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To write, review and/or manage the production of high quality clinical and safety documentation for
submission to regulatory authorities in support of marketing applications. To provide authoritative
documentation-related consultancy to other line functions. To coach/mentor and/or train less
experienced writers.

About the Role
Major accountabilities:

* To author, review and/or independently manage high quality clinical and safety documents:
Clinical Study Protocols (CSP) and protocol amendments, complex Clinical Study Reports
(CSR), Risk Management Plans (RMP),
complex CTD submission documents (clinical overviews, summaries of clinical efficacy and
safety, summaries of clinical pharmacology and biopharmaceutics), other documents for



health authorities (e.g., Briefing Books, answers to questions).

¢ Lead writing team for complex submissions, actively contributing to key messaging and
pooling strategy, providing expert content guidance for clinical portions of the CTD, and
ensuring compliance of documentation to internal company standards and external regulatory
guidelines

¢ ad hoc member of Clinical Trial Team (CTT) / extended member of Safety Management
Team (SMT). Core member of multiple Clinical Submission Teams (CST).

¢ |nput into planning of data analyses and presentation (statistical analysis plan review and
meetings) used in CSRs, submission documents and/or answers to questions.

¢ Documentation expert in GCTs and CSTs to ensure compliance to internal company
standards and external regulatory guidelines.

* Provide content and strategic expertise for clinical portions of the CTD.

* Program Writer for large and/or complex programs ensuring adequate medical writing
resources are available for assigned program and consistency between documents.

* Lead process improvement in RWS and cross-functional initiatives and/or activities.

¢ |dentify training needs to foster high level of performance within RWS. Coach and/or mentor
less experienced writers.

* Leader in cross-functional communication to optimize feedback and input towards high
quality documents.

Role Requirements

¢ Minimum university life science degree or equivalent is required. Advanced degree or
equivalent education/degree in life sciences/healthcare is desirable.

¢ Fluent English (oral and written).

* Extensive medical writing experience or other relevant pharma industry experience combined
with scientific and regulatory knowledge, plus expert knowledge of medical writing processes.

* Expert knowledge, extensive experience, and demonstrated record of accomplishment in
global registering of drugs.

* Expert knowledge of biostatistics principles.

* Proven ability to drive and manage organizational and team performance across cultures.

* Proven track record in matrix environment

* Repeat experience in managing global, cross-functional teams or complex global projects.

* Demonstrated ability to motivate and coach people.

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 & Inclusion:

We are committed to building an outstanding, inclusive work environment and diverse teams
representative of the patients and communities we serve


https://www.novartis.com/careers/benefits-rewards

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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