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The Head of Medical Safety Assessment and External Engagement within Medical Safety
Operations, is responsible overseeing the quality of medical review of safety cases in the Novartis
Safety system including External Service Providers (ESP). Organize and plan the deliverables of the
Medical Safety Experts as per preplanned schedule and ad hoc requests from the Therapeutic Areas,
in compliance with Patient Safety business rules. Ensure that the preparation and training of the
Medical Safety Experts is provided to a high standard, to deliver activities to the Therapeutic Areas to
a high level of quality, timeliness and in a compliant manner. Keeps an oversight of all global
vendors/ESPs providing the Medical Safety function with outsourced services across Novartis
portfolio.

About the Role

Key Responsibilities



Manage the strategic planning of the activities delivered by the Medical Safety Experts within
Medical Safety Operations.

Lead and contribute to Medical Safety initiatives as well as cross-functional projects (PS&PV)
to optimize medical review processes, oversight and quality.

Responsible for Medical Safety outsourcing decisions and assessments.

Responsible for managing audit/inspection request pertaining to Medical Review of individual
cases.

Build a high performing team and recruit, retain and develop the best talent; access resource
needs on a regular basis to achieve operational efficiency, to provide SME support towards
process excellence and to create/maintain a sustainable compliance culture.

Liaise with Head Patient Safety of all Development Units to get feedback on the performance
and support of the Medical Safety Experts and ensure adequate training is put in place
accordingly.

Essential Requirements:

Medical Degree or equivalent (preferred), PhD, PharmD

Ideally 10 or more years” experience in drug development including
Safety/Pharmacovigilance. At least 3 years of experience in managing medical teams and
managing matrix.

Excellent negotiation and influencing skills.

Ability to mentor, coach associates, and to co-ordinate interactions with internal and external
partners.

Desirable Requirements:

Proven Leadership in creating and developing global safety/ pharmacovigilance teams and
lead strategic growth.

Ability to work independently, under pressure, meeting tight deadlines, demonstrating high
level of initiative and flexibility. Demonstration effective & innovative leadership.

Excellent organizational, planning, resource and global project management skills
Superior people management skills with demonstrated positive leadership, innovative, and
collaborative behaviors.

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.


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

Read our handbook (PDF 30 MB)
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var kPlayer = KalturaPlayer55802022 || KalturaPlayer; var config = { targetld:
"kalturaplayer6ae4bc3b0c85e290206000", provider: { widgetld: "10m7rm1pm", partnerld:
"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:
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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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