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The Director of Regulatory Intelligence is responsible for leading the company ” s efforts to stay ahead
of evolving global regulatory environments and will drive a consistent practice to regulatory
intelligence globally, resulting in a proactive and forward-thinking approach to regulatory challenges.
The Director, Regulatory Intelligence will provide Regulatory Intelligence oversight and evaluate the
impact of emerging regulatory requirements on the company's portfolio. This role will ensure that the
latest regulatory intelligence is incorporated into the portfolio and support internal and external policy
advocacy activities.

About the Role
Major accountabilities:

¢ Lead the Regulatory Intelligence team within the RA Policy & Intelligence organization
to monitor and analyze emerging global regulations, guidelines, and trends that impact the



industry.

* Provide actionable communications to RA leadership and cross-functional teams on
regulatory developments that could influence the company ” s strategy, product portfolio, and
business objectives.

* Manage and coordinate the research of relevant laws, guidelines and initiatives and lead the
development of regulatory intelligence frameworks and processes to integrate these insights
into decision-making, ensuring the company stays ahead of regulatory changes.

¢ Collaborate with internal Policy teams to provide regulatory advice and align
regulatory intelligence strategies with business goals, including timely escalation of emerging
information as appropriate.

* Prepare and coordinate internal stakeholder feedback on proposed laws, regulations and
guidance in collaboration with Policy colleagues, to ensure consideration of Novartis positions
by trade organizations

* Manages public consultation procedures for EU and US as well as ensure coordination
across regions to ensure a consistent One Novartis voice.

* Oversee the development and execution of training programs in collaboration with PTC to
ensure that teams remain current with evolving and emerging regulatory requirements.

¢ Participate on internal Working Groups to evaluate impact of important regulatory
requirements for Novartis projects and ensure that regulatory intelligence is
effectively communicated and integrated into risk management, operational planning, and
long-term strategic initiatives.

¢ Contribute to internal knowledge management systems including curation of regulatory policy
positions, policy & intel training materials, KPI metrics, and related processes.

* Lead and mentor a team of Regulatory Intelligence professionals, fostering a culture of
collaboration, innovation, and continuous improvement.

Key performance indicators:

° Timeliness of regulatory Insights: Ensure regulatory intelligence reports or updates are
delivered ahead of key milestones (i.e. product development phases, submission
deadlines)



o

Quality and relevance of regulatory intelligence: Feedback from cross-functional
teams and leadership on the accuracy, relevance and applicability of regulatory
insights that contribute to successful achievement of business goals.

° Regulatory risk mitigation: All major regulatory risks are identified, and intelligence is
shared to support early intervention or proactive strategy adjustments.

o Stakeholder engagement and Influence: Successful engagements with regulatory
agencies or industry groups that influence regulatory intelligence strategy or enhance
the company ” s regulatory standing

o Training and knowledge dissemination: Ensure regulatory intelligence training
sessions are held, and all required personnel are trained annually and well-informed
about regulatory changes.

Minimum Requirements:
Work Experience & SkKills:

o Minimum 6-8 years of regulatory and drug/biologic development experience, Health
Authority experience desirable.

o Science based, health policy or legal studies BS or MS preferred, Advanced degree
(MD, PhD, PharmD desirable)

o 2-3 direct reports; additional matrix leadership across policy team for intelligence
responsibilities

o Demonstratable history of success over multiple years in regulatory or health policy
role with a strong understanding of regulatory and legislative environment

o Command of the drug development process, pharmaceutical business

o Knowledge and experience with local regulatory affairs and regulations

o Qrganizational awareness, including experience working cross functionally and in
global teams

o Ability to enable teams to think strategically, creatively and proactively

o A flexible, positive and creative thinker with the proven ability to develop and
implement innovative regulatory intelligence strategies and processes



o Good management, interpersonal, communication, negotiation and problem-solving
skills

o People management experience; may include management in a matrix environment.
° Must be fluent in English

This role offers hybrid working and will require 3 days per week or 12 days per month in our London
Office.

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

Commitment to Diversity & Inclusion:

Novartis is committed to building an outstanding, inclusive work environment and diverse team?”s
representative of the patients and communities we serve.

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