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FoundationOne CDx and the OncoGuide NCC Oncopanel System were approved in December 2018 and have
been covered by national health insurance since June 2019. Since then, cancer genome care,
including companion diagnostics (CDx) by gene panel testing and comprehensive genomic profiling
(CGP), has been advancing steadily. In addition to the gene panels that use tumor tissue specimens,
FoundationOne Liquid CDx was approved in March 2021 and has been covered by national health
insurance since August 2021 as a gene panel that uses plasma specimens

When new CDx are developed for biomarkers for which CDx approved in Japan already exist
equivalence or accuracy testing using clinical or synthetic specimens is needed to evaluate
analytical equivalence with approved CDx or established standard testing method. However, in
reality, the feasibility of assessing analytical equivalence of new CDx is limited owing to the
fact that clinical specimens are valuable, consensus on the methods of utilizing synthetic
specimens has yet to be established, and obtaining measurement results of approved CDx as a control
method is sometimes difficult.

Furthermore, when CGP reveals a gene mutation for which a CDx exists and a multidisciplinary
tumor board, called an expert panel of a hospital recommends administration of a pharmaceutical
drug related to the genetic mutation, administering the pharmaceutical drug without performing
another test by CDx is considered acceptable. However, published documents and information on
evaluations of analytical equivalence between approved CGPs or between an approved CGP and a CDx,
which assist expert panel discussions, are currently limited.

Given the above, we investigated the standardization of methods of analytical performance
assessment of gene panel testing. Whether to use clinical specimens is a central point of debate in
evaluating accuracy and limit of detection (LOD) in equivalence and analytical performance
assessments. Moreover, these assessments are particularly important subjects of discussion in
expert panels on CGP. The points that should be considered to allow maximal simplification of
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assessments using clinical specimens were thus summarized in our recommendations. Conducting
assessments of analytical performance using identical reference standards is beneficial in that it
allows external comparisons between panels

In addition, in order to facilitate the discussion on the analytical performance of gene panel
tests by the expert panel, our recommendations also described the items that companies are expected
to provide information on in their packaging inserts and reports, and the items that are expected
to be discussed by the expert panel.

We convened the working group committee that consisted of more than 30 experts from academia
industry, and government. We have discussed the points that should be considered to allow maximal
simplification of assessments using clinical specimens for 3 vyears. We provided recommendations
specific to each type of gene mutation as well as to reference standard materials. Our recommendations
concern applications for approval of gene panel testing that uses tissue or plasma specimens to detect
gene mutations. These mutations include, among others, single or multiple nucleotide variants
(SNV/MNV), insertions or deletions (Ins/Del), copy number variations (CNV), or fusion genes. Our
recommendations mostly concern gene panel testing using specimens from patients with solid cancers
but may be used as a reference for gene panel testing of hematopoietic malignancies as well.

With regard to our recommendations, we solicited public comments from government, industry (all
affiliated organizations of the working group committee including pharmaceutical companies, medical
device and diagnostic companies), and academia (Japanese Society of Medical Oncology, Japan Society

of Clinical Oncology, and the Japanese Cancer Association).

Japanese Society of Medical Oncology : https://www. jsmo. or. jp/news/jsmo/20220111. html,

Japan Society of Clinical Oncology : http://www. jsco. or. jp/ jpn/index/page/id/2523

Japanese Cancer Association : https://www. jca. gr. jp/researcher/topics/2022/20220114. html

Finally, the Japanese translation of our recommendations is available at websites of Japanese

Society of Medical Oncology, Japan Society of Clinical Oncology, and the Japanese Cancer Association.

Japanese Society of Medical Oncology : https://www. jsmo. or. jp/news/jsmo/20220307. html,

Japan Society of Clinical Oncology : http://www. jsco. or. jp/ jpn/index/page/id/2571,

Japanese Cancer Association : https://www. jca. gr. jp/researcher/topics/2022/20220307. html




