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Assurance of Product Reliability
and Safety

Quality assurance and safety management of pharmaceutical products are fundamental to our 
business. If a problem were to occur in either of these areas, it would be a serious risk that 
could violate our corporate philosophy, harm the health of patients, and significantly reduce 
our social value and raison d’être.

A global specialty pharmaceutical company with established organizational systems for 
appropriate quality assurance and safety management.

• Create appropriate global systems for product quality and safety management

• Establish an operation to study safety signals of investigational products

• Establish a system to respond to inspections of products for the U.S. market in preparation 
for the launch of ONO-4059 in the U.S.

Value Preservation

Stable Supply of Products 

Initiatives for Ensuring the Stable Supply of 
High Quality Pharmaceutical Products
To supply high-quality pharmaceutical products, ONO 
manufactures all drugs under an appropriate quality assurance 
system both in our plants and in outsourced plants. At our plants, 
we established a quality assurance system complying with global 
regulations, such as GMP (Good Manufacturing Practice; standards 
for manufacturing and quality control systems) in each country and 
PIC/S GMP, etc. When outsourcing, we confirm that appropriate 
manufacturing control and quality control are implemented by 
conducting periodic quality audits. In quality assurance, we don’t 
just meet the legal requirements as a manufacturer and distributor, 
we have established a pharmaceutical quality system. Through 
continuous improvement of this system, we strive to provide high 
quality pharmaceutical products from the perspective of patients, 
caregivers, and healthcare professionals.
We strive to provide high-quality products through multiple 
measures, e.g. training for all employees engaging in production 
and quality assurance, enhancing the quality system based on the 
ICH Q10 Pharmaceutical Quality System, and the development of 
risk management systems at manufacturing sites.
To ensure that these quality assurance and supply activities can 
be carried out throughout the entire group, including overseas, 

we are working to build systems and establish a global structure.

Initiatives to Ensure Safety
In terms of safety management, ONO establishes a risk 
management plan for each drug, gathers and manages safety 
(adverse reaction) information. We evaluate the details of gathered 
information and take safety measures, such as the revision of the 
“Precautions for Use” text accompanying pharmaceutical products 
and provide information related to the proper use of drugs, etc. as 
necessary. After the launch of the anticancer drug OPDIVO, safety 
information in and outside Japan increased drastically. 
We strive to use it properly by evaluating it based on the opinions 
of an external expert committee on proper use and other medical 
experts and then disseminate it through various information delivery 
materials, academic societies, medical journals, etc.
In safety management activities, too, we are working to build a 
system and develop a global structure so that the entire group, 
including overseas offices, can conduct these activities.

Reason for being 
a priority issue

Vision over the medium 
to long term

Indicators

Major initiatives

• Completion of quality assurance and safety management systems for global business

• Zero significant findings from regulatory inspections

• Zero recalls of Ono products

https://www.ono-pharma.com/company/
business_activities/manufacturing.html
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The provision of a stable supply of our drugs to patients who need them is a basic duty of 
our business. 

Our products are supplied stably to patients throughout the world. 

• Building a global product supply system 

• Implementing risk management for overall operations related to product supply, such as 
strengthening response to BCP, maintaining proper inventory, etc. 

• Examining mid- to long-term stable production systems, including increased production 
efficiency and the use of CMO, etc.

Management of the Supply Chain 
In order to ensure a stable supply of high-quality medical 
products as a pharmaceutical company involved in health, ONO 
manufacturers all its drugs under an appropriate manufacturing 
and quality assurance system both in our plants and in outsourced 
companies. Although the manufacturing locations and suppliers 
of drug substances (APIs), raw materials, and formulations of 
pharmaceuticals are spread throughout the world and the supply 
chain has become increasingly complex, we are striving to supply 
pharmaceuticals that can be used safely by patients in compliance 
with the regulations and compliance requirements of each country 
and region. 
In addition, we are working to further expand our supply chain for 
self-sales in Europe and the United States. We set appropriate 
inventory levels of APIs and products for each product according 
to the manufacturing lead time, delivery time, and number of 
manufacturing bases for APIs, raw materials, and formulations. By 
constantly monitoring and maintaining appropriate inventory levels, 
we strive to ensure a stable supply of products even when production 
is temporarily halted due to problems during manufacturing. 

Initiatives to Keep Facilities Operating 
To ensure stable production, we formulate and implement 
maintenance plans that combine preventive and post-maintenance 
for manufacturing equipment for oral and injectable drugs, air 
conditioning systems, pharmaceutical water systems, and analytical 
equipment used for various tests. Preventive maintenance involves 
replacing major parts of equipment and facilities and setting the 
frequency of periodic maintenance to avoid breakdowns due to 
age-related deterioration. In addition, to prepare for unexpected 
breakdowns, for parts that take a long time to be delivered, we 
keep spare parts in-house so we can quickly restore production 
and analytical equipment. 
In addition, we have begun working on predictive maintenance of 
facilities, and have begun developing a system to prevent outages 
due to unexpected facility problems. This involves using AI to 
analyze the various types of electrical data, such as pressure and 
temperature measured during operation, and predicting failures. 

Stable Supply of Products in Disasters 
To ensure continuous supply of products even in the event of a 
large-scale disaster, we have formulated a crisis response and 
business continuity manual, and conduct periodic drills based on 
the manual. 
From the viewpoint of stable supply, having multiple 
manufacturing bases is also important, and we have dispersed 
our own manufacturing bases to two locations: the Fujiyama Plant 
in Shizuoka Prefecture and the Yamaguchi Plant in Yamaguchi 
Prefecture. Furthermore, by actively outsourcing, we are diversifying 
risks in the event of a large-scale disaster. We have already 
established a system that enables us to produce Opdivo, our main 
product, at our two manufacturing bases, Fujiyama and Yamaguchi, 
and we are carrying out risk analysis for other products, and 
considering production at multiple manufacturing bases for other 
products as necessary. 
In addition, we are working to secure multiple manufacturing bases 
for APIs because all APIs are outsourced. Risk assessments are 
also conducted for supply chains other than products and APIs, 
and efforts are being made to ensure a stable supply. 

Reason for being
a priority issue 

Vision over the medium
to long term

Indicators 

Major activities 

• No out-of-stock incidences 

If effective predictive maintenance can be established, it will lead 
to improved productivity by reducing the frequency of periodic 
inspections. We are also working to stabilize quality through the 
use of digital data, and are considering the use of digital data and 
AI in the visual inspection process of products, which requires the 
recruitment of a large number of inspectors. 

Fujiyama Plant Yamaguchi Plant 
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Safety Information Gathering and Management System

Laws and regulations related to pharmaceutical affairs

Provide information on quality
and Propose improvements

Contact
Collect information

(case reports, post-marketing surveys, etc.)

Provide proper use information

Replies and provide proper use information

Provide information on quality and propose corrections
(non-conforming products, incompatibility, etc.)

Quality Assurance Department
(Quality Assurance Manager)
Quality Assurance (Investigational
products, pharmaceutical products)

Pharmaceuticals
and Medical

Device Agency
(PMDA)Safety and efficacy information

Pharmacovigilance Department
      (Safety Management Supervisor)

Customer
relations

Healthcare
professionals

(physicians,
pharmacists, etc.)

Corporate Regulatory
Compliance, Safety and
Quality Assurance Division

(the Pharmaceutical Officer)
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Financial
Information

Value
Preservation

Foundation for
Value Creation

Value CreationBusiness and
Management

Strengthening of
Corporate Governance 

https://www.ono-pharma.com/company/business_activities/manufacturing.html



