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Summary

The GCP Compliance Manager (Asia Hub) is accountable for the compliance oversight and control of
regulated GCO activities focusing on Asia 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 (Asia Hub) is the single point of contact for Asia 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 (Asia hub), focusing on quality and
compliance being increased and sustained and on active risk management.

About the Role

Key responsibilities:



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

¢ Drive the compliance oversight and control of regulated GCO activities focusing on Asia 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 Asia Hub & Country team members as per country
assignment for GCP Compliance.

* Manage and provide day-to-day support to the Asia 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 (Asia 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:

* 8+ years industry experience specifically in clinical operations and clinical site management
with a strong understanding of clinical research international standards and regulatory
requirements from Health Authorities. Audits and inspections experience highly desirable

¢ Advanced degree in science, engineering or relevant discipline.

* Proficiency in English

¢ Organizational and analytical skills associated with an aptitude in quality management and
continuous improvement.

¢ Ability to work effectively in a matrix cross-functional environment.

Desirable requirements:

e Critical thinking ability and risk management and risk-based knowledge and mindset.
¢ Ability in partnering with a proactive and solution-oriented mindset.



* Strong skills to facilitate/optimize contribution of team members as individuals and members
of a cohesive team.

* Strong capacity for working independently with minimal guidance.

¢ Ability to make & communicate difficult decisions, associated with strong written and verbal
communication skills.

¢ Self-awareness, willingness to further develop own strengths and explore opportunities for
improvement.

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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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.china@novartis.com and let us know the nature of your request
and your contact information. Please include the job requisition number in your message.

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


https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Beijing-Beijing/GCP-Compliance-Manager--Asia-Hub----Clinical-Quality---Compliance_REQ-10050461
mailto:diversityandincl.china@novartis.com

Page 5 of 5

Job ID
REQ-10050461

GCP Compliance Manager (Asia Hub) - Clinical Quality

Apply to Jab.

Source URL:
https://prod1.novartis.com/jp-ja/careers/career-search/job/details/req-10050461-gcp-compliance-
manager-asia-hub-clinical-quality

List of links present in page

. https://lwww.novartis.com/about/strategy/people-and-culture

. https:/talentnetwork.novartis.com/network

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

. https://novartis.wd3.myworkdayjobs.com/en-US/NovartisCareers/job/Beijing-Beijing/GCP-
Compliance-Manager--Asia-Hub----Clinical-Quality---ComplianceREQ-1005046 1

. mailto:diversityandincl.china@novartis.com

. https://novartis.wd3.myworkdayjobs.com/en-US/NovartisCareers/job/Beijing-Beijing/GCP-
Compliance-Manager--Asia-Hub----Clinical-Quality---ComplianceREQ-10050461

A OWDNP

o Ol


https://novartis.wd3.myworkdayjobs.com/en-US/Novartis_Careers/job/Beijing-Beijing/GCP-Compliance-Manager--Asia-Hub----Clinical-Quality---Compliance_REQ-10050461
http://www.tcpdf.org

