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Session Title:

Current Situation of Japanese Pharmaceutical Inspection and
Guidance, and Government Measures to Ensure Quality of Medical

Products
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Session Title:

The working on quality culture in the GMP subcommittee of Quality &
Technology Committee, JPMA
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Abstract:

Although pharmaceutical companies are required by society to act
based on high ethical standards as a life related industry, there have
been some cases where they failed to meet these expectations. Quality
& Technology Committee of the Japan Pharmaceutical Manufacturers
Association, has been working on quality culture. We will present the
results of our activities.
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Session Title:

The Situation Surrounding Quality Culture
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Abstract:

In the pharmaceutical industry, the term "Quality Culture” has come to
be often used as issues related to quality and compliance arise and
internal and external requirements change.

The QARC Committee has long focused on the importance of Quality
Culture, which is the foundation of a quality system, and starting with
the 2015 annual meeting presentation, we analyzed the background
and studied actual practices such as cultivating and evaluating Quality
Culture.

In this presentation, adding the latest information to the results of
previous studies and summarize the situation surrounding Quality
Culture and its relationship to the maturity of quality management.
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Session Title:

PDA Update and Pharm Trends.
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Abstract:

The presentation will focus on an update of the ongoing technical and
organizational activities within PDA at the global level. It will also
review current pharma trends and what we are seeing as we look
towards the future.
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Session Title:

Quality Culture: The Mindset, The Benefits, and the PDA Quality
Culture Assessment
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Abstract:

Creating a quality culture in the pharmaceutical industry is crucial for
ensuring the safety and efficacy of drugs. In this presentation, Amanda
will provide an overview of the PDA Quality Culture Assessment,
describe the key components of quality culture, and benefits of
fostering a robust quality culture within pharmaceutical organizations.
This discussion will also highlight the role of leadership in promoting a
quality-focused mindset among employees and stakeholders. A strong
auality culture is not just a checkbox for compliance; it’s a mindset that
permeates every aspect of the organization. It requires ongoing
commitment, vigilance, and a dedication to delivering products that
meet the highest standards of quality and safety.
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Session Title:

Initiatives to regain trust in KM Biologics after the GMP violation
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Abstract:

In the Chemo-Sero-Therapeutic Research Institute (hereinafter
referred to as KAKETSUKEN), serious GMP violations and manufacturing
method approval violations were found in 2015, mainly in blood
products, causing social issues. As a result, KAKETSUKEN suffered a
major loss of trust and withdrew from the manufacturing business and
the manufacturing and marketing business, and the business was taken
over by the Meiji Group, which established KM Biologics in 2018.

KM Biologics has taken various measures to restore reliability, including
management renovation and organizational culture reforms. In this
session, we will look back at KM Biologics’ efforts and history to restore
trust in light of the root causes of the ‘KAKETSUKEN issue’, as well as
introduce a glimpse into cultivation activities of Quality Culture,
improvements to PQS and our future direction.
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Initiatives to regain trust from society in Kyowa Kirin
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Abstract:

In Kyowa Kirin, quality problems were found originated from the GMP
deviation in our group company’s plant in 2019, while it was urgently
required to level up and evolve to global quality due to the
environmental changes surrounding our company. Taking this as a
turning point, with the involvement of the management team, we
restarted with Quality First principle and aimed to regain trust from
society.

There were found many gaps in operations not only in processes and
systems but also personnel, organization structure, environment and
culture, so it was required to eliminate them immediately.

In support of this, a quality building (nickname: Q-TOWER) was
constructed in Dec 2022, with a total construction cost of approx. JPY
14 billion. By consolidating the separated quality control and quality
assurance functions, we aim to create innovations that lead to new
value creation.

Through quality operations in the Q-TOWER, we accelerate the
evolution to global quality, pursue the Quality First principle, and
continue stable supply of high-quality biobharmaceuticals for smiles of
patients around the world.



A series of initiatives to regain trust and our current situations will be
introduced.



