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As an Integration Operational Manager working across non-GxP and GxP environments, you will
support the integration of M&A activities and asset acquisitions across all modalities. You will work
closely with a dedicated team, including PKS Expert and its SMEs (BA, ADME, ) and a BR Line
Function Integration Lead, to drive key operational activities. These include facilitating scientific deep
dives and gap analyses, managing inventories of studies, study samples, reference substances,
critical reagents, e-data, and raw data archives, and supporting the review of business partners,
contracts, and invoices. Under the supervision of the PKS Integration Ops Lead, you will manage
several M&A and asset integrations in parallel while maintaining clear and consistent communication
with your line manager. This role is critical to ensuring the seamless integration of acquired assets
into the Novartis BioMedical Research PharmacoKinetic Sciences (PKS) department.

About the Role

Key Responsibilities



* Guide and support the PKS subteam on the integration process
o Review of relevant documents ( BioA, ADME etcl )
o Bioanalytical reports (MVR, TKR, BDR, IG, analytical plans).

* Prepare the "FDA" tabulated summaries and highlight missing validation steps and gaps

* Work on the inventories of studies, study samples, drug, reference substances and critical
reagents, work closely with the BA SME to provide recommendations on what needs to be
transferred to Novartis.
Get a clear understanding about the nature, volume and current location of the raw data.

¢ Contribute to data transfer to Novartis repositories

¢ Contribute to Source Data Verification

¢ Liaise with Biomedical Research integration office representative

* Liaise with Procurement, IT, Legal and other LF related to M&A

Essential Requirements

* PhD with at least 3 years of industry experience, or a master”s degree with at least 6 years of
industry experience, in biochemistry, chemistry, pharmaceutical sciences, or a related field.
Project management experience or skills are preferred; an MBA is an asset.

* Prior experience as a bioanalytical scientist in a GCP-regulated environment is preferred.

¢ Strong understanding of GxP guidelines, FDA regulations, and ICH guidance related to
sample management, laboratory documentation, and lab operations.

* Familiarity with general PK sciences, including ADME, PK, and bioanalysis, is a plus.

¢ Strong communication and organizational skills, with the ability to work independently and
collaboratively across multiple projects while meeting timelines.

¢ Willingness to take on additional responsibilities as needed, with the flexibility to adapt to
changing priorities and strategies.

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)

oo
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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

Business Unit
Development

04
India

00
Hyderabad (Office)

Company / Legal Entity
IN10 (FCRS = INO10) Novartis Healthcare Private Limited
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Research & Development
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Full time
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var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetld:
"kalturaplayer6a945d98f018b862623904", provider: { widgetld: "10m7rm1pm", partnerid:
"2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause: false, muted: false, loop:
false }, sources: { options: {}, startTime: O }, 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.india@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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