(b NOVARTIS

Manager, Pharmacovigilance Quality Assurance

Job ID
REQ-10078594

50 26, 2026

Germany

g

The Manager, Pharmacovigilance (PV) QA, provides quality assurance oversight and support of end-
to-end PV and Device Vigilance (DV) activities within Novartis to ensure compliance with applicable
local and global regulatory requirements and Novartis procedures and quality standards.

About the Role
Major Accountabilities:

* Support initiatives to maintain or improve quality performance and compliance of Novartis PV
activities including case processing, medical safety, risk management, Health Authority
reporting, PV IT systems and device vigilance. Champion the quality mindset.

* Support initiatives focused on quality, process, and compliance improvement. Through close
collaboration with business partners, identify opportunities and develop strategies aimed at
simplifying processes and improving quality while ensuring compliance with applicable



regulatory requirements.

* Provide quality support of transition and integration-related activities for PV and Device
Vigilance systems resulting from mergers, acquisitions, and/or divestments.

¢ Support maintenance of the Pharmacovigilance System Master File (PSMF).

* Support training initiatives as assigned.

¢ Provide quality support to PS&PV and other groups/business partners involved in PV and DV
activities; assist with issue identification and root cause investigations; sign-off investigation
reports.

* Support Health Authority Inspections, including inspection readiness activities, conduct, and
follow-up.

¢ Guide the development of robust and sustainable corrective and preventative action plans
(CAPA) in collaboration with the responsible groups performing PV and DV activities. Monitor
status of corrective and preventative actions to ensure the issues are adequately addressed,
completed, and appropriately documented.

* Ensure quality and regulatory compliance issues are promptly communicated to appropriate
management. Support initiatives geared towards remediation of compliance concerns;
determine effectiveness of remediation activities; provide ongoing project support and
governance.

Minimum Requirements:

¢ A minimum of two years PV/PV quality and related pharmaceutical industry and/or Health
Authority experience; Device vigilance experience a plus.

PV auditing or inspection experience and Health Authority interactions.

Experience in maintenance of PV and/or device Quality Management Systems

Ability to manage and objectively evaluate compliance issues with limited supervision; good
problem solving, decision making and prioritization skills.

Quality mindset.

Good knowledge of PV regulations, guidelines, and policies; awareness of GCP and Part 11.
Ability to operate cross-functionally and in diverse cultural environments.

Languages:

* Excellent communication skills with good written and verbal command of English and fluency
in at least one other language.

Adjustments for Applicants with Disabilities:

The law provides for severely disabled / equal applicants the opportunity to involve the local
representative body for disabled employees (SBV) in the application process. If you would like to
request this, please let us know in advance as a note on your CV.

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



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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var config = { targetld: "kalturaplayer6al5af9a4c81b483603263", provider: { widgetld:
"10m7rmlpm?", partnerld: "2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause:
false, allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: 0 }, plugins: {},
sources: { options: {}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true,
showSpeedMenu: false }, css : "/modules/custom/arcticnckalturaaddon/css/kalturavideo.css”,
components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets: ['Playback’,
'Live], area: 'BottomBarRightControls', replaceComponent: 'Fullscreen’, get:
KalturaPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(KalturaPlayer.plugins['download"]) { config.plugins.download = { disable: true }; } if
(KalturaPlayer.plugins[“transcript"]) { config.plugins[“playkit-js-transcript"] = { position: "right", //
Default: bottom;('left’, 'right’, 'top’, 'bottom’) to enable transcript. expandMode: "over", // Default:
alongside;(‘alongside’, 'hidden’, 'over’) expandOnFirstPlay: false, showTime: true, downloadDisabled:
false, printDisabled: false, disable: true }; } if (KalturaPlayer.plugins['preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (KalturaPlayer.plugins[“navigation"]) {
config.plugins.navigation = { position: "right", expandMode: "over", expandOnFirstPlay: false, visible:
false }; } if (KalturaPlayer.plugins["hotspots"]) { config.plugins['playkit-js-hotspots'] = { disable: true }; }
if (KalturaPlayer.plugins['moderation"]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(KalturaPlayer.plugins["info"]) { config.plugins['playkit-js-info'] = { disable: true }; } if
(KalturaPlayer.plugins['share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents =
[]; if (KalturaPlayer.plugins['googleAnalytics"]) { config.plugins.googleTagManager = {};
config.plugins.googleTagManager.customEventsTracking = {};
config.plugins.googleTagManager.containerld = 'GTM-57RJQ5';
config.plugins.googleTagManager.customEventsTracking.custom = [];
config.plugins.googleTagManager.customEventsTracking = { preset: { coreEvents: true, UIEvents:
false, playlistEvents: false, castEvents: false } }; }

try { var kalturaPlayer = KalturaPlayer.setup(config); // Add the player to the global array. if (typeof
kalturaPlayerVideos == 'undefined'’) { kalturaPlayerVideos.push(kalturaPlayer); } else { var
kalturaPlayerVideos = []; kalturaPlayerVideos.push(kalturaPlayer); } // Load the Player for other
media. kalturaPlayer.loadMedia({entryld: "1dgfvmafo"}); } catch (e) { console.error(e.message) }



Novartis is committed to building an outstanding, inclusive work environment and diverse team's
representative of the patients and communities we serve. Hiring decisions are only based on the
gualification for the position, regardless of gender, ethnicity, religion, sexual orientation, age and
disability. The law provides for severely disabled / equal applicants the opportunity to involve the local
representative body for disabled employees (SBV) in the application process. If you would like to
request this, please let us know in advance as a note on your CV.
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