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This role will be responsible for executing and managing process, shipping, and cleaning validation
activities (and ongoing/continuous in the aforementioned areas) and associated change management

activities to meet cGMP requirements on time without compromise to quality ensuring site validation
programs are compliant with global regulatory expectations.

About the Role

Major accountabilities:



* Support site validation planning by writing and maintaining master plans for process, cleaning,
shipping processes and ongoing verification activities (as applicable).

* Support process validation lifecycle activities by ensuring a state of control is maintained
through ongoing process verification (OPV). Ensure that appropriate variables are identified
for on-going monitoring as a contributor to quality risk management activities.

¢ Author and review process, process, shipping and or cleaning validation protocols & reports,
and subsequent ongoing / continuous verification protocols & reports.

* Support execution of validation activities at the shop floor and for KPI reporting.

* Reviews Master Batch Records and associated change controls. Confirm revalidation need
based on technical changes.

* Maintain all activities and projects under own responsibility in an inspection ready status.

¢ Provides technical expertise (and may facilitate) pre-validation risk assessments using risk
management tools. Work collaboratively and cross functionally to help ensure that process
risks are analyzed, appropriately controlled and appropriately documented.

* Ensure that all Site validation activities are performed and are in line with the current Novartis
requirements and cGMP, manage deviations associated with process validation and makes
recommendations for deviation resolution as well as prevention of reoccurrence.

* Work in close collaboration with development organization (or sending site) for technical
transfers and new product launches to ensure that knowledge is transferred, control
strategies are appropriate, risks are analyzed and controlled and to ensure that commercial
processes are validation ready.

¢ Participate in pre-validation activities and risk assessments to ensure the success of
commercial process validation.

Essential requirements:

¢ University degree (BSc, MSc) in Chemistry, Biologics, Pharma / Chemical Engineering or
equivalent.

¢ Strong working knowledge of quality systems and regulatory requirements across multiple
health authorities.

* 2-4 years of experience in biopharmaceutical environment within a manufacturing site.

* Experience in executing process and/or cleaning validation and in reviewing and writing
technical reports.

* Proven project management experience in a cross-functional environment (e.g. multi-site,
technical development, other functions).

Commitment to Diversity and Inclusion

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

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

var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetid:
"kalturaplayer6a6737c3bald7173533174", provider: { widgetld: "10m7rmlpm", 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) }
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