Supplemental Material

Newborn Screening Quality Assurance Program

Lysosomal Storage Disorder Quality Control (LSDQC) Specimen Certification
Set 2 - July 2018
Analysis Method: Digital Microfluidic Fluorescence

Expiration Date: March 2020
Material Storage: -20°C £ 10°C
Units of Measure: pmol /L blood
QC Lot Number: A1T08

Anal yte Mean Activity Level 95% LL 95% UL
Acd o-Glucosidase (GAA) 0.96 0 548
o-L-lduronidase (IDUA) 1.32 0 am
a-Galactosidase (GLA) 284 0 9.93
B-Glucocerebrosidase (ABG) | 1.59 | 0 5.00

Expiration Date: March 2020
Material Storage: -20°C £ 10°C
Units of Measure: pmol /L blood

QC Lot Number: B1708

Analyte Mean Activity Level 95% LL 95% UL
Acd a-Glucosidase (GAA) 2.00 0.34 3.66
a-L-ddurnidase (IDUA) 2.85 0 7.65
a-Galactosidase (GLA) | 441 | 0 | 9.97
p-Glucocerebrosidase (ABG) 2.04 0 5.40

Expiration Date: March 2020
Material Storage: -20°C £ 10°C
Units of Measure: pmol /L blood

QC Lot Number: C1708

Analyte Mean Activity Level 95% LL 95% UL
Add o-Glucosidase (GAA) 14.64 7.23 22.06
o-L-dumnidase (IDUA) | 14.01 | B.21 | 19.81
a-Galaciosidase (GLA) 2662 16.12 ar.12
pB-Glucocerebrosidase (ABG) 6.54 362 9.45

Note The values provided n the above abées are for reference use onfy. The mean vaue and confidence emits (CL) are gstamned by
COC for each Qualkty Conirol (OC ) lot. Each paricipating laboratory must establish its own mean values and CL for its 251 method with
These G0 matenals. Temporary estimates of mean values and CL can be determned ater 10 successve. mdependent measurements.
Sank WE Hannon WH. Qually Assuance m e newbom screenng laboraioey. inc Therell BL . edior. Laboratory methods e
neonatal screening. Washangion (DC ): Amencan Public Health Assocation. 1993.23-46.

Figure S1. CDC Certificate Report 1. Certificate report (DMF-F) posted by the CDC for
multiple analysis of their QC standards. A is base, B is low, C is medium, and D is high.
Obtained from the CDC public NBS web portal. Note that the report has a truncated value for
the 95% LL at 0 mmol/h/L since the 95% lower confident limit gives a negative enzymatic
actiity value (which is acceptable since the assay response for the complete assay with DBS
may actual be less than that from the blank).



Newborn Screening Quality Assurance Program

Lysosomal Storage Disorder Quality Control (LSDQC) Specimen Certification
Set 2 - July 2018
Analysis Method: Digital Microfluidic Fluorescence

Expiration Date: March 2020
Material Slorage: -20°C + 10°C
Units: pmolmr/L blood

QC Lot Number: D1708

Analyte Mean Activity Level 95% LL 95% UL
Acd o-Glucosidase (GAA) 24 65 17.74 31.55
a-Lduronidase (IDUA) 25.98 17.64 3433
a-Galaciosidase (GLA) 50.34 32.86 67.81
p-Glucocersbrosidase (ABG) 10.15 531 14.99

Mol The values provided n the above Bbkes are for reterence use only. The mean value and confdence imits (CL) are ostermned by
COC for each Qualty Conral (QC ) kot Each pancipaing laboratony must eStablish iS5 own mean values and CL for 15 ©51 mehod with
mese O matenais Temporary eshmates of mean values and CL can be determined after 10 SUCcessve, NOSHEntent Maasursments.
Slaryk WE, Hannon WH. Qualty Asswance i e newbom soreening laboratey. Inc Therrell BL F, editw. Laborstory methods b
neonatal soeening. Washmgion [DC |- Amencan Publc Health Assooabon, 19932346




Newbomn Screening GQuality Assurance Program

Lysosomal Storage Disorder GQuality Control (LSDGC) Specimen Certification
Set 2 — July 2018
Analysis Method: Flow Injection Analysis MS/MS Hon-kit

Exparation Date: March 2021
Material Storage: -20°C £ 10°C
Units of Measure: pmolhe/L blood
GC Lot Number: A1T0E

Analyte Mean Activity Level 95% LL 95% UL
Galaciocerebrosidase (GALC) 033 0.30 0.37
Acid a-Glucosidase (GAA) 0.15 011 0.18
a-L-ldurcnidase (IDUA) 0.12 RE 0.14
a-Galactosidase (GLA) 1.11 087 1.35
B-Ghucocerebrosidase (ABG) 068 0.54 0.83
Acid Sphingomysinase (ASM) 0.08 0.06 0.1

Exparation Date: March 2021
Material Storage: -20°C £ 10°C
Units of Measure: pmaolhe/L blood

GC Lot Number: BiTOE

Analyte Mean Activity Level 95% LL 95% UL
Galactocerebrosidase [GALC) 0.67 0.63 0.72
Acid a-Glucosidase (GAA) 0.87 0.76 0.98
a-L-Iduronidase (IDUA) 060 0.55 .84
a-Galactosidase (GLA) 1.7B 1.52 2.05
B-Glucocerebrosidase (ABG) 126 1.01 1.51
Acid Sphingomyelinase (ASM) 0.22 0.18 0.28

Hode: The valuss provided In e above tables are for refersnos wse only. The msasn value amd confidence limits (CL) ans determined by
COC for each Qualty Conbrol (2C] lot. Each participating laboraiicery must establish s own mean values and CL for s st meiod wikth
thess @0 maberials. Temporary estrates of mean valuss and CL can be determined afer 10 sucoesshve, independent measunsmsnts.,
Slanik I.'I"E_, Hanmon WH. Quailfy Aszumnce in Me rewbom scresoing horafory. M Themed BL Jr, edifor. Laborairy metnads b
reonata) soreening. Washingion (DC): Amedoan Fobic Health Assoclation, 100323408



Newbom Screening Guality Assurance Program

Lysosomal Storage Disorder GQuality Control (LSDGC) Specimen Cerfification
Set 2 — July 2018
Analysis Method: Flow Injection Analysis MS/MS Mon-kit

Exparation Date: March 2020
Material Storage: -20°C £ 10°C
Units of Measure: pmolhr/L blocd
GIC Lot Number: C1T0E

Analyte Mean Activity Level 95% LL 95% UL
Galactocerebrosidase (GALC) 352 274 4.20
Acid a-Glucosidase [GAA) 5 66 366 7.67
a-L-lduronidase (IDUA) 438 323 553
o-Galactosidase (GLA) 744 B.50 5.28
p-Glucocerebrosidase (ABG) 5BB 437 740
Acid Sphingomyelinase [ASM) 121 1.06 1.37

Exparation Date: March 2020
Material Storage: -20°C £ 10°C
Units of Measure: pmolhrL blood

GC Lot Number: M TOE

Analyte Mean Activity Level 95% LL 5% UL
Galacipcerebrosidase (GALC) B.68 F.&8 7.48
Acid a-Ghucosidase [GAA) 9.02 7.80 10.25
o-L-lduronidase (IDUA) .04 5.87 10.21
o-Galactosidase (GLA) 13.52 12.10 14.84
B-Glucocerebrosidase (ABG) 10.91 B.g 12.54
Acid Sphingomyelinase (ASM) 204 1.80 2.39

Mods: Tre valuss provided In e above tables are for referenos use only. The mean value and confidence lmits (CL) ans determinsd by
GG for each Qualty Contrmd (S lot. Each participating laboraicry must establish s own mean values and CL for s best medhcd with
these 2 makerials. Temporany estmates of mean valuess sand CL can b= determined afer 10 successhe, Independent measunsments.,
Slanvk I.'I"E_, Hanmon WH. Qualty Asmwance in e rewbom scresalng mboratory. M Themed BL Jr, edifor. Labomaiory methods for
rechatal soreening. Washingron (DC): Amedoan Fudic Heatth Ascockation, 199323605

Figure S2. CDC Certificate Report 2. Same as Figure S1 but for MS/MS.



