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Location: East Hanover, NJ

This role is required to be in our East Hanover, NJ office 3x/week.

Novartis is unable to offer relocation support for this role: please only apply if this location is
accessible for you.

We are looking for an experienced Senior Manager, Regulatory Affairs CMC to lead global regulatory
strategy and execution across the product lifecycle. In this role, you will drive the development,
submission, and approval of CMC dossiers, ensuring compliance with regulatory requirements while
supporting timely access to innovative medicines for patients worldwide.

Working within a global, crossl] functional environment, you will provide strategic direction, manage
regulatory risks, and act as a key interface with health authorities.



About the Role

Major Accountabilities

¢ Lead and implement global CMC regulatory strategies for assigned products and projects.

* Plan, author, review, and coordinate high[ quality regulatory submissions.

* Ensure regulatory compliance, technical accuracy, and alignment with global guidelines.

* |dentify risks, develop mitigation plans, and communicate key issues to stakeholders.

* Collaborate across cross[] functional teams to support product development and lifecycle
management.

* |Lead interactions with health authorities, including preparation and coordination of
submissions and responses.

* Support due diligence activities for business development opportunities.

Essential Requirements

* 5+ years of experience in regulatory affairs and/or the pharmaceutical industry.

¢ Understanding of regulatory submission and approval processes.

* Knowledge of chemistry, biotechnology, analytics, or pharmaceutical technology, with the
ability to evaluate scientific data from a range of disciplines.

* Experience working collaboratively in cross] functional or global teams, with the ability to
manage and prioritise multiple activities.

* Ability to work independently as well as contribute effectively within team environments.

¢ Strong planning, organisational, and communication skills.

¢ Confidence using digital tools and systems relevant to the role.

Benefits & Rewards

The salary for this position is expected to range between $119,700 and $223,300 per year. The final
salary offered is determined based on factors like, but not limited to, relevant skills and experience,
and upon joining Novartis will be reviewed periodically. Novartis may change the published salary
range based on company and market factors.

Your compensation will include a performance-based cash incentive and, depending on the level of
the role, eligibility to be considered for annual equity awards.

US-based eligible employees will receive a comprehensive benefits package that includes health, life
and disability benefits, a 401(k) with company contribution and match, and a variety of other benefits.
In addition, employees are eligible for a generous time off package including vacation, personal
days, holidays and other leaves.



To learn more about the culture, rewards and benefits we offer our people click here.

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)

EEO Statement:

The Novartis Group of Companies are Equal Opportunity Employers. We do not discriminate in
recruitment, hiring, training, promotion or other employment practices for reasons of race, color,
religion, sex, national origin, age, sexual orientation, gender identity or expression, marital or veteran
status, disability, or any other legally protected status.

Accessibility & Reasonable Accommodations

The Novartis Group of Companies are 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 application process, or to perform the essential
functions of a position, please send an e-mail to us.reasonableaccommodations@novartis.com or call
+1(877)395-2339 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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Company / Legal Entity
U014 (FCRS = US014) Novartis Pharmaceuticals Corporation

Functional Area
Research & Development

Job Type
Full time

Employment Type
Regular
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false, printDisabled: false, disable: true }; } if (KalturaPlayer.plugins['preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (KalturaPlayer.plugins[“navigation"]) {
config.plugins.navigation = { position: "right", expandMode: "over", expandOnFirstPlay: false, visible:



false }; } if (KalturaPlayer.plugins["hotspots"]) { config.plugins['playkit-js-hotspots'] = { disable: true }; }
if (KalturaPlayer.plugins['moderation"]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(KalturaPlayer.plugins["info"]) { config.plugins['playkit-js-info'] = { disable: true }; } if
(KalturaPlayer.plugins['share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents =
[]; if (KalturaPlayer.plugins['googleAnalytics"]) { config.plugins.googleTagManager = {};
config.plugins.googleTagManager.customEventsTracking = {};
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try { var kalturaPlayer = KalturaPlayer.setup(config); // Add the player to the global array. if (typeof
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media. kalturaPlayer.loadMedia({entryld: "1dgfvmafo"}); } catch (e) { console.error(e.message) }

Job ID
REQ-10078067

Regulatory Affairs Senior Manager, CMC

Apply to Job


https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/East-Hanover/Regulatory-Affairs-Senior-Manager--CMC_REQ-10078067-2

Job ID
REQ-10078067

Regulatory Affairs Senior Manager, CMC

Apply to Job

Source URL:

https://www.novartis.com.cn/careers/career-search/job/details/req-10078067-regulatory-affairs-senior-
manager-cmc

List of links present in page


https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/East-Hanover/Regulatory-Affairs-Senior-Manager--CMC_REQ-10078067-2

abrwbdPE

o

Page 7 of 7

https://www.novartis.com/sites/novartiscom/files/novartis-life-handbook.pdf
https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartiscom/files/novartis-life-handbook.pdf
mailto:us.reasonableaccommodations@novartis.com
https://novartis.wd3.myworkdayjobs.com/en-US/NovartisCareers/job/East-
Hanover/Regulatory-Affairs-Senior-Manager--CMCREQ-10078067-2
https://novartis.wd3.myworkdayjobs.com/en-US/NovartisCareers/job/East-
Hanover/Regulatory-Affairs-Senior-Manager--CMCREQ-10078067-2


http://www.tcpdf.org

