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This guidance document was developed by the research group (hereinafter referred to as “the Research
Group”) of the project entitled “Research on creating guidance and concepts related to software life cycle
process requirements for establishing SaMD-QMS” (Principal Investigator: Hiroyuki Tanishiro), conducted
under the Japan Agency for Medical Research and Development (AMED) FY2024-FY2025 Next-Generation
Medical Device Development Promotion Program.

The document, entitled “Guidance for understanding the software life cycle processes required to establish

QMS (Quality Management System) for medical device software” (hereinafter referred to as “this Guidance”),
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was prepared to facilitate understanding of the concepts underlying software lifecycle processes necessary
for establishing a quality management system for medical device software.

To place software developed for incorporation into a medical device (SiMD: Software in Medical Device) and
software that itself constitutes a medical device (SaMD: Software as a Medical Device)—collectively referred
to herein as “medical device software”—on the market, marketing authorization holders are legally required
to comply with the Ministerial Ordinance on Standards for Manufacturing Control and Quality Control of
Medical Devices and In Vitro Diagnostic Reagents (MHLW Ordinance No. 169 of 2004; hereinafter referred
to as the “QMS Ordinance”), pursuant to the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceuticals and Medical Devices (Act No. 145 of 1960; hereinafter referred to as the “PMD
Act”).

Furthermore, as part of lifecycle management requirements specifically applicable to medical device
software under the quality management system, compliance with Medical Device Software—Software Life
Cycle Processes (International Standard: IEC 62304; Japanese Standard: JIS T 2304; hereinafter referred to
as “IEC 62304”) is mandatory in Japan pursuant to Article 12, Paragraph 2 of MHLW Notification No. 122
of 2005.

In recent years, development of Al-enabled SaMD and SiMD has become increasingly active, driven not only
by traditional medical device manufacturers but also by companies entering the healthcare sector from other
industries, start-up enterprises, and academic research institutions. However, such organizations may not
always possess a sufficient understanding of the regulatory framework applicable to medical devices.

Accordingly, the Research Group prepared this Guidance to help developers understand the pathway from
product development to market launch, as well as the post-market obligations associated with medical device
software. Particular emphasis has been placed on IEC 62304 so that readers may develop a practical
understanding of medical device software development and lifecycle management.

To facilitate a broader understanding of IEC 62304, efforts have been made to use commonly understood
terminology and a reader-friendly style. As a consequence, certain technical terms and explanations may
exhibit minor variations in expression or inconsistencies, and some sections may contain repetitive
descriptions for explanatory purposes.

Readers are therefore encouraged to use this Guidance as an introductory resource for understanding the
overall framework of IEC 62304 and subsequently consult the relevant standards, associated technical
documents, and supporting guidance materials in order to gain a more comprehensive and accurate
understanding.

In addition, the Research Group has prepared supplementary documents accompanying this Guidance
(hereinafter referred to as the “Supplementary Documents”), which present sequential overviews and
explanatory commentary on Clauses 4 through 9 of IEC 62304. These documents reflect the views and
interpretations of the Research Group.

The development of this Guidance was carried out in accordance with the following principles.
(1) Intended Users

The intended users of this Guidance are individuals involved in the design, development, commercialization,
and post-market maintenance activities of medical device software, particularly those who are beginning to
learn about medical device regulatory requirements and the concepts underlying medical device software
lifecycle processes required under such regulations. These users are expected to include personnel from start-
up companies, organizations entering the medical device field from other industries, and similar stakeholders.

(2) Relationship Between IEC 62304 and Related Regulations and Standards
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When considering medical device software lifecycle processes under IEC 62304, it is not possible to disregard
the relationships between IEC 62304 and applicable medical device regulations and standards. At the same
time, providing comprehensive guidance covering all such relationships and requirements would exceed the
scope and objectives of this Research Group. Therefore, this Guidance presents and explains the relationships
between IEC 62304 and the standards and regulatory frameworks surrounding it through figures and
explanatory descriptions.

(3) Interpretation of IEC 62304 Requirements

The Research Group considered providing more detailed explanations regarding the approaches that should
be taken when addressing the requirements specified in each clause of IEC 62304, with due consideration for
the needs of the intended users. However, the more concretely the requirements of IEC 62304 were examined,
the more apparent it became that the interpretation and application of those requirements varied according
to the specific characteristics of different types of medical device software. As a result, differing opinions
emerged within the Research Group regarding the appropriate direction and level of detail for the
explanations.

Consequently, the Research Group concluded that a certain degree of diversity in viewpoints should be
accepted and that it would be beneficial to develop this Guidance as a basis for discussion, enabling users of
the Guidance to engage in similar deliberations. Accordingly, the explanations concerning the concepts and
approaches associated with each clause of IEC 62304 are presented as one example of interpretation adopted
by the Research Group. These explanations are intended to serve as reference materials that will help users
articulate and justify their own approaches to the lifecycle processes applicable to the medical device software
they develop. These materials have therefore been compiled as Supplementary Documents accompanying
this Guidance.

As an outcome of this research project, a final draft of the Guidance and a final draft of the Supplementary

Document were developed. The titles of these documents are as follows:

* Final Draft of the Guidance
Guidance for understanding the software lifecycle processes required to establish QMS (Quality Management

System) for medical device software

* Final Draft of the Supplementary Document
TIEC 62304 supplementary document supporting the guidance developed under the research project “Research

on creating guidance and concepts related to software life cycle process requirements for establishing SaMD-
QMS”

It is anticipated that the concepts presented in the Guidance and the Supplementary Document will serve
as a foundation for considering how software lifecycle process requirements should be applied to individual
medical devices and medical device software products. Furthermore, it is hoped that these documents will be
utilized as reference materials in the development of future guidance documents for medical devices and
Software as a Medical Device (SaMD), particularly with respect to the application and interpretation of

software lifecycle process requirements for specific medical device software products.



