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Responsible for implementing and maintaining the ESO AS&T quality system including tools &
processes. Responsible for analytical activities in the scope of ESO (e.g. QC activities and stability
programs) and providing technical support to suppliers in scope.

About the Role

Major Accountabilities

* Lead, implement and reports on global AS&T requirements/programs in the assigned ESO
QA Network. Supports defining and implementing business processes and SOPs/GOPS
necessary to maintain a robust AS&T Quality System within External Supply (e.g. data
integrity, analytical change management)

* Escalates any analytical issues or instances of instability per the Novartis escalation policy,



initiates any market action as required.

¢ Owns and maintains testing monographs for products in scope of ESO

* Ensure Testing Monographs are state-of-the-art with respect to technique and technology,
and in line with registration documentation. This includes, but not only, reviewing registration
documents and being in line with pharmacopeia standards.

* Supports the accountable QAM to define and maintain the ESO Stability Program at CMOs,
ensures that Stability Programs are state-of-the-art with respect to HA requirements and in
line with registration documentation. Leads programs and initiatives to implement changes
and remediation as required.

* Interprets stability data, analyses trends, and provides scientifically sound conclusions for
product shelf life/re-test assessments, storage conditions and packaging and transport
categories. Defines corrective actions to address immerging stability issues together with
MS&T.

* Supports and drives analytical trouble shooting

* Owns and/or ensures analytical investigations are managed in agreement with cGxP
standards and the right CAPAs are implemented.

* Acts as SPOC for analytical subjects in cross functional ESO AS&T project teams

* Owns tech transfer assessments for analytical method transfers or new analytical methods.
* Owns changes regarding analytics and/or provides the required assessments in regards to
analytics during general change control activities. Defines studies/assessments needed to
support changes regarding analytics.
* Supports implementation of guidelines at the assigned external partners and suppliers
* Provides the analytical input required for External Suppliers Qualification process
* Supports site readiness for Health Authority inspections & participate in audits on request.
Key Performance Indicators
* Number and severity of AS&T related cGMP issues identified during audits (internal, GCA,
HA)
* ESO performance evaluated by the department KQIs
¢ State of the art of stability program for contractors and testing monographs
Specific Professional Competencies
* Deep knowledge of GMP and regulatory requirements (FDA, EU, MHRA, etc.)

* Good communication and interpersonal skills
¢ Stakeholder (internal and external) management

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:
"kalturaplayer6ae874a4de3f4638812915", 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.

Job ID
REQ-10091445

ESO AS&T Manager
Apply to Job


mailto:diversityandincl.china@novartis.com
https://platform.moseeker.com/m/customize/page/novartis?job_number=REQ-10091445

Job ID
REQ-10091445

ESO AS&T Manager

Apply to Job

Source URL:
https://www.novartis.com.cn/careers/career-search/job/details/req-10091445-eso-ast-manager

List of links present in page

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


https://platform.moseeker.com/m/customize/page/novartis?job_number=REQ-10091445

Page 7 of 7

2. https://www.novartis.com/sites/novartiscom/files/novartis-life-handbook.pdf

3. mailto:diversityandincl.china@novartis.com

4. https://platform.moseeker.com/m/customize/page/novartis?jobnumber=REQ-10091445
5. https://platform.moseeker.com/m/customize/page/novartis?jobnumber=REQ-10091445


http://www.tcpdf.org

