0
Citrulline (umol /L whole blood) 1321 0.0 1322 250 | 1323 100.0 1324 250.0
Avrginine (umol /L whole blood) 1321 0.0 1322 1000 | 1323 200.0 1324 300.0
Alanine (umol /L whole blood) 1321 0.0 1322 2000 | 1323 400.0 1324 600.0
Succinylacetone (pmol /L whole b|00d) 1321 0.0 1322 25 1323 75 1324 15.0
ANALYTICAL INFORMATION
Lot Numbers, Mean Values (X ), and 95% Confidence Limits (CL)
Mean/ Mean/ Mean/ Mean/
Analyte Lot 95% CL Lot 95% CL Lot 95% CL Lot 95% CL
X=5.2 X =104 x=16.3 X =334
Total Gal | 1321 CL=37-6.7 1322 CL=9.1-118 1823 o 2134102 | 13 CL=29.1-37.6
X =66.1 x =157.0 X =245.1 X =330.5
Phe 1321 CL=581-741 1822 o 213901741 | 188 cL=2116-2786 | 13% CL =283.7-377.3
x =131.6 X =221.2 X =345.3 X =552.8
Leu 1321 oL 211551476 | 1322 cL=-1939-485 | 1% cL=2886a020 | 13% CL = 477.6-627.9
X =15.9 X=52.2 Xx=123.8 x=1925
Met 1321 CL=12.0-19.8 1322 CL =40.7-63.8 1823 o 9751502 | 132 CL = 153.0-232.0
X =49.1 x =211.0 x = 375.5 X =516.9
yr 1321 ol =mose2 |12 cL-18302389 | 1% cL=3117-4303 | 13% CL = 421.0-612.7
X =127.2 X = 262.2 X = 360.2 X = 464.4
val 1821 oL 2q051-1493 | 1822 cL=21753088 | 188 cL=2781-a423 | 13% CL = 386.8-542.0
. X =262 X =525 x =118.7 x =237.1
Cit 1321 ol =20304 |12 cL-a37613 | %P cL-gse1418 | 132 CL = 187.6-286.6
X =15.0 X =97.4 X =184.2 X = 260.5
Arg 1321 CL=5.1-249 1322 CL=77.4-1175 1823 o Sqa100071 | 132 CL = 196.6-324.5
CL = 130.6-227.6 CL =190.6-331.5 CL = 268.7-428.6 CL = 304.3-540.0
SUAC 1321 x =07 1322 x =19 1323 x =46 1324 x=85
CL=0.5-0.9 CL=16-2.1 CL=3.6-56 CL =7.0-10.0

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 20 successive, independent measurements.

Reference: 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.



