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AIP, ALK, APC, ATM, AXIN2, BAP1, BARDI, BLM, BMPRI1A, BRCA], BRCA2,
BRIP1, CASR, CDC73, CDH1, CDK4, CDKNI1B, CDKNIC, CDKN2A, CEBPA,
CHEK?2, CTNNAL, DICERI, DIS3L2, EGFR, EPCAM, FH, FLCN, GATA2, GPC3,
GREM1, HOXB13, HRAS, KIT, MAX, MEN1, MET, MITF, MLH1, MSH2, MSH3,
1. AR IARHY LR B MSH6, MUTYH, NBN, NF1, NF2, NTHL1, PALB2, PDGFRA, PHOX2B, PMS2,
POLDI, POLE, POT1, PRKARIA, PTCHI, PTEN, RAD50, RAD51C, RAD5S1D,
RB1, RECQL4, RET, RUNX1, SDHA, SDHAF2, SDHB, SDHC, SDHD, SMAD4,
SMARCA4, SMARCBI, SMARCE!, STK11, SUFU, TERC, TERT, TMEM127,
TP53, TSC1, TSC2, VHL, WRN, WT1
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3. BRR B & BT AR FRESIARA] » BRCA H%4Y 10% Bk H B E4H (Large rearrangement)
) IEFESEFNGS —RRFEER 0 Invitae & LA MLPA (Gold standard) Z5 MRz,
» HECRFA BRCA ZEERAEHEHR H (https://www.invitae.com/en/provider

faqs/tech and quality) °
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%{Tifﬁ;ﬁuzg%g%ﬁ&%gﬁiﬁﬁ& Invitae Corporation Laboratory (1400 16th St, San Francisco, CA, USA 94103)
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1 LA R BE* {E AR | sensitivity | specifity | B PEFERIME e tETRRANE
(DB RE 8 o (snv) N/A >99% >99% N/A N/A
()3 A B3GR (Indels) N/A >99% >99% N/A N/A
Q) H BB R (CNV) N/A >99% >99% N/A N/A
(4)EE4H (rearrangements) N/A N/A N/A N/A N/A
(5) B (fusion) N/A N/A N/A N/A N/A
(6)%E B ¥ (protein expression) N/A N/A N/A N/A N/A
() i BB E RIS test) N/A N/A N/A N/A N/A
N/A: Not applicable as these terms are meant for tumor/somatic tissue/liquid NGS
tests.
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COLLEGE of AMERICAN

PATHOLOGISTS
CERTIFICATE or ACCREDITATION

Invitae Corporation
Laboratory

San Francisco, California
Kristin Gibson, PhD, ACMG

CAP Number: 8770489
AU-ID: 1703789
CLIA Number: 05D2040778

Tha organization named above meets all applicable standards for accreditation and is hereby accredited by the
College of American Pathologists’ Laboratory Accreditation Program. Reinspection should occur pricr to October
3, 2024 to maintain accreditation.

Accreditation dogs not automatically survive a change in director, ownership, or location and assumes that all
interim requirements are met.

Michael Bradley Datto, MD, PhD, FCAP Emily Volk, MD, FCAP
Chair, Accreditation Committee President, College of American Pathologists
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Activity Name

Discipline

Subdiscipline

Type

Genomic Copy Number - Mlcroarray, lnhented

Molecular Pathology

Inherited Genetics

Alpha-thalassemia

Molecular Pathology

Inherited Genetics

Usher syndrome

Molecular Pathology

Inherited Genetics

Polycystic kidney disease

Molecular Pathology

Inherited Genetics

Lﬁrrays &/or Microarrays, Inherited Genetlcs -

Molecular Pathology

Inherited Genetics

Non-invasive prenatal testing (NIPT)

Molecular Pathology

Inherited Genetics

NGS, panel sequencing, Inherited Genetlcs

Molecular Pathology

Inherited Genetics

Methylenetetrahydrofolate reductase (MTHFR)

Molecular Pathology

Inherited Genetics

Laboratory developed test (LDT),Inherlted Genetlcs

Molecular Pathology

Inherited Genetics

Severe combined immunodeﬁciency (SCID)

Molecular Pathology

Inherited Genetics

NGS mterpretation, Inherited Genetics

Molecular Pathology

Inherited Genetics

Molecular Pathology

Inherited Genetics

Molecular Pathology

Inherited Genetics

Molecular Pathology

Inherited Genetics

Whole exome sequencing, Inherited Genetics

Mucolipidosis type IV | Molecular Pathology | Inherited Genetics
»Phenylketonuria (PKU) | Molecular Pathology | Inherited Genetics
Zellweger syndrome Molecular Pathology | Inherited Genetics

Treacher Gollms syndrome ,

Molecular Pathology

Inherited Genetics

Noonan syndrome

Molecular Pathology

Inherited Genetics

Mucopolysacchandosls

Multiple endocrine neoplasia 1 (MEN1)

Molecular Pathology

Inherited Genetics

Molecular Pathology

Inherited Genetics

Von Hippel-Lindau Molecular Pathology | Inherited Genetics
Sat;;rre-cootze'n syndrome Molecular Pathology | Inherited Genetics
Opitz G/BBB syndrome - Molecular Pathology | Inherited Genetics
Rett ;yndrome . Molecular Pathology | Inherited Genetics
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Molecular genetics assay, other

Molecular Pathology

Inherited Genetics

Prothrombin (}?2)

Molecular Pathology

Inherited Genetics

Nucleic acid extraction, Inherited Genetics

Molecular Pathology

Inherited Genetics

Niemann-Pick disease

Molecular Pathology

Inherited Genetics

Tay-Sachs disease

Molecular Pathology

Inherited Genetics

Spinal muscular atrophy

Molecular Pathology

Inherited Genetics

Multiple endocrine neoplasia 2 (MEN2)

Molecular Pathology

Inherited Genetics

‘ Nucleic acid amplification, Inherited Genetics

Molecular Pathology

Inherited Genetics

Loeys-Dietz syndrome (LDS)

Molecular Pathology

Inherited Genetics

Joubert syndrome

Molecular Pathology

Inherited Genetics

Familial mediterranean fever

Molecular Pathology

Inherited Genetics

Charcot-Marie-Tooth disease

Molecular Pathology

Inherited Genetics

Maple syrup urine disease

Molecular Pathology

Inherited Genetics

Familial dysautonomia

Molecular Pathology

Inherited Genetics

Bloom syndrome

Molecular Pathology

Inherited Genetics

Medium-chain acyl-coA dehydrogenase (MCAD)

Molecular Pathology

Inherited Genetics

Fabry disease

Molecular Pathology

Inherited Genetics

Marfan syndrome

Molecular Pathology

Inherited Genetics

Long QT syndrome

Molecular Pathology

Inherited Genetics

Glycogen storage disease type IA

Molecular Pathology

Inherited Genetics

Lynch syndrome -

Molecular Pathology

Inherited Genetics

Familial adenomatous polyposis

Molecular Pathology

Inherited Genetics

Collagen (e.g., COL2A1, COL11A1)

Molecular Pathology

Inherited Genetics

Galactosemia

Molecular Pathology

Inherited Genetics

ARX related disorders

Molecular Pathology

Inherited Genetics

Hereditary paraganglioma-pheochromocytoma

Molecular Pathology

Inherited Genetics

Hereditary papillary renal carcinoma

Molecular Pathology

Inherited Genetics

Crouzon syndrome

Molecular Pathology

Inherited Genetics

CHARGE syndrome

Molecular Pathology

Inherited Genetics

Birt-Hogg-Dube

Molecular Pathology

Inherited Genetics

Apert syndrome

Molecular Pathology

Inherited Genetics

Factor V Leiden

Molecular Pathology

Inherited Genetics

DNA sequencing (Sanger, Pyro), Inherited Genetics

Molecular Pathology

Inherited Genetics
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Fanconi Anemia ‘ Molecular Pathology | Inherited Genetics | R
Canavan Digeaée Molecular Pathology | Inherited Genetics | R
'Hemochromatosis _ Molecular Pathology | Inherited Genetics | R
?r;;ilgx ' e Molecular Pathology | Inherited Genetics | R
DMD/Becker e Molecular Pathology | Inherited Genetics | R
Cystic fibrosis - Molecular Pathology | Inherited Genetics | R
;Rﬁ&waga;;ﬁcs | Molecular Pathology | Inherited Genetics | R
EG;"'R, Inherited ;‘-enetics ‘ | Molecular Pathology | Inherited Genetics | R
KRAS, Inheritéd Genétics e Molecular Pathology | Inherited Genetics | R




San Francisco Lab College of American Pathologists (CAP) Proficiency Testing
Program

MGLI | CAP/ACMG Molecular F2, F5, FMR1, HFE
Genetics

MGL3 CAP/ACMG Molecular BRCA1, BRCA2, GJB2, RET
enetics

CAP/ACMG Molecular

Genetics

i1

MD_ T |iMD2/MCAD |




PATHOLOGISTS

325 Waukegan Road, Northfield, lllinois 60093-2750

800-323-4040 « cap.org

COLLEGE of AMERICAN

ORIGINAL EVALUATION

INSTITUTION:

ATTENTION:

CAP NUMBER:
KIT INFORMATION:

COPIED TO:

IMPORTANT NOTES:

LEGEND:

MGL3-B 2022 Molecular Genetics Series

Invitae Corporation
San Francisco CA 94103-5110

Gicelle Arquero

8770489-03 Kit# 1

Kit ID: Kit Mailed: Original Evaluation: Next Mailing Date:
35691128 11/21/2022 1/19/2023 6/12/2023

LAP CMS (05D2040778) NYS Dept of Health CLEP (8884)

For all homozygous acceptable genotype tresults listed on your evaluation, only one allele can be shown as reported by your laboratory due to
restrictions with our database.

This should not affect the grading of your genotyping data. Complete genotyping results are available in the MGL3 Participant Summary.

Exception Reason Codes appearing in this evaluation:
<NONE>

Swaroop Aradhya, Ph.D Signed Electronically

Reviewed By Date

The College of American Pathologists recommends that the result of this interlaboratory comparison not be used as a sole critetion for judging the performance of any individual clinical laboratory.
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PATHOLOGISTS

800-323-4040 « cap.org

COLLEGE of AMERICAN

325 Waukegan Road, Northfield, lllinois 60093-2750

CAP Number: 8770489-03

Institution: Invitac Corporation

Attention: Gicelle Arquero

Kit# 1

City / State: San Francisco CA 94103-5110

Kit ID: 35691128
Kit Mailed: 11/21/2022
Original Evaluation: 1/19/2023

EVALUATION : ;
ORIGINAL MGL3-B 2022 Molecular Genetics Series
Test
Method Specimen Your Result Intended Response Your Grade
BRCA1/2 Allele 1 & 2
NEXT-GEN SEQUENCING MGL3-04 NO VARIANT DETECTED NO VARIANT DETECTED Good
LAB-DEVELOPED TEST
MGL3-05 NO VARIANT DETECTED NO VARIANT DETECTED Good
MGL3-06 BRCA1 c.68_69del BRCAT1 ¢.68_69del Good
NO VARIANT DETECTED NO VARIANT DETECTED
BRCA1/2 Interpretation MGL3-04 RISK CANT BE DETERMIND RISK CANT BE DETERMIND Good
MGL3-05 RISK CANT BE DETERMIND RISK CANT BE DETERMIND Good
MGL3-06 RISK ABOVE GENL POPUL RISK ABOVE GENL POPUL Good
Connexin Genotype-AL 1
NEXT-GEN SEQUENCING MGL3-04 NO VARIANT DETECTED NO VARIANT DETECTED Good
LAB-DEVELOPED TEST
Connexin Genotype-AL 1
NEXT-GEN SEQUENCING MGL3-05 PATHOGENIC VARIANT PATHOGENIC VARIANT Good
LAB-DEVELOPED TEST NO VARIANT DETECTED NO VARIANT DETECTED
Connexin 26 Allele 1 & MGL3-05 c.35del, p.Gly12Valfs c.35del, p.Gly12Valfs Good
Connexin Genotype-AL 1
NEXT-GEN SEQUENCING MGL3-06 NO VARIANT DETECTED NO VARIANT DETECTED Good

LAB-DEVELOPED TEST

The College of American Pathologists recommends that the result of this interlaboratory comparison not be used as a sole criterion for judging the performance of any individual clinical laboratory.

Page 2 of 3




800-323-4040 « cap.org

COLLEGE of AMERICAN
PATHOLOGISTS

325 Waukegan Road, Northfield, Illinois 60093-2750

CAP Number: 8770489-03

Institution: Invitac Corporation

Attention: Gicelle Arquero

Kit# 1 Kit ID: 35691128
Kit Mailed: 11/21/2022
Original Evaluation: 1/19/2023

City / State: San Francisco CA 94103-5110

EVALUATION

MGLS3-B 2022 Molecular Genetics Series

ORIGINAL
Test .
Method Specimen Your Result Intended Response Your Grade
Connexin 26 Interpreta MGL3-04 NEG FOR DFNB1 VARIANTS NEG FOR DFNB1 VARIANTS Good
MGL3-05 PT IS CARRIER OF DFNB1 PT IS CARRIER OF DFNB1 Good
MGL3-06 NEG FOR DFNB1 VARIANTS NEG FOR DENB1 VARIANTS Good
MEN?2 Genotype
NEXT-GEN SEQUENCING MGL3-04 p.Cys620Phe p.Cys620Phe Good
LAB-DEVELOPED TEST
MGL3-05 NO VARIANT DETECTED NO VARIANT DETECTED Good
MGL3-06 NO VARIANT DETECTED NO VARIANT DETECTED Good
MEN?2 Interpretation MGL3-04 PT DX MEN2A OR MTC PT DX MEN2A OR MTC Good
MGL3-05 UNLIKELY HERITABLE DIS UNLIKELY HERITABLE DIS Good
MGL3-06 UNLIKELY HERITABLE DIS UNLIKELY HERITABLE DIS Good

The College of American Pathologists recommends that the result of this interlaboratory comparison not be used as a sole criterion for judging the performance of any individual clinical laboratory.
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