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Standardization and Registration Management of Medical Devices
Lanming Wang

Department of Medical Device Registration. NMPA

Briefly introduce the application of standards in medical device registration management, and probes into the challenges
of standard management in medical device registration.
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Development of Association Standards
Xianghua Zhu

Institute of Standardization Theory and Strategy, CNIS

This paper comprehensively introduces the policy system of association standards in China, systematically interprets the
relevant laws, regulations and standards of association standards, and introduces in detail the development status of
association standards in China, relevant requirements formulated by association standards organizations in combination
with application cases.
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3D Printing Medical Device Registration Approach and Application of Corresponding Association
Standards in Registration

Bing Liu

Center for Medical device evaluation. NMPA

With the implementation of the driving strategy of a powerful country in science and technology and the urgent need
of individualized health care for the people, the 3D printing technology, which takes individualized and precise medical
care as the main means, has developed rapidly. Relevant regulations and registration guidelines have been promulgated
one after another. This paper introduces the way of registration of 3D printing medical devices and the choice of national
support policies. At the same time, it also introduces the constitution of national standards and regulations, the status
and role of group standards, and their application in registration.
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Key Points of Evaluation of Artificial Intelligence Medical Devices
Liang Peng
Center for Medical device evaluation. NMPA

This paper introduces the definition, basic types and clinical application of artificial intelligence medical devices. Based on
the in-depth learning aided decision-making software, this paper adopts the risk-based life cycle management method to
realize the supervision of Al medical devices, focusing on the data quality control, algorithm generalization ability, clinical
use risk of Al medical devices, and expounds Al medical devices from the aspects of demand analysis, data collection,
algorithm design, verification and confirmation, software update, etc. Regulatory requirements for medical devices,
including requirements for extension of application scope, data security, third-party database, etc. In the future, we will
continue to study the supervision of Al medical devices from the product, technology and data level, and strive to build a
guiding principle system for Al medical device evaluation.
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Current Situation of Biomaterials, Regulatory Regulations and Technical Blind Spots
Yanping Shi
Shandong Medical Device Quality Inspection Center

With the development of science and the progress of disciplines, biomaterials have been widely used in clinical medicine.
Reliable materials play an important role in ensuring the safety and effectiveness of medical devices and human life safety.
They are the key to the sustainable, healthy and rapid development of the market and application of medical devices. This
report will focus on the development of biomaterials, research status and its application in medical devices, regulatory and
standard requirements and development trends.
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Association Standards Based on Strategic Thinking: An Introduction to Groups Standards in Biomedical
Engineering

Jiahua Huang

Working Committee on Medical Device Standards of Chinese Society of Biomedical Engineering

Under the context of innovative development of medical devices, how to timely transform international research frontier
technologies into high-quality association standards and proceed from strategic cogitation, how to promote association
standards to national standards, sector standards and international standards,which is a major challenge of healthy
development for the association standard. Through the subject research and based on the study of "ISO/TS 10974:
2018, Assessment of the safety of magnetic resonance imaging for patients with an active implantable medical device",
an innovative evaluation method for key technologies such as RF safety is proposed, and the relevant verification of the
standard is completed. In addition, it is regarded as a proposal for revision of sector standard and revision of international
standard ISO/TS 10974.
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Significance of Enterprise Participation in Association Standard Development
Jinggiang Chui
Tuoren Group

The new version of the Standardization Law of the People's Republic of China clarifies the legal status of group standards.
As one of the important market players, enterprises have great advantages in the application of innovative technology and
the transformation of achievements. For enterprises, actively participating in various group standardization work and
developing group standards are conducive to stimulating enterprise innovation vitality, promoting enterprise technology
development, and promoting industrial upgrading and transformation. This report will discuss the relationship between
enterprises and group standardization work, the significance of group standards to enterprises, and the ways for
enterprises to participate in group standardization work.
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Development and Benefit Analysis of Association Standards of Chinese Society of Biomedical Engineering
Baofen Qi

Office of Standards Committee of Chinese Society of Biomedical Engineering

Since its establishment more than 30 years ago, Chinese Society of Biomedical Engineering has played an active role in
promoting discipline construction and the integration of production, learning, research and medicine. Under the favorable
situation of the development of Association standards, in order to fully respond to the call of the state, stimulate the
innovation vitality of the market main body, promote the transformation of innovative technological achievements and
promote the healthy development of industry, Chinese Society of Biomedical Engineering has carried out the work of
association standardization of the society in depth, closely combined with industry, University and research medicine,
and actively developed biomedicine in coordination with national standards, industry standards and market demand. In
the field of engineering, the association standard system, combined with the general situation of the development of the
group standard of the society, looks forward to the benefit of the group standard of the society and its future development
direction.



