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National Coverage Determination (NCD) & Washington University School of Medicine in St Louis
Next Generation Sequencing (NGS) DEPARTMENT OF

90.2 expand Al collopse Al () @) @) Pathology & Immunology
T an rDA-approved or -cleared marcaton 107 Use i tat patent s cancer, and,
iii. results provided to the treating physician for management of the patient using a report template to specify
treatment options.
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2. Germline (Inherited) Cancer

Effective for services performed on or after January 27, 2020, CMS has determined that NGS as a diagnostic laboratory C h ro m O S eq n OW Cove re d by

test is reasonable and necessary and covered nationally for patients with germline (inherited) cancer, when performed

in a CLIA-certified laboratory, when ordered by a treating physician and when all of the following requirements are M e d | Ca re
met:

By Emily Wasserman « February 24, 2023

ChromoSeq, an advanced diagnostic assay developed in the Department of Pathology
& Immunology at Washington University School of Medicine in St. Louis, was recently
approved for reimbursement by The Centers for Medicare & Medicaid Services (CMS), a
milestone for test developers and a win for patients with myeloid malignancies. The
test is based on whole genome sequencing (WGS) that provides a comprehensive
genomic assessment of newly diagnosed patients with AML and MDS. ChromoSeq was
developed by Eric Duncavage, MD, Molly Schroeder, PhD, and David Spencer, MD, PhD.
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https://pathology.wustl.edu/chromoseqg-now-
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An estimated 80% of rare disorders are due to genetic causes. In the U.K., patients suspected of having a rare disorder are beginning to receive free access to the best science has to offer at the

the same technology depends on myriad factors like what state they live in, the insurance they have, the hospital

whole genome q ing. But whether or not U.S. pati can access
they're being treated at, and their financial resources.
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genomeDE - National Strategy for Genomic Medicine

Genomic medicine holds the potential to decisively improve the prevention, diagnosis and treatment of certain
diseases. The genomDE strategy aims to give all patients access to these benefits over the long term. Along the way,
ethical, regulatory and safety questions must first be clarified. Having laid the legal foundations in 2021, the next step
is to build an appropriate data infrastructure.

| February 2019
Launch of the
genomDE strategy

July 2020
Launch of the
EU structural project

|July 2021
Amendment of Social
Code Book V (SGB V)
pilot project pursuant
to § 64e

January 2024
Launch of the pilot
project pursuant to
§ 64e SGBV

January 2020
Germany joins
| 1+ Million Genomes

November 2020
First conference
of genomDE

October 2021
Launch of the
| genomDE initiative
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Correspondence | Published: 19 September 2022

Implementing precision medicine in aregionally
organized healthcare system in Sweden

Thoas Fioretos &, Valtteri Wirta, Lucia Cavelier, Eva Berglund, Mikaela Friedman, Michael Akhras,

Johan Botling, Hans Ehrencrona, Lars Engstrand, Gisela Helenius, Therese Fagergyvist, David

Maria Johansson, Asa Johansson, Maria Johansson Soller, Maréne Landstrém, Par Larsson, Lars-Ake

Levin, Anna Lindstrand, ... Richard Rosenguist ™  + Show authors

Nature Medicine 28, 1980-1982 (2022) \ Cite this article

adapts and optimizes new technologies for diagnostics (Table 1). Illustrating its cutting-

edge activities, Sweden became one of the first healthcare systems to implement whole-

genome sequencing in rare disease diagnostics®>.
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Sequencing of 7,000 genomes in
Swedish clinical practice in 2021 for
better diagnosis and treatment

11 April, 2022 | News

Genomic Medicine Sweden
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/sequencing-of-7000-genomes-in-swedish-
clinical-practice-2021-for-better-diagnosis-
and-treatment/
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« HUGO#R B (The HUGO Gene
Nomenclature Committee ; Editorial | Published: 03 August 2020
HGNC) Naming human genes

Nature Genetics 52, 751 (2020) | Cite this article
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« TULVEF] (GARS > GARS1, TAZ > TAFFAZIN, CECR1 > ADA2)
« T A U A (CLN1 > PPT1, WASP > WAS, XPB > ERCC3)
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(yc) % LTK? > |L2RG, dihydroxyacetonephosphate (DHAP)
acyltransferase > GNPAT)
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