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The GCP Compliance Manager (EMEA Hub) is accountable for the compliance oversight and control
of regulated GCO activities focusing on EMEA Hub & Country level delivery including country trial
level conduct as per country assignment. This role contributes to all compliance activities supporting
the three pillars of GCP Compliance, issue management, audits & inspections as per country
assignment and GCO self-strategy delivery.

The GCP Compliance Manager (EMEA Hub) is the single point of contact for EMEA Hub & Country
team members, providing day-to-day support and ongoing quality oversight. This role promotes a
product quality culture within GCO supporting the GCP Compliance Head (EMEA hub), focusing on
guality and compliance being increased and sustained and on active risk management.

About the Role

Major Accountabilities:
I Accountable for the compliance oversight and control of regulated GCO activities focusing on EMEA



Hub & Country level delivery including country trial level conduct as per country assignment.

. Single point of contact for EMEA Hub & Country team members for GCP Compliance.

| As per focus area and assignment, management and day-to-day support provided in program/trial
level quality issues, deviations and quality events management.

. Coordination and support to program/trial delivery teams for audits and inspections based on trials~
selection and audit/inspection scope.

! Delivery of the GCO self-assessment strategy related checks and controls.

. Support cross-functions risk assessments if program/trial/country level in scope and contribute to
the monitoring of relevant indicators/metrics/thresholds.

Activities & Interfaces

| Contribute to the execution of the GCO GCP Compliance strategy under the leadership of the GCP
Compliance Head (EMEA hub).

| Drive the compliance oversight and control of regulated GCO activities focusing on EMEA Hub &
Country level delivery including country trial level conduct as per country assignment, working closely
with the Hub & Country teams members, the relevant functions across GCO, involving and
collaborating as required with GDD and the wider organization, such as Quality Assurance.

! Be the single point of contact for for EMEA Hub & Country team members as per country
assignment for GCP Compliance.

. Manage and provide day-to-day support to the EMEA Hub & Country team members in Hub &
Country level quality issues, deviations and quality events management, providing expertise in
investigation, RCA and CAPA development. [ Involve and collaborate as needed with the relevant
functions across GCO, GDD and the wider organization, such as Quality Assurance.

. Coordinate and support Hub & Country related audits & inspections (e.g. Clinical Development
Audit, Investigator Site Inspection) as per selection and scope, from preparation to CAPA &
effectiveness checks completion, working closely with Quality Assurance. Support and conduct of
inspection readiness as per scope.

. Deliver the GCO self-assessment strategy related checks and controls as assigned and share
insights within the GCP Compliance team based on the day-to-day support provided.

. Support cross-functions risk assessments if program/trial/country level in scope, working with Hub &
Country Teams and the relevant GCO functions.

| Contribute to the monitoring relevant indicators/ metrics/thresholds ensuring the detection of
unreported issues, trends and early signals of risks at Hub & Country level.

| Participate in relevant GCO, PTC, GCP Compliance team meetings. May attend as needed or be
delegated by the GCP Compliance Head (EMEA hub) to participate in relevant boards, committees
and escalation meetings (e.g. GCO Quality Review Board; Issues Management & Escalations
Triaging Meetings).

| Contribute to build a network of managers and other relevant stakeholders with other functions,
compliance, process, training and risk groups across GCO, in GDD and within the wider organization,
such as Quality Assurance.

. Promote a compliance culture within GCO, advocating the adherence to highest standards and
ethical integrity.

Essential Requirements:
I Minimum 8-10 years of experience in related scope in the pharmaceutical industry.

" Influencing capabilities in matrix environment.



| C ollaboration skills cross country and cross function.

| A ccountability for and deliver on agreed objectives.

| E xperience as clinical research associate and / or clinical project manager.
| E xperience of GCP audits.

| E xperience in leading / coordinating cross functional project
management.

| E xperience in root cause analysis and CAPA development.

. Fluency in English is required.

This position requests presence in the office for at least 50% of time.

Why Novartis?

Our purpose is to reimagine medicine to improve and extend people”s lives and our vision is to
become the most valued and trusted medicines company in the world. How can we achieve this?
With our people. It is our associates that drive us each day to reach our ambitions. Be a part of this

mission and join us! Learn more here: https://www.novartis.com/about/strategy/people-and-culture
Benefits and Rewards:

Read our handbook to learn about all the ways we ~ Il help you thrive personally and
professionally: Novartis Life Handbook

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: If this role is not suitable to your experience or career goals but you wish
to stay connected to learn more about Novartis and our career opportunities, join the Novartis

Network here: https://talentnetwork.novartis.com/network


https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf
https://talentnetwork.novartis.com/network

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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