
 
 

 
Quality Control Specimen Certification 

Set 1 – January 10, 2011 
ENRICHMENT LEVELS (endogenous levels not included) 

 Analyte Lot  Base/Low Lot Low Lot Intermediate  Lot               High 
Thyroxine (T4 µg/dL serum) 

  901 2 902 7 903 11 
Thyroid-Stimulating Hormone (TSH µIU/mL serum) 

  011 25 012 40 013 80 
17 α-Hydroxyprogesterone (17-OHP ng/mL serum) 

  951 25 952 50 953           100 
Total Galactose (Gal mg/dL whole blood) 

025 5.00 026 10.00 027 15.00 028 30.00 
Phenylalanine umol/L blood 

025 0.00 026 150.00 027 400.00 028               600.00 
Leucine umol/L blood 

025 0.00 026 200.00 027 500.00 028 800.00 
Methionine umol/L blood 

025 0.00 026 100.00 027 250.00 028 500.00 
Tyrosine umol/L blood 

025 0.00 026 250.00 027 500.00 028 750.00 
Valine umol/L blood 

025 0.00 026 250.00 027 600.00 028 1000.00 
Citrulline umol/L blood 

025 0.00 026 50.00 027 150.00 028 300.00 
Arginine umol/L blood 

025 0.00 026 65.00 027 130.00 028 200.00 
Succinylacetone umol/L blood 

025 0.00 026 2.50 027 5.00 028 10.00 
ANALYTICAL INFORMATION 

Lot Numbers, Mean Values (x ), and 95% Confidence Limits (CL) 

Analyte Lot 
Mean/ 

95% CL Lot 
Mean/ 

95% CL Lot 
Mean/ 

95% CL Lot 
Mean/ 

95% CL 

T4   

901 

x = 1.3 

CL = 0.6-2.0 902 

x = 5.5 

CL =  3.1-7.8 903 

x = 10.5 

CL = 6.4-14.6 

TSH   

011 

x = 26.5 

CL = 22.0-31.0 012 

x = 42.9 

CL = 35.9-49.9 013 

x = 84.4 

CL = 73.2-95.5 

17-OHP 
 

 
951 

x = 21.1 
CL = 13.6-28.6 952 

x = 46.4 
CL = 30.2-62.6 953 

x = 84.4 
CL = 58.9-110.7 

Total Gal 
025 

  x = 4.8 
CL = 4.4-5.3 026 

  x = 10.0 
CL = 9.2-10.9 027 

  x = 16.1 
CL = 14.6-17.6 028 

  x = 31.4 
CL = 27.7-35.2 

Phe* 

025 

x  = 70.32 

CL = 63.41-77.24 026 

x = 180.64 
CL = 160.13-201.16 027 

x = 366.93 
CL = 331.45-402.41 028 

x = 534.27 
CL = 469.60-598.94 

Leu* 
025 

x  = 148.66 
CL = 133.14-164.18 026 

  x = 290.24 
CL = 256.92-323.57 027 

  x = 518.11 
CL = 460.86-575.37 028 

  x = 738.04 
CL = 635.63-840.46 

Met* 
025 

x  = 19.93 
CL = 15.28-24.59 026 

x = 80.74 
CL = 64.35-97.13 027 

x = 171.56 
CL = 149.14-193.98 028 

x = 343.07 
CL = 310.22-375.93 

Tyr* 
025 

 x  =43.87 
CL = 38.90-48.83 026 

x  = 199.86 
CL = 177.75-221.97 027 

x = 357.46 
CL = 321.13-393.78 028 

x = 532.32 
CL = 453.16-611.48 

Val* 
025 

x = 239.63 
CL = 139.29-339.97 026 

x = 404.60 
CL = 315.04-494.16 027 

x = 653.51 
CL = 553.31-753.71 028 

x = 972.26 
CL = 873.28-1071.24 

Cit* 
025 

x = 19.09 
CL = 16.78-21.39 026 

x  = 42.69 
CL = 37.13-48.25 027 

x  = 93.85 
CL = 82.19-105.51 028 

x = 174.44 
CL = 147.64-201.23 

Arg* 
025 

x = 4.62 
CL = 3.51-5.72 026 

x  = 11.27 
CL = 6.23-16.30 027 

x = 24.71 
CL = 17.67-31.75 028 

x = 43.20 
CL = 25.57-60.82 

SUAC* 025 
x  = 0.12 
CL = 0-0.39 026 

x  = 2.84 
CL = 2.36-3.32 027 

x  = 5.05 
CL = 4.32-5.78 028 

x = 10.42 
CL = 8.70-12.15 

   *Analysis Method: MSMS Derivatized - MS/MS non-kit 
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:  Therrell BL Jr, editor. 
Laboratory methods for neonatal screening. Washington (DC): American Public Health Association, 1993:23-46. 

 



 
 

 
Quality Control Specimen Certification 

Set 1 – January 10, 2011 
Transition (parallel testing) Materials 

ENRICHMENT LEVELS (endogenous levels not included) 

 Analyte Lot  Base/Low Lot Low Lot Intermediate  Lot               High 

T4         

TSH         

17-OHP         
Total Galactose (Gal mg/dL whole blood) 

021 5.00 022 10.00 023 15.00 024 30.00 
Phenylalanine umol/L blood 

021 0 022 181.73 023 424.04 024 666.34 
Leucine umol/L blood 

021 0 022 228.85 023 533.98 024 839.12 
Methionine umol/L blood 

021 0 022 67.09 023 201.27 024 402.55 
Tyrosine umol/L blood 

021 0 022 276.14 023 497.04 024 773.18 
Valine umol/L blood 

021 0 022 256.23 023 597.88 024 939.53 
Citrulline umol/L blood 

021 0 022 57.11 023 171.33 024 342.66 
Arginine umol/L blood 

021 0 022 65.00 023 130.00 024 200.00 
Succinylacetone umol/L blood 

021 0 022 2.50 023 5.00 024               10.00 
ANALYTICAL INFORMATION 

Lot Numbers, Mean Values (0 ), and 95% Confidence Limits (CL) 

Analyte Lot 
Mean/ 

95% CL Lot 
Mean/ 

95% CL Lot 
Mean/ 

95% CL Lot 
Mean/ 

95% CL 

T4         

TSH         

17-OHP         

Total Gal 
021  x = 4.9 

CL = 4.1 – 5.8 022  x = 10.1 
CL = 8.0 – 12.2 023  x = 15.5 

CL = 13.0 – 18.0 024 x = 30.3 
CL = 26.2 – 34.3 

Phe* 
021 

x  = 83.62 
CL = 72.77-94.46 022 

x = 248.67 
CL = 217.07-280.27 023 

x = 450.83 
CL = 399.39-502.27 024 

x = 664.50 
CL = 587.85-741.15 

Leu* 

021 
 x  =178.16 
CL = 155.46-200.85 022 

x  = 376.94 
CL = 334.57-419.32 023 

x = 610.10 
CL = 537.34-682.86 024 

x = 862.19 
CL = 723.50-1002.3 

Met* 
021 

x = 25.26 
CL = 17.53-33.00 022 

x = 75.13 
CL = 56.20-94.05 023 

x = 174.69 
CL = 141.64-207.73 024 

x = 330.22 
CL = 283.69-376.76 

Tyr* 

021 
x = 55.20 
CL = 46.62-63.77 022 

x  = 274.59 
CL = 241.68-307.50 023 

x  = 433.20 
CL = 370.43-495.98 024 

x = 662.17 
CL = 530.66-793.69 

Val* 
021 

x = 177.79 
CL = 144.50-211.08 022 

x  = 394.46 
CL = 319.00-469.92 023 

x = 643.24 
CL = 530.59-755.90 024 

x = 910.07 
CL = 785.87-1034.3 

Cit* 021 
x  = 20.93 
CL = 17.56-24.31 022 

x  = 62.82 
CL = 49.81-75.82 023 

x  = 133.12 
CL = 109.55-156.70 024 

x = 249.52 
CL = 205.55-293.49 

Arg* 
021 

x  = 7.93 
CL = 5.79-10.07 022 

  x = 28.12 
CL = 20.03-36.20 023 

  x = 34.69 
CL = 26.39-42.99 024 

  x = 65.90 
CL = 44.58-87.22 

SUAC* 

021 

x  = 0 

CL = 0-0 022 

x = 2.61 
CL = 1.88-3.35 023 

x = 6.08 
CL = 5.24-6.91 024 

x = 11.88 
CL = 9.62-14.14 

   *Analysis Method: MSMS Derivatized - MS/MS non-kit 
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:  Therrell BL Jr, editor. 
Laboratory methods for neonatal screening. Washington (DC): American Public Health Association, 1993:23-46. 


