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Executive Summary
Survey on software business methods in healthcare industry
Classification of existing business methods and future perspective

Japanese Pharmaceutical Affairs Law (PAL) was revised and Pharmaceutical and Medical Device (PMD)
Act has come into operation on November 25, 2014. Software as a Medical Device (SaMD) was newly
defined as a form of medical device and began to be regulated. Healthcare software, whose intended use
was not medical purpose, was categorized as “Good Health Software (GHS)” by GHS Promotion Council.
Self-certification of GHS by manufacturer has started. Software business in healthcare industry now attracts
notice and has potential for growth.

As conventional medical device business mainly consisted of hardware distribution and its maintenance
service, new business method specialized for healthcare software is now required. The purpose of this report
is thus to survey advanced examples of healthcare software in the United States and then investigate the
business methods adopted in the examples.

In Section 1, we introduce current status of certification of regulated SaMD and self-certification of GHS,
followed by our motivation of this survey.

Section 2 overviews global mortality trends, consequential shift of medical / healthcare needs, and estimated
market size of healthcare software. Regulatory status of medical / non-medical software in Japan, the United
States, and EU is also summarized.

We, in section 3, explored the business methods for healthcare software and services through six
non-medical and six medical examples; Watch-like fithess sensor, medication adherence monitoring system
using smart phone, remote monitoring of diabetic patient, radiological image viewer, and so on. Business
methods adopted in examples were classified to six categories and their combination; hardware distribution,
data collecting and sharing, data analysis, information sharing in community, monitoring and alerting, and
educational contents. We deeply looked into each business method showing additional examples.

In Section 4, we illustrated the relationship among stake holders using Customer Value Chain Analysis
method; medical device / software manufacturer, medical service provider, patient, and payer (health
insurance private company or public sector like Centers for Medicare & Medicaid Services in the United
States). Fee-for-service model will be replaced by fee-for-outcome model in the future, and this trend can be
accelerated with healthcare software, like one which enables remote monitoring to compensate gap between
hospital visits. Social environment is also changing in Japan; self-blood test is now permitted at a near-by
pharmacy, and telemedicine is available between medical doctor and patient. The change may drive
preventative medicine and yield economic value by minimizing the gap between human health span and life
span.

As a conclusion, in section 5, we raised an opinion that paradigm shift is necessary to establish fee-for-
outcome model in medicine, and that long-term business development and continuity are essential. Further
study is desirable to clarify actual condition through hearing survey to current player.

This report 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 this report is not compensated by the authors, Japan Association for the Advancement of
Medical Equipment, and/or, Medical Device Strategy Institute, and/or, Industry Strategy Planning Office, Japan Medical Imaging and Radiological
Systems Industries Association. The opinions and/or ideas described in this report are the authors’ and do not represent the official views of Japan
Association for the Advancement of Medical Equipment and/or Medical Device Strategy Institute, and/or, Industry Strategy Planning Office, Japan
Medical Imaging and Radiological Systems Industries Association.

This is an Executive Summary. The full text is distributed to supporting members of Medical Device Strategy Institute, and members of Japan
Medical Imaging and Radiological Systems Industries Association.
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