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About the Role

Key responsibilities:

Provide sophisticated legal counsel on a broad range of issues arising from R&D activities in the Americas and
primarily in the U.S., including FDA regulatory requirements and development strategies, human subject protection,
GxP compliance, research governance, data use and sharing, AI-enabled research, and other legal and regulatory
issues impacting research and development of innovative medicines.
Support integration of acquired assets and programs by providing strategic regulatory and R&D legal guidance on
development programs, regulatory obligations, quality systems, and operational transition matters.
Support the Head of R&D Legal, Americas in identifying and assessing emerging legal, regulatory, technology, and
geopolitical developments impacting global R&D activities and strategic business objectives.
Support legal strategies and risk mitigation measures related to evolving business models, including cross-border data
exchange, technology transfers, integration of acquired assets and capabilities, collaborations, and research activities
involving strategically significant jurisdictions.
Provide legal support for clinical development and study operation activities in the Americas as needed for key
initiatives, priority matters and business continuity coverage. Areas of legal support include research privacy and
informed consent, site selection, patient recruitment and retention, institutional review board negotiations and approval,
decentralized trials, study fees and fair market value, data use and sharing, and scientific and data integrity.
Provide legal support for U.S. Biomedical Research (BR) as needed for key initiatives, priority matters and business
continuity coverage.
Partner with key stakeholders across Security & Legal, R&D, quality and regulatory to advise on the legal implications
of the use of AI. Support the responsible and ethical adoption of AI within R&D activities and help advance the
transformation of legal service delivery through AI-enabled solutions, processes, and ways of working.   
Legal review and advice on Novartis policies, governance frameworks, operating procedures, and training materials to
ensure compliance with legal and regulatory requirements and promote effective risk management.

Essential requirements:

Juris Doctor (J.D.) or equivalent law degree and admission to practice law in at least one U.S. jurisdiction.
8+ years’ post bar admission legal experience in life sciences industry (preferably biotechnology or pharmaceutical) or
a top-tier law firm representing pharmaceutical clients and advising senior leaders on complex legal, regulatory, and
business risks.
Significant knowledge of FDA law and regulation, including drug research and development, regulatory strategy,
clinical development, approval pathways, GxP compliance, inspection readiness and enforcement matters.
Significant experience supporting development, clinical operations, quality, or related R&D organizations within a
pharmaceutical or biotechnology environment.
Strong strategic and analytical skills, with the ability to assess novel legal, regulatory, and business issues in rapidly
evolving environments.
Demonstrated sound judgment and ability to provide practical, risk-based legal advice on complex and ambiguous
issues.
Demonstrated ability to learn new subject matter quickly and translate complex legal concepts into practical business
advice.
Intellectual curiosity and interest in emerging technologies, AI, evolving regulatory frameworks, geopolitical and
external factors shaping the future of pharmaceutical research and development.
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Ability to operate effectively in an increasingly global and interconnected environment involving cross-functional, cross-
border, and multidisciplinary teams.

Benefits & Rewards

The salary for this position is expected to range between $194,600 and $361,400 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.

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’ll help you thrive personally and professionally:
https://www.novartis.com/careers/benefits-rewards

Role Requirements

Division
DIV_LE
Business Unit
Legal
Location
LOC_US
Site
Cambridge (USA)
Company / Legal Entity
U061 (FCRS = US061) Novartis Services, Inc.
Alternative Location 1
LOC_US
Functional Area
FCT_LI
Job Type
Full time
Employment Type
Regular
Shift Work
No
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