Newborn Screening Quality Assurance Program

Quality Control Specimen Certification
Set 2—July 2015

Acylcarnitines Method: MS/MS Non-Derivatized - MS/MS non-kit

Analyte (zmol/L whole blood) Lot Base | Lot Low | Lot Intermediate | Lot  High | Expiration Date
Free carnitine (CO) 1561 0 1562 10.0 | 1563 20.0 1564  30.0 | February 28, 2016
Acetylcarnitine (C2) 1561 0 1562 10.0 | 1563 20.0 1564  30.0 | February 28, 2016
Propionylcarnitine (C3) 1561 0 1562 4.0 | 1563 8.0 1564  12.0 | February 28, 2016
Butyrylcarnitine (C4) 1561 0 1562 1.0 | 1563 3.0 1564 5.0 | February 28, 2016
Malonylcarnitine +

Hydroxybutyrylcarnitine (C3DC+ | 1561 0 | 1562 1.0 | 1563 25 1564 5.5 | February 28, 2016
C40H)

Isovalerylcarnitine (C5) 1561 0 1562 0.5 | 1563 15 1564 3.0 | February 28, 2016
Glutarylcarnitine (C5DC) 1561 0 1562 0.5 | 1563 1.0 1564 2.5 | February 28,2016
(Hggcr)?j?’ isovalerylcarnitine 1561 0 |1562 1.0 | 1563 2.0 1564 3.0 | February 28, 2016
Hexanoylcarnitine (C6) 1561 0 1562 0.5 | 1563 1.0 1564 2.5 | February 28,2016
Octanoylcarnitine (C8) 1561 0 1562 0.5 | 1563 1.0 1564 2.5 | February 28,2016
Decanoylcarnitine (C10) 1561 0 1562 0.5 | 1563 1.0 1564 2.5 | February 28, 2016
Dodecanoylcarnitine (C12) 1561 0 1562 1.0 | 1563 2.0 1564 3.0 | February 28, 2016
Myristoylcarnitine (C14) 1561 0 1562 0.5 | 1563 15 1564 3.0 | February 28,2016
Palmitoylcarnitine (C16) 1561 0 1562 4.0 | 1563 8.0 1564  12.0 | February 28, 2016
(Hgfgngy)pa'm“Oy'cami“”e 1561 0 |1562 025 |1563 10 | 1564 15 | February 28,2016
Stearoylcarnitine (C18) 1561 0 1562 1.0 | 1563 3.0 1564 5.0 | February 28,2016
Hydroxystearoylcarnitine (C180H) | 1561 0 1562 0.25 | 1563 1.0 1564 1.5 February 28, 2016

ENRICHMENT LEVELS (endogenous levels not included)




Newborn Screening Quality Assurance Program

Quality Control Specimen Certification

Set 2— July 2015

Acylcarnitines Method: MS/MS Non-Derivatized - MS/MS non-kit

ANALYTICAL INFORMATION Lot Numbers, Mean Values ( x, pmol/L whole blood), and 95% Confidence Limits (CL)

co 161 cL z 10,156 | 1562 cL X 180310 | 1563 ¢ X a3 |14 oL X 350 403 | February 28, 2016
c2 1961 o X g5i13 | 1562 o X 168o1s | 1963 ¢ X a6 | 194 oo X 34645 | February 28, 2016
c3 196 ¢ 2o5's | 192 o %525 |18 o Jhodne | 104 oL lipades | February2s, 2016
c4 161 o X 0101 | 1582 ¢ :;o;-li?l 1963 oL 522-%2 1564 ¢\ Jy55g | February 28, 2016
EjZE 1561 o Koo'ty | 1592 o 6504 1999 o Josdh  |1564 o Kt | February2s 20ms
cs 1961 o X 0051 | 1582 ¢ :;0.;—0(5?6 1963 o 51;—11'57 1964 oL :;2.2—23;94 February 28, 2016
CSDC | 1561 o X 0000 | 1582 ¢ :;o:—odés 1563 o) %07 6o [ 1564 o 1754 | February28,2016
CSOH 1 1561 ¢ X 0608 | 1562 ¢ :;1;—11'69 1563 | 5350 194 o 914p | February 28,2016
c6 1961 ¢ X 0000 | 1562 ¢ :;0.290'56 1963 ¢ 50.3711'91 1564 ¢\ 91 5g | February 28, 2016
c8 1961 o X 0000 | 1582 ¢ :;0.29656 1963 oL 50.3711'92 1964 ¢L :;2.;22'69 February 28, 2016
Clo | 1961 ¢ > 0051 |12 ¢ 50.;—06.78 1863 o Mo1a | 1564 oo o6 as | February 282016
ciz | asen o Xootdy | 1502 o J05hY | 1563 o Ji5aD (1504 o Jo5e | February 28, 2016
Cld | 1961 ¢ X 0001 | 1582 ¢ 50;—0656 1963 o 51;—11'57 1864 ¢ hg a5 | February 28, 2016
cle | 161 ¢ X 060s | 1502 o :;3.2f428 1563 ¢ Jpasa |15 o x 06150 | February 28, 2016
CI60H | 1561 ¢ X 0000 | 1562 ¢ jo.z—oo'zz 1963 o 50.2-%?7 1964 cL 50.3—11'01 February 28, 2016
Cl8 | 1961 ¢ X o507 |12 o Ji3hy 198 ¢ :;2.7:—%?6 1864 o Jya5g | February 28,2016
CL8OH | 1561 ¢ > 0000 | 1582 ¢ 50.10612 1963 oL 50?(5?7 1964 ¢L 50201'90 February 28, 2016

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.



Newborn Screening Quality Assurance Program
Acylcarnitines Quality Control Specimen Certification
Set 1— January 2015 Transition Set
Previous Lot Transition Materials (parallel testing)
Acylcarnitines Method: MS/MS Non-Derivatized - MS/MS non-kit

ENRICHMENT LEVELS (endogenous levels not included)

Analyte (¢#mol/L whole

Expiration Date

blood) Lot Base | Lot Low | Lot Intermediate | Lot High

Free carnitine (CO) 1465 0 1466 10.0 | 1467 20.0 1468  30.0 August 31, 2015
Acetylcarnitine (C2) 1465 0 1466 10.0 | 1467 20.0 1468  30.0 August 31, 2015
Propionylcarnitine (C3) 1465 0 1466 3.0 | 1467 7.5 1468 120 August 31, 2015
Butyrylcarnitine (C4) 1465 0 1466 1.0 | 1467 2.5 1468 5.0 August 31, 2015
Malonylcarnitine +

Hydroxybutyrylcarnitine 1465 0 1466 1.0 | 1467 25 1468 55 August 31, 2015
(C3DC + C40H)

Isovalerylcarnitine (C5) 1465 0 1466 0.5 | 1467 15 1468 3.0 August 31, 2015
Glutarylcarnitine (C5DC) 1465 0 1466 0.5 | 1467 1.0 1468 25 August 31, 2015
(Hggcr)?j?’ isovalerylcarnitine 1465 0 | 1466 05 |1467 15 1468 2.5 | August 31,2015
Hexanoylcarnitine (C6) 1465 0 1466 0.5 | 1467 1.0 1468 25 August 31, 2015
Octanaylcarnitine (C8) 1465 0 1466 0.5 | 1467 1.0 1468 25 August 31, 2015
Decanoylcarnitine (C10) 1465 0 1466 0.5 | 1467 1.0 1468 25 August 31, 2015
Dodecanoylcarnitine (C12) 1465 0 1466 0.5 | 1467 1.0 1468 25 August 31, 2015
Myristoylcarnitine (C14) 1465 0 1466 0.5 | 1467 15 1468 3.0 August 31, 2015
Palmitoylcarnitine (C16) 1465 0 1466 3.0 | 1467 8.0 1468 120 August 31, 2015
(Hg’fggﬁfa'm"oy'cami“”e 1465 0 | 1466 025|1467 05 1468 1.0 | August 31,2015
Stearoylcarnitine (C18) 1465 0 1466 1.0 | 1467 2.0 1468 5.0 August 31, 2015
Hydroxystearoylcarnitine 1465 0 | 1466 05 |1467 1.0 1468 1.5 | August 31,2015

(C180H)
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Set 1— January 2015 Transition Set
Previous Lot Transition Materials (parallel testing)

Acylcarnitines Method: MS/MS Non-Derivatized - MS/MS non-kit
ANALYTICAL INFORMATION Lot Numbers, Mean Values ( x, umol/L whole blood), and 95% Confidence Limits (CL)

Analyte | Lot 9?(;)6121 Lot 9?&6121 Lot 9|\5Af;)a2/L Lot 9|\5Af;)a2/L Expiration Date
x =136 B _ —
co 1465 f;_ 4: R T uee o X0 B0 g (146 o Koo a | 1468 o 25034 | August3, 2015
c2 1465 ¢ :;6.:71559 1466 ¢ X 150185 | 1467 ¢ X 233 981 | 1468 X 200352 | August 31, 2015
cs 165 o 250 |16 o %55%% |16 o Sigln | M8 o Xog'tao | August3i, 2015
c4 1465 ¢ :;0.:1(—)61.2 1466 ¢ 50;—01'.91 1467 oL :;1.4:1—22'06 1468 ¢ :_3.3—4499 August 31, 2015
EiZE 1465 ¢ :;03901.1 1466 ¢ 50.2_%73 1467 ¢L :;0.4:1—06.68 1468 ¢L :;1.3—11%9 August 31, 2015
C5 1465 oL :;03961.1 1466 ¢ 50.2_%.56 1467 oL :;1.3—11'.36 1468 ¢ :;1;—23;.52 August 31, 2015
cadc | waes o o0 | e o 305w o 7% e o 5755 | Augustar 20m
CS50H | 1465 5021%?8 1466 ¢ 50.3—11'93 1467 oL :;1;—12'?4 1468 ¢ :;2.123;.74 August 31, 2015
c6 1465 o :;oi)gb?o 1466 o 50;_0&15 1467 ¢ JG10 |18 o :;1.71—22'?6 August 31, 2015
c8 165 o X0’ |16 o 3%k |10 o 5300 e o 5555 | Augustar, 2015
Clo | 1465 ¢ 50.:0(—)690 1466 ¢ 50.:—0(557 1467 o 50;—11'02 1468 ¢ 52.3—23'.75 August 31, 2015
ci2 | wes o X0 e o 306 [t o 3Sh e o 55 | Avaustar 20m
Cld | 1465 ¢ 50.:0(—)6(.)1 1466 ¢ 50.2—0(555 1467 o TG 1468 o 52;—23'.73 August 31, 2015
cio | wes o X% e o 5785w o 3RS e o XY, | Agustar 20m
CI6OH | 1465 50.:0(—)690 1466 ¢ 50;—0612 1467 o 20508 | 1468 ¢ 50.2_%? August 31, 2015
cio|ues o X300 e o X3S (e o 5550 e o 380 | Augustar 2om
cison | 165 o X0 |18 o 30%  [1e7 o 3% |1ee o K55G | Augustan201s

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.



