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We are seeking a Senior Principal Clinical Data Scientist responsible and accountable for managing
all Data Management /Coding /CDD/DAP aspects of several studies, a medium to large sized project
or project level activities at a consistently high standard.

This position is a senior key collaborator and strategic partner with stakeholders ensuring that
pharmaceutical drug development plans in Novartis Development are executed efficiently with timely
and high quality deliverables.

Conceptualize and implement, in a scalable way, appropriate training delivery models and platforms
for end-to-end deliverables. Follows and oversees -Good Clinical Practices (GCP), data-handling
procedures & guidelines. Ensuring consistency across assigned program to aid efficiencies for
submissions as well as participates in the review of clinical research protocols, reports and statistical
analysis plans. Leads quality deliverables across platforms. Develops simple and reproducible
strategies to ensure quality deliverables



About the Role
Major accountabilities:

¢ Lead functional activities for a medium to large sized project in phase | to IV clinical studies in
Novartis Global Development Organization.

¢ Co-ordinate activities of Data Managers either internally or externally.

* Make data Mgmt decisions and propose strategies at study or project level.

¢ Ensure application of consistent data Mgmt processes, influence increased standardization
and documentation across assigned project/programs -Comply with company, department
and industry standards and processes.

* Provide and implement data Mgmt solutions; ensure knowledge sharing.

* Leads process and training deliverables within multiple platforms, franchises or therapeutic
areasDevelops strategies to ensure effective training and knowledge retention.

* Progresses DO towards complete, compliant, agile and simple end to end processes and
effective training (Protocol/Measure through Analysis and Reporting).

¢ Drives towards agreed deliverables, proactively addressing potential issues before they
become problematic -Build and maintain effective working relationship with cross-functional
teams, able to summarize and discuss status of deliverables and critical data Mgmt aspects.

* Represents DO in all audits and inspections, centralizing and aligning the team in audit
preparation, readiness and response.

* Act as subject matter expert (SME) or, as assigned, lead process improvement/non clinical
project initiatives.

* Develops risk Mgmt strategies to prevent data quality/coding issues from derailing projects
-Reporting of technical complaints / adverse events / special case scenarios related to
Novartis products within 24 hours of receipt -Distribution of marketing samples (where
applicable)

Minimum Requirements:

* Degree / Masters qualified in a relevant area

* |deally 9+ years” experience in Drug Development with at least 8 years' in Clinical Data
Management

* Experience working across several end to end studies

¢ Strong leadership, collaboration and organizational skills with proven ability to successfully
manage simultaneous trials and meet deadlines.

¢ A background of coaching and mentoring team members as required, ensuring that data
management associates on the individual programs are aware of the risks, priorities, goals
and impact of the work contribution

¢ Excellent understanding of clinical trials methodology, GCP and medical terminology

* Proven ability to interrogate and view data through various programming/GUI techniques.

Commitment to Diversity & Inclusion:

We are 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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var config = { targetld: "kalturaplayer69e32f94a6fa3402305408", provider: { widgetld:
"10m7rmlpm", partnerld: "2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause:
false, allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: O }, plugins: {},
sources: { options: {}, startTime: 0 }, ui: { showCCButton: false, settings: { showQualityMenu: true,
showSpeedMenu: false }, css : "/modules/custom/arcticnckalturaaddon/css/kalturavideo.css",
components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets: ['Playback’,
'Live'], area: 'BottomBarRightControls', replaceComponent: 'Fullscreen’, get:
KalturaPlayer.ui.components.Remove } ] } }; // Check and add plugins only if they exist if
(KalturaPlayer.plugins["download"]) { config.plugins.download = { disable: true }; } if
(KalturaPlayer.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 (KalturaPlayer.plugins['preventSeek"]) {
config.plugins.preventSeek = { preventSeekForward: false, preventSeek: false }; }
config.plugins.floating = { disable: true }; if (KalturaPlayer.plugins['navigation™]) {
config.plugins.navigation = { position: "right", expandMode: "over", expandOnFirstPlay: false, visible:
false }; } if (KalturaPlayer.plugins["hotspots"]) { config.plugins['playkit-js-hotspots'] = { disable: true }; }
if (KalturaPlayer.plugins["'moderation”]) { config.plugins['playkit-js-moderation’] = { disable: true }; } if
(KalturaPlayer.plugins["info"]) { config.plugins|['playkit-js-info'] = { disable: true }; } if
(KalturaPlayer.plugins['share"]) { config.plugins.share = { disable: true }; } config.ui.uiComponents =
[]; if (KalturaPlayer.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 } }; }

try { var kalturaPlayer = KalturaPlayer.setup(config); // Add the player to the global array. if (typeof
kalturaPlayerVideos == 'undefined') { kalturaPlayerVideos.push(kalturaPlayer); } else { var
kalturaPlayerVideos = []; kalturaPlayerVideos.push(kalturaPlayer); } // Load the Player for other
media. kalturaPlayer.loadMedia({entryld: "1dgfvmafo"}); } catch (e) { console.error(e.message) }

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