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Associate, Country QA Compliance
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This position offers an exceptional opportunity for individuals who want to expand their expertise
while taking on new challenges in the pharmaceutical quality field. By contributing to new product
development projects and collaborating with a wide range of internal and external stakeholders, you
will build cross-functional experience across quality, regulatory, and manufacturing domains. Through
regular communication with domestic and global manufacturing sites as well as health authorities,
you will broaden your perspective and strengthen your professional impact. As a key member
supporting the launch of new medicines, you will play a central role in securing high-quality products
for patients while continuously elevating your technical proficiency.

Country QA Compliance is a department within the Quality organization responsible for participating
in new product development and conducting Good Manufacturing Practice (GMP) compliance
activities related to manufacturing sites. In this role, you will contribute to new product launches by
working closely with regulatory affairs, domestic and global manufacturing sites, and supply teams.
For GMP compliance activities, you will lead end-to-end processes for new registration applications,
post-approval variations, and periodic GMP inspections conducted every five years—including
preparation, submission, communication with authorities, and coordination with manufacturing sites in
Japan and overseas. Through this role, you will gain broad exposure from new drug applications to
post-marketing quality management.

We welcome applicants with experience in GMP inspections, those eager to expand their quality
knowledge, and those motivated to take on new challenges within Quality Assurance.

About the Role
About the Role

Key Responsibilities:
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This position offers an exceptional opportunity for individuals who want to expand their expertise
while taking on new challenges in the pharmaceutical quality field. By contributing to new product
development projects and collaborating with a wide range of internal and external stakeholders, you



will build cross-functional experience across quality, regulatory, and manufacturing domains. Through
regular communication with domestic and global manufacturing sites as well as health authorities,
you will broaden your perspective and strengthen your professional impact. As a key member
supporting the launch of new medicines, you will play a central role in securing high-quality products
for patients while continuously elevating your technical proficiency.

Country QA Compliance is a department within the Quality organization responsible for participating
in new product development and conducting Good Manufacturing Practice (GMP) compliance
activities related to manufacturing sites. In this role, you will contribute to new product launches by
working closely with regulatory affairs, domestic and global manufacturing sites, and supply teams.
For GMP compliance activities, you will lead end-to-end processes for new registration applications,
post-approval variations, and periodic GMP inspections conducted every five years—including
preparation, submission, communication with authorities, and coordination with manufacturing sites in
Japan and overseas. Through this role, you will gain broad exposure from new drug applications to
post-marketing quality management.

We welcome applicants with experience in GMP inspections, those eager to expand their quality
knowledge, and those motivated to take on new challenges within Quality Assurance.

Key Responsibilities

¢ Lead regulatory compliance activities aligned with both Japan and global quality standards

* Prepare documentation and manage end-to-end activities for GMP compliance inspections
conducted by PMDA

¢ Collaborate with cross-functional teams to support new product introduction from a quality
perspective

¢ Support daily quality operations to ensure consistent processes and sustainable quality
performance

¢ Essential Requirements

* Bachelor”s degree or higher, or equivalent academic background

* Minimum three years of experience in pharmaceutical quality-related roles

¢ Experience with new product registration or GMP compliance inspections is an advantage

* Native-level Japanese proficiency and business-level communication skills in English (spoken
and written)

® Strong organizational and coordination skills to manage multiple tasks collaboratively across
functions

Be aware of fake job advertisements and job offers

Novartis is aware of employment scams which make false use of our company name or leader”s
names to defraud job seekers. Novartis does not make job offers without interview and never asks
candidates for money.



All our current job openings are displayed here. If you have encountered a job posting or been
approached with a job offer that you suspect may be fraudulent, we strongly recommend you do not
respond, send money or personal information.

Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter
future together? https://www.novartis.com/about/strategy/people-and-culture

Join our Novartis Network: Not the right Novartis role for you? Sign up to our talent community to stay
connected and learn about suitable career opportunities as soon as they come

up: https://talentnetwork.novartis.com/network

Benefits and Rewards: Read our handbook to learn about all the ways we ” Il help you thrive personally
and professionally: https://www.novartis.com/careers/benefits-rewards

Commitment to Diversity and Inclusion: Novartis is committed to building an outstanding, inclusive
work environment and diverse teams representative of the patients and communities we serve.

Accessibility and accommodation: Novartis is committed to working with and providing reasonable
accommodation to individuals with disabilities. If, because of a medical condition or disability, you
need a reasonable accommodation for any part of the recruitment process, or in order to perform the
essential functions of a position, please send an e-mail to midcareer- r.japan@novartis.com and let
us know the nature of your request and your contact information. Please include the job requisition
number in your message.
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Why Novartis: Helping people with disease and their families takes more than innovative science. It
takes a community of smart, passionate people like you. Collaborating, supporting and inspiring each
other. Combining to achieve breakthroughs that change patients” lives. Ready to create a brighter
future together? https://www.novartis.com/about/strategy/people-and-culture

Benefits and Rewards: Learn about all the ways we Il help you thrive personally and professionally.

Read our handbook (PDF 30 MB)
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Business Unit
Quiality

00
Japan

00
Toranomon (NPKK Head Office)

Company / Legal Entity
JP0O5 (FCRS = JP005) Novartis Pharma K.K.

Functional Area
Quiality

Job Type
Full time

Employment Type
Regular

Shift Work
No
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Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.

Accessibility and accommodation

Novartis is committed to working with and providing reasonable accommodation to individuals with
disabilities. If, because of a medical condition or disability, you need a reasonable accommodation for
any part of the recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to midcareer-r.japan@novartis.com and let us know the nature of your request and
your contact information. Please include the job requisition number in your message.
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