ZB8&tvyi3re
ATFAHIL-TINAREER

ERMMERERZOELEALOTIRIRR Iy EEREIERER

WE., Al IoT [TRRSNDHLOEMOBEEICEY . EREAICHTHHHNO. ARDREICHT HHFLEN
ELZEELTRY . EREGOREBMEHAEDYDDH S,

ZREIBRET T, ERERO. TOREMZDELALIZOT VRV ERRT4YME+ R IR T HI LT,
ERAMOEBELEHERICEEZETHLIEEDLNS,

AEDHEER YL AV TR AIZHARAALEERER. BIRLF—EFRBEE. SV ER—LaVEHaD
BERIEE. AEREDEERBHDERICEIDIRIDOHD 4 DDT—IXEEEEKRNTRIALEERERST
Do

Risks—Benefits and Reliability Assurance Brought by the Advancements of Medical Products and Quality

Concepts

Nowadays, as new emerging technologies representing Al and IoT have gained power, restrictions on medical
products and expectations for quality have been drastically changing and quality concept of medical products are
changing.
Under such circumstances, close consideration of risk and benefit that are brought from medical product itself
and the quality concept advances are critical to ensure the reliability of medical products.
In this year’ s medical device committee session, the four topics, such as medical products equipped with Al,
high—energy electron beam sterilization, information transmission of combination device use, and risk analysis on

temperature condition difference during transportation and storage will be reported.
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What we need for the advancement of Al-embedded medical products

Michiyo Morikawa (Terumo Corporation)
Tomonori Honma (Terumo Corporation)
Hiromi Tsuge (Shionogi & Co., Ltd.)

Tomohiko Tsurumaru (3M Japan Innovation Limited)

As Al has recently been increasingly emerging, it is expected that Al-embedded medical products will not only
replace a key role, which people have conventionally played, but also afford and enhance new values which have
hardly been effected.

However, some concerns can be aroused around the above—mentioned Al-embedded medical products, for
example, the ambiguous loci of ethical or legal responsibilities, a possibly unavoidable black—box relating to a
series of operational processes hard for users to judge correctly, and it is also expected that the quality concept
of the product characteristics should be clarified.

This presentation regarding Al-embedded medical products will discuss on necessary systems to ensure the
reliability and quality throughout the product life—cycle and MD committee will report some considerations from

its ethical aspects and quality of learning data on the basis of functioning of the Al-embedded medical products.
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Influence of electron beam sterilization on plastic materials

Ichiro Sakai  (Hitachi Zosen Corporation)
Tomoko Hirano (Hitachi Zosen Corporation)

Shinji Yoshimura (Hitachi Zosen Corporation)

In recent years, in radiation sterilization of medical products, with an increase in the number of medical products,
sterilization by an electron beam instead of gamma rays has been often adopted.

Electron beam sterilization has the advantage of better energy efficiency and overwhelmingly faster processing
rate compared to gamma ray sterilization.

However, there have been few cases in which the effects of irradiation on plastic materials used for packaging
have been basically evaluated, particularly focusing on the effects of radicals. Last year, we confirmed that the
remaining days of radicals depended on the irradiation dose of the electron beam.

Therefore, as a continuation of the report in last year, this reports the content of measuring the physical
characteristics on the effect on plastic material (polyethylene) when low energy electron beam and high energy

electron beam are irradiated.
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Future prospects of combination products and their information transmission for proper use with environmental

changes

Tetsuo Odaka(Kyowa Kirin Co., Ltd.)

Shuichi Hatano (Shionogi & Co., Ltd)

Ruriko libuchi (Chugai Pharmaceutical Co., Ltd.)
Akira Sumitani (IWATA LABEL CO., LTD.)
Ikuya Nakamura (NIPRO CORPORATION)

Hiroaki Suzuki(Vetter Pharma International Japan)

Setting the goal to improve proper use of the combination products at medical front, we have been investigating /
researching combination products in viewpoints from regulatory guidelines, transferring relevant information from
pharmaceutical companies to medical institutions / patients.

In the initial evaluation we have published during the last year session, the results including survey to medical
institutions infers there are areas for improvement in the information transferred from pharmaceutical companies
in reaching to the end—users, patients.

This year, we would like to touch upon policies, regulations, new technologies including loT, and outcome
assessment with bigdata / Real-World data surrounding combination products. We will, then, discuss about impact
of those environmental changes to the future improvement of combination products and their information for

proper use.
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Risk Analysis in different transportation and storage temperature conditions

— Risk and Benefit between Active Shipper and Passive Shipper—

Takuro Kaya(Hirabara Engineering Service Ltd.)

Yu Kishi(Janssen Pharmaceutical K.K.)

The GDP (Good Distribution Practice) Group of the Medical Device Committee has been investigating drug

transportation and storage.

In recent years, Japan has been setting new records for high temperatures due to the influence of abnormal
weather. In addition, various temperature zones are now required in drug transportation (for example, maintaining
temperature below —60°C or —15°C, or from 2°C to 8°C, for transportation of Covid—19 vaccines and other
temperature sensitive pharmaceuticals). Such trends have increased demands for quality temperature—controlled

transportation.



