Certificate of Analysis horizon

INSPIRED CELL SOLUTIONS

Multiplex cfDNA Reference Standard

IMPORTANT: Centrifuge tube prior to opening to prevent loss of product

PRODUCT INFORMATION

Catalog ID HD825

Batch ID 54538

Product Description EGFR Multiplex cfDNA Reference Standard Set
Date of Manufacture 12-Aug-2022

Manufacturing QMS Status ISO 13485

Quantity 4 vials of 350 ng

Concentration 20 ng/pL

Average Fragment Length 160 bp

Buffer Tris-EDTA (10 mM Tris-HCI, 1 mM EDTA), pH 8.0

Storage Conditions +4°C (2-8°C)

Use by For the latest information on product shelf life, please visit our website:

https://horizondiscovery.com/products/diagnostic-reference-standards/reference-
standards-product-information

CUSTOMER SUPPORT

Technical Support technical@horizondiscovery.com

Customer Service orders@horizondiscovery.com

ADDITIONAL INFORMATION

N/A
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INSPIRED CELL SOLUTIONS

QUALITY CONTROL

Allele Frequency (AF) and Genotype: Droplet Digital™ PCR

. Acceptance
Gene Variant Copy Number (copies/pL) Ez;::e(co;d zgtg’zl) Criteria (%) sl
WT Mut Total Low High

5% Allele Frequency (Part No: HD821)
EGFR T790M 2128 125 2253 5.0 5.55 3.50 6.50 PASS
EGFR L858R 2896 140 3036 5.0 4.62 350 6.50 PASS
EGFR AE746-A750 1660 99 1759 5.0 4.54 3.50 6.50 PASS
EGFR L861Q 2848 148 2996 5.0 4.95 3.50 6.50 PASS
EGFR G719S 1928 107 2035 5.0 5.25 350 6.50 PASS
EGFR C797S 3548 192 3740 5.0 5.14 3,50 6.50 PASS
EGFR S464L 1680 94 1774 5.0 5.29 350 6.50 PASS
EGFR G465R 2176 120 2296 5.0 5.24 3.50 6.50 PASS
EGFR V769-D770insASV ~ 1288.4 69 1358 5.0 51 3.50 6.50 PASS
EGFR S768I 3048 167 3215 5.0 5.21 3.50 6.50 PASS

1% Allele Frequency (Part No: HD822)
EGFR T790M 2188 27 2215 1.0 1.21 0.60 1.40 PASS
EGFR L858R 2948 28 2976 1.0 0.96 0.60 140 PASS
EGFR AE746-A750 1636 18 1654 1.0 0.84 0.60 1.40 PASS
EGFR L861Q 2832 29 2861 1.0 1.03 0.60 1.40 PASS
EGFR G719S 1940 20 1960 1.0 1.02 0.60 140 PASS
EGFR C797S 3536 39 3575 1.0 1.09 0.60 140 PASS
EGFR S464L 1764 21 1785 1.0 1.18 0.60 140 PASS
EGFR G465R 2280 24 2304 1.0 1.06 0.60 1.40 PASS
EGFR V769-D770insASV 1404 13 1417 1.0 0.9 0.60 140 PASS
EGFR S768I 3332 37 3369 1.0 1.09 0.60 1.40 PASS

0.1% Allele Frequency (Part No: HD823)
EGFR T790M 2212 4 2216 0.1 0.165 See below* PASS
EGFR L858R 2924 3 2927 0.1 0.1 0.05 0.15 PASS
EGFR AE746-A750 1652 2 1654 0.1 0.105 See below* PASS
EGFR L861Q 2832 4 2836 0.1 0.139 0.05 0.15 PASS
EGFR G719S 1924 3 1927 0.1 0.144 See below PASS
EGFR C797S 3536 4 3540 0.1 0.109 0.05 0.15 PASS
EGFR S464L 1764 2 1766 0.1 0.105 See below* PASS
EGFR G465R 2292 3 2295 0.1 0.137 See below*  PASS
EGFR V769-D770insASV 1456 1 1457 0.1 0.072 0.05 0.15 PASS
EGFR S768l 3192 4 3196 0.1 0.119 0.05 0.15 PASS

*Observed AF (%) for 0.1% variants must be greater than observed AF (%) of the corresponding wild type assay
100% Wild Type (Part No: HD824)

EGFR T790M 2176 0.5 2177 0.0 0.024 <0.05 PASS
EGFR L858R 2840 0.1 2840 0.0 0.005 <0.01 PASS
EGFR AE746-A750 1604 0.00 1604 0.0 0.00 <0.05 PASS
EGFR L861Q 2784 0.1 2784 0.0 0.0026 <0.01 PASS
EGFR G719S 1924 0.5 1925 0.0 0.028 <0.05 PASS
EGFR C797S 3560 0.00 3560 0.0 0.00 <0.01 PASS
EGFR S464L 1716 0.2 1716 0.0 0.011 <0.05 PASS
EGFR G465R 2248 0.20 2248 0.0 0.0090 <0.05 PASS
EGFR V769-D770insASV 1400 0.00 1400 0.0 0.00 <0.01 PASS
EGFR S768lI 3100 0.10 3100 0.0 0.0024 <0.01 PASS
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INSPIRED CELL SOLUTIONS

QUALITY CONTROL (continued)

Fragmentation Size: D1000 DNA ScreenTape assay (Agilent Technologies) TapeStation software version 4.1.1

Acceptance Criteria Reading

5% Allele Frequency (Part No: HD821)

160 bp + 10% (144 bp — 176 bp)
1% Allele Frequency (Part No: HD822)

160 bp + 10% (144 bp — 176 bp) 158 bp
0.1% Allele Frequency (Part No: HD823)
160 bp + 10% (144 bp — 176 bp)

100% Wild Type (Part No: HD824)

160 bp + 10% (144 bp — 176 bp)

161 bp

60 bp

159 bp

Quantification: Qubit® dsDNA BR assay (Invitrogen)

Acceptance Criteria Reading

5% Allele Frequency (Part No: HD821)

20 ng/L + 15% (17.0 — 23.0 ng/uL) 18.9 ng/ul
1% Allele Frequency (Part No: HD822)
20 ng/pL + 15% (17.0 — 23.0 ng/uL) 18.6 ng/uL
o, .
0.1% Allele Frequency (Part No: HD823) 18.4 ng/uL
20 ng/uL £ 15% (17.0 — 23.0 ng/uL)
0, H .
100% Wild Type (Part No: HD824) 18.8 ng/jL

20 ng/pL £ 15% (17.0 — 23.0 ng/pL)

FOR RESEARCH USE ONLY

Manufactured in the UK
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