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This role provides strategic leadership for aseptic processing and sterility assurance, work-ing across
the Novartis manufacturing network to drive harmonized standards and ap-proaches. It ensures
alignment with FDA and international health authority expectations by overseeing inspection
readiness, GMP and Annex 1 implementation, remediation pro-grams, capability development in
aseptic technigues, and monitoring of sterility assurance performance indicators. It also drives
enterprise-level strategic thinking by leading complex cross-functional and multi-platform initiatives,
managing multidisciplinary project portfoli-os, and influencing key stakeholders to deliver collective
impact, unified decision-making, and long-term quality excellence.

About the Role

* Provide sterility assurance and aseptic expert advice including coaching and appropriate



technical support to ensure site readiness for Health Authority and GGA inspections by
supporting sites in their preparation, support and review of documentation preparation (i.e.
storyboards for complex cases, etc.)

Establish and verifies that all actions related to FDA, EMA and other local health authority
inspections (i.e. Beijing Municipal Medical Products Administration (BJMPA), Chinese Food
and Drug Administration (cFDA)) are understood and implemented by the sites, avoiding re-
occurrence of systematic observations and Warning Letters.

Assures quality actions are executed and the overall plans are closed per the required
timelines and that future quality plans are aligned with enterprise and network priorities.

Primary Responsible for optimization and update of aseptic processes (as e.g. cleaning and
disinfection programs, microbiological monitoring and sterilization techniques) between sites
and platforms within the Novartis manufacturing network.

Global Process Owner for various level 4 process steps within the Sterile Operations quality
system and responsible person for Functional Representatives.

Provide proactive sterility assurance leadership during the design and qualification of new
production facilities and microbiology laboratories, ensuring that layouts, processes, and
controls meet all relevant regulatory, aseptic, and quality compliance requirements.

SME in microbiological topics, provide ad-hoc support to the sites and within the network.

Drive resolution of escalations for specific topics (i.e. Microbial contaminations, sterility
issues, etc.) with the manufacturing sites if needed, and in collaboration with the other
members of the platform (i.e. QA operations, QA compliance lead, QC/AS&T lead)

Share best practices between the different sites (e.g by authoring Novartis position papers)
and lead assigned benchmarking exercises as required.

Own, Monitor and act as Primary contact for the sterility assurance from the sites and define
improvement plans as appropriate.

Support the execution of the aseptic governance and training programs in collaboration with
engineering and MS&T to support sites in development, training and understanding of aseptic
topics

Review site”s Aseptic KPI trending, manage adequate timely action plans are planned if
required and provide high-quality reports to high leadership.

Represent Novartis externally as a recognized expert in sterility assurance, ensuring strong
participation in key industry platforms (e.g., Biophorum) and leading the definition of strategic
priorities for external engagement and crossl] industry alignment.

Drive consistent quality and technical issue resolution in the network in line with international
cGMP standards

Lead cross-platform, network projects and harmonization initiatives as assigned

Drive cross platform communication (e.g by leading regular official discussion forums) for
knowledge exchange, support of discussion and decision making for aseptic processing
topics

Create system to capture lessons learned (e.g. topics discussed, near misses) during internal
and external audits, define appropriate actions, and share them among the network.
Provides input for the selection, people development and performance evaluation,
development planning and participating in recruiting process of the Aseptic experts within the
manufacturing sites.



¢ Shape the long-term sterility assurance vision, ensuring strategic alignment between
enterprise priorities, evolving regulatory expectations, and operational needs across the
Novartis 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

Benefits and Rewards: Learn about all the ways we |l help you thrive personally and professionally.
Read our handbook (PDF 30 MB)
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var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetid:
"kalturaplayer6a6ca7cc7a544436395236", provider: { widgetld: "10m7rm1pm", partnerld:
"2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause: false, muted: false, loop:
false }, sources: { options: {}, startTime: 0 }, disableUserCache: "true", plugins: {}, sources: { options:
{}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true, showSpeedMenu:
false }, components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets:
['Playback’, 'Live'], area: 'BottomBarRightControls’, replaceComponent: 'Fullscreen’, get:
kPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(kPlayer.plugins["download"]) { config.plugins.download = { disable: true }; } if
(kPlayer.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 (kPlayer.plugins[“preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (kPlayer.plugins['navigation"]) { config.plugins.navigation =
{ position: "right", expandMode: "over", expandOnFirstPlay: false, visible: false }; } if
(kPlayer.plugins['hotspots”]) { config.plugins['playkit-js-hotspots’] = { disable: true }; } if
(kPlayer.plugins["'moderation"]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(kPlayer.plugins[“info"]) { config.plugins['playkit-js-info’] = { disable: true }; } if
(kPlayer.plugins[“share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents = []; if
(kPlayer.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 } }; }

/I Ensure the global player registry array always exists, regardless of embed type.
window.kalturaPlayerVideos = window.kalturaPlayerVideos || []; try { var thumbEmbedPromise =
thumbnailEmbed({config, medialnfo: {entryld: "1dgfvmafo"}}); // thumbnailEmbed() returns a
Promise that resolves with the player instance // when the user clicks the thumbnail. Use .then() to
capture the player directly. thumbEmbedPromise .then(function(player) {
window.kalturaPlayerVideos.push(player); // Notify kalturadatalayer.js that a new player is ready so
it can // attach custom event listeners immediately, regardless of when // the user clicked the
thumbnail relative to page load. document.dispatchEvent(new CustomEvent('kalturaPlayerReady’, {
detail: { player: player } })); }) .catch(function(error) { console.error(error); }); } catch (e) {
console.error(e.message) }



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.
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