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Clinical researches in Japan have been regulated under ethical guidelines provided by the
ministries. The Clinical Trials Act, which applied to specific types of clinical trials, has been
implemented in April 2018. The clinical trials which evaluate the safety and/or efficacy of
unapproved or off-label use of drugs or devices, or which are financially supported by for-profit
companies should be conducted following the Act. The other types of clinical researches are
conducted according to the Ethical Guidelines for Medical and Health Research Involving Human
Subjects.

Some previous studies have pointed out the hurdles for researchers to conduct clinical
trials according to the act, however, there have been few studies to focus on the act’'s impacts on
research and development (R&D) of medical devices. First, this Research Paper provided an
overview of regulations related to the R&D of medical devices. Second, the interview survey was
conducted to figure out the difficulties for the stakeholders in the R&D of the medical device area
when they correspond to the requirements of the act. The interviewees included five academic
researchers in engineering and medical area, six medical device manufacturers, and one
administrative agency. The interview items were their troubling experiences regarding the
regulations of clinical researches, and the impacts of the act on R&D of medical devices. The
interviewees provided their experiences and opinions related to these topics freely. The data
collection period was from October to December of 2019.

The interview survey revealed that their understanding of the legal requirements and
awareness of the current issues surrounding clinical researches differed widely among the
stakeholders. The academic researchers in the engineering area showed their challenges of
understanding the requirements of the act correctly; the concerns that the number of basic
researches would decrease due to the difficulties to respond to the legal requirements; the hurdles
to communicate with the researchers in the medical area. The academic researchers in the medical
area had difficulties to decide whether clinical research should be conducted following the act; to
determine the degree of the invasion of the research. Medical device manufacturers showed their
concerns about the act’'s negative impact on the clinical researches using a medical device with
minor invasion; difficulties to conduct clinical researches to improve the existing devices; concerns
about the reviews of certified review board; issues related to the balance between the risk of the
device and the required regulation for the clinical researches; lack of human resources who can
support medical device clinical trials. The administrative agency showed their concern about the
lack of helpful examples which the researchers and manufactures can refer to; lack of support for
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the researchers and manufacturers in the medical device area; lack of the stakeholders’
understanding the regulations of clinical researches in the medical device area.

The researchers and their institutions in the engineering area seem to pay too much
attention not to conduct clinical research against the act. As a result, the risks to break the act are
overweighted comparing to the benefits to promote basic researches in the medical device area.
One of the potential reasons for the biased risk-benefit balance would be the complicated definition
of “clinical trial” in the act. The definition consists of two factors, one of which is that a material of
the research should be a “medical device”; the other is that using the material on/in the human
body. Considering the former factor, a material of basic research in the medical device area is often
too primitive to define as a “medical device”. As the Clinical Trials Act refers to the Pharmaceutical
Affairs Law, it would be reasonable to treat a research material as a “medical device” once the
information on specifications of the device, which are required for regulatory approval, are available.
Before the researchers confirm the specifications of the device, it would be acceptable to conduct
clinical researches using it following the ethical guideline.

Medical device manufacturers concerned that the act puts too strict regulations on clinical
researches using minor invasive devices. The ethical guideline has different regulations depending
on the risks for research participants, however, the act does not have varied regulations for “clinical
trial”. Besides, the manufacturers concerned that the number of post-marketing clinical researches
using approved medical devices would decrease due to the strict legal requirements. In response
to these challenges, the manufacturers have started to develop new research methods including
using real-world data.

This Research Paper focused on the impacts of the Clinical Trials Act on R&D in the
medical device area. Various stakeholders, including engineers, clinical researchers,
manufacturers, and administrative agencies, are involved in the R&D of medical devices. The
understanding and awareness of the Clinical Trials Act deferred widely among them. The survey
suggested that is was difficult to share the issues regarding clinical research regulations among
stakeholders due to the variety of medical device products and research areas. Also, the
stakeholders wanted to re-consider the regulation of the Clinical Trials Act based on the risks for
research participants. We need to share the information and issues more openly and to start the
discussion for future revisions of the regulations in the Clinical Trials Act.

This research paper is intended to be a material for research and discussion. It may be cited and discussed for research

purposes, but any damage or loss caused by citing and/or discussing and/or referencing it is not compensated by the author,
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The opinions and/or ideas described in this research paper are the author’s and do not represent the official views of the Japan
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