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This role combines responsibilities in Medical Safety Operations (addressing pharmacovigilance (PV)
needs) with Project Management activities. Reporting to the Head Medical Safety (MS) Processes &
Projects, the MS Processes and Projects (MS P&P) Manager is responsible for planning of
deliverables associated with MS owned processes and other key initiatives impacting MS.

The MS P&P Manager will lead and provide operational planning/execution support to assigned
process development/improvement activities related to Medical Safety provisioned, led and/or
supported by MSO.

The MS P&P Manger is accountable to ensure adequate quality and compliance in relation to
process executions (with or without involvement of IT systems) in Medical Safety through driving their
assigned initiatives as well as inspection readiness via process (and where applicable, IT systems)
maintenance and/or improvements.

About the Role



Major Activities

1. Lead and coordinate Medical Safety (MS) owned/supported processes (and IT systems) with
support of Process and Projects Lead (as applicable) in conducting regular reviews to identify
improvement needs (e.g., optimizations, retirements, automations, etc.) which can be addressed
through projects and support development of the appropriate business case; projects should result in
improved performance (incl. quality) and/or compliance (considering internal and external/regulatory
requirements).

2. Exhibit leadership and accountability for assigned initiatives provisioned, led or supported by
Medical Safety Operations (MSO) to safeguard deliverables, quality as well as timelines incl.
necessary support (e.g., deputy identification for processes and appropriate knowledge transition).

3. Support or lead compliance in assigned activities and challenge “as-is” for continuous improvement
and assure inspection readiness

4. Support or lead proactive identification of risks / issues via close monitoring of assigned processes
(incl. conductance of effectiveness checks and monitoring of metrics)

5. Provide subject matter expertise, guidance & support for process creation and/or updates incl.
management of Medical Safety related process issues (both internal and external).

6. Support Head MS P&P in communications related to process changes and other key initiatives as
applicable.

7. Support team in creating transparency and sharing key learnings and best practices for continuous
processes, projects and/or departmental improvement

8. Provide support and/or deputize for MS P&P Lead as needed (e.g., process ownerships)

9. Support readiness preparations for PV Audits/Inspections and provide support during PV
Audits/Inspections incl. act as SME where applicable.

10. Foster strong relationships with key internal stakeholders and customers through demonstrating
company values (inspired, curios, unbossed and self-aware) in Medical Safety.

11. Ensure completion of applicable trainings in a timely manner.

Key Performance Indicators

| Efficient projects and process maintenance based on assignment, priorities/importance and
requirements.

! Timeliness of deliverables according to established directives.
I Quality of work delivered (attention to important details, thoroughness, scientifically sound).

. Moderate level of independence.



! Value of contribution as a Subject Matter Expert for Medical Safety function work streams and
initiatives.

| Effectiveness and efficiency of management & execution of PS&PV work streams and initiatives.

Impact on the organization:
Ensures value generation for Medical Safety and PS & PV in general
through an effective and efficient operational execution and support of

processes and projects owned by MS and other functions (as applicable).

Education:

. Advanced degree or equivalent education in Healthcare /
Life Sciences is preferred, such as, MD, MBBS, MSc,
Pharm D, PhD

Languages:

. Fluent in spoken and written English

Experience: Required professional experience:

| At least 6 years (of at least 3 years in a global role) of
project management (at least 2 years as a project leader)
and/or Process ownership experience in a pharmaceutical
or healthcare consulting setting, preferably in drug safety
(i.e., Pharmacovigilance), clinical research, or regulatory
affairs

1 Solid knowledge in drug safety related processes (incl.
authoring procedural documents, workflow design)

. Proven ability to work with cross-functional teams in

initiatives



| Results-driven, self-starter with proactive working style,
committed and accountable, transparent working style
also under pressure

! Quality oriented

! Proven ability for clear and concise communication
tailored to a diverse audience and effective cross
functional collaboration, stakeholder engagement and
teamwork

! Very good planning, organizational and computer skills
| Sense of urgency and ability to manage multiple priorities
under a changing environment

| Good negotiation, conflict resolution, decision making,

problem solving, and presentation skills

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)
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Company / Legal Entity
IN10 (FCRS = INO10) Novartis Healthcare Private Limited

Functional Area
Research & Development

Job Type
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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.

Accessibility and accommodation

Novartis is 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 recruitment process, or in order to perform the essential functions of a position, please
send an e-mail to diversityandincl.india@novartis.com 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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