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Evolving Japanese regulations on
companion diagnostics

To the Editor:

Precision medicine involves the identification
of a group of patients on the basis of a bio-
marker measured via a companion diagnostic
who are then treated with a therapeutic targeted
against that biomarker. The Japanese regulatory
agency responsible for overseeing the regula-
tory oversight of companion diagnostics is
the Pharmaceuticals and Medical Devices
Agency (PMDA; Tokyo), which works with the
Ministry of Health, Labor and Welfare (MHLW;
Tokyo). In September 2014, the PMDA held
a workshop on companion diagnostics that
brought together >400 participants from aca-
demia, industry and regulatory agencies. The
workshop identified the evaluation of concor-
dance among different diagnostics targeting the
same marker and the assessment of multiplex
diagnostics as two key outstanding challenges.
In the following correspondence, we briefly
introduce PMDA’s and MHLW?s activities with
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regard to companion diagnostics, compare key
differences among Japanese, US and European
Union (EU; Brussels) regulations, and conclude
by describing challenges relating to companion
diagnostics discussed at the workshop.

The MHLW categorizes in vitro
diagnostics (IVDs) into class I products
(self-certified), class II products (subject
to third-party certification) and class III
products (subject to PMDA review under
marketing authorization applications
(MAAs) and approved by the MHLW),
mainly depending on risk profile. Class [ or
IT products without existing standards, like
class I1I products, are also subject to PMDA
review. Companion diagnostics generally fall
under class I1I and usually require review
not only by PMDA officers (standard MAAs)
but also by outside advisory experts. In July
2013, the PMDA published its “Notification
on approval applications for in vitro
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Public Workshop — Liquid Biopsies
in Oncology Drug and Device
Development, an FDA-AACR public
workshop, July 19, 2016

The Food and Drug Administration (FDA) and Co-sponsor American Association for Cancer
Research (AACR) are announcing a public Workshop, Liquid Biopsies in Oncology Drug and
Device Development. As a noninvasive method to detect genetic alterations in tumors, analysis
of cell-free tumor DNA (cfDNA) in plasma holds much promise for improving cancer diagnosis
and monitoring as well as drug development. Liquid biopsy technologies are advancing quickly.
They are being incorporated into numerous drug development programs and are likely to be
rapidly incorporated into clinical care.

Time Subject Session Chair
8:15 AM Welcome
8:30 —9:50 AM Cancer Liquid Biopsies: State of The Science Julia Beaver, MD

10:20 AM - 12:00  Liquid Biopsies in Lung Cancer Drug Development and

PM Clinical Use Pasi Janne, MD, PhD
1:15-3:00 PM Liquid Biopsy Test Development Reena Philip, PhD

Accelerating Liquid Biopsy Applications to Improve Patient Gideon Blumenthal,

3:15-4:40 PM Cars MD

4:40 —4:45 PM Wrap up
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Innovation and Biomarkers in Cancer Drug

Development

8 - 9 September 2016, Brussels, Belgium

We are honored to be able to invite you to attend IBCD 2016. Innovation and Biomarkers In Cancer Drug
Development, a first of a kind joint meeting organized by the European Organisation for Research and
Treatment of Cancer (EORTC), an academic research organization, the US Mational Cancer Institute (NCl), a
governmental institution, the European Medicines Agency (EMA), a regulatory agency, and the American
Association for Cancer Research (AACR), a professional scientific association.

SESSION 3 (Chairs: Denis Lacombe & Shakun Malik)

Patient access and regulatory challenges for clinical trials in the era of
molecularly defined “Personalized therapies”

* 14.00 - 14.10: Screening Patients for Efficient Clinical Trial Access (Vassilis Golfinopoulos)

* 14.10 - 14.20: NClI's precision medicine initiatives (Shakun Malik)

* 14.20 - 14.30: Evolving regulatory science: can we keep pace (Daniel O'Connor)

* 14.30 - 14.40: Managing multiple markers, tests and drugs for precision treatment of cancer
(Robert Becker)

* 14.40 - 14.50: Japanese point of View (Sumimasa Nagai)

* 14.50 - 15.40: PANEL DISCUSSION (Robert Becker, Jan Bogaerts, Herbert Kim Lyerly,
Thomas Lillie, Stefan Michiels, Kathy Oliver, Adrian Senderowicz, Chairs & Speakers of
the Session)
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