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RA CMC Manager Japan
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About the Role

Your responsibilities include, but not limited to:

1. Contribute to Japan sub team for project development and submission
- Lead or manage development strategy from regulatory CMC perspective

- Provide and/or manage CMC documents during project development



- Prepare submission documents (CTD document and Application Form) in line with the agreed
timeline

- Prepare answer for PMDA inquiry working closely with relevant line functions
2. Lead and implement Change Control Management for marketed product

- Provide accurate regulatory evaluation for change request generated at manufacture site and
elaborate submission strategy and timeline with relevant line functions

- Prepare Application Form and necessary submission document in collaboration with global RA
CMC and submit

- Manage communication with Japan Health authority and prepare quality answer for PMDA inquiry
after PCA submission to get approval timely

3. Maintain the contents in various databases to share Japan status on marketed products precisely
and transparently with all the stakeholders

4. Maintain latest CMC regulatory intelligence in Japan and inform global RA CMC and other relating
members timely and appropriately. Ensure regulatory compliance for all RA CMC deliverables

5. Support divestment and pruning activities and third party customers for marketed products in line
with business strategy

6. Ensure adequate reporting of adverse events / technical complaint / compliance issue in
accordance with company procedures.

7. 100% timely delivery of all training requirements including compliance.
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Education, Work experience and Competency:

| Degree in pharmacy, science, agriculture, technical and pharmaceutical engineering discipline
required and more advanced degree preferable.

Experience/Professional requirement:



1 3 years or more experience in regulatory affairs CMC or a related pharmaceutical field.

| Possess extensive technical, scientific and/or regulatory CMC knowledge in drug development
and/or maintenance.

| Experience in interfacing with PMDA and MHLW regarding CMC area.

| Experience in working in a global environment.

I Address RA CMC related issues across relevant line functions and implement action plans.

! Train RA CMC members concerning regulatory requirements and intelligence.

"It would be more preferable if there is work experience in development/submission or post-approval
change control of radiopharmaceuticals

English Skill:

. Fluent English as business language (including English communication skill)

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
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Toranomon (NPKK Head Office)

Company / Legal Entity
JPO5 (FCRS = JP005) Novartis Pharma K.K.

Functional Area
Research & Development

Job Type
Full time

Employment Type
Regular

Shift Work
No

Apply to Job
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