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The Clinical Sciences Trial Leader contributes, with appropriate oversight, to all aspects of global
clinical trial(s) to deliver study outcomes within schedule, budget, quality/compliance and
performance standards. May lead specific aspects of global clinical trial(s). Core member of the
Clinical Trial Team, Contributes to operational excellence through process improvement and
knowledge sharing

#LI-Hybrid

Internal Title: Clinical Sciences Trial Leader
Location: Cambridge

About the Role

Key Responsibilities:



¢ Study Leader and/or Clinical Scientist for predominantly low complexity, global studies and
may provide additional Clinical Sciences support to high complexity, global studies.

* Lead or support the clinical protocol development process in collaboration with the Medical
Lead and other line functions; responsible author for clinical protocols, amendments, etc.;
contribute to the medical/scientific input given for the development of study-related
documents and processes which reside in other line functions; contribute to the development
of clinical sections of study-level regulatory documents.

¢ Support development of strategic and scientific input into study concept, feasibility, and ability
to execute; develops and implements study-level operational execution plan in partnership
with key cross functional partners, if applicable.

¢ Collaborate with key cross functional partners to identify and select strategic and high
performing sites to ensure recruitment commitments are met.

* Lead or support a global cross functional CTT to ensure all trial deliverables are met; sets
stretch goals, promotes realistic planning and timelines, and presents actionable alternatives
to accelerate timelines.

¢ Partner with line functions to gain input and alignment and manages internal and external
stakeholder expectations.

¢ Lead or support the ongoing medical/scientific review of clinical trial data across assigned
studies in collaboration with the medical expert and key line functions, and partners on data
analysis and data interpretation, including safety trend analysis, signal detection,
development of first interpretable results, reporting clinical study results in CSR, and
internal/external publications.

* Prepare, lead or support dose escalation meetings with investigators. Coordinate the real time
availability of quality clinical trial data, to provide consolidated information for dose escalation
meetings and Phase Il data reviews with relevant stakeholders.

* Proactively lead or support risk mitigation discussions, risk management and implementation
at the trial level.

* Responsible and accountable for forecasting and managing overall study budget(s) in
collaboration with key partners.

¢ Collaborate with key partners to set vendor strategy and timelines for assigned studies.

* Responsible for implementation of best practices and standards for trial management,
including sharing lessons learned. Represent group on initiatives; may serve as Subject
Matter Expert.

¢ Contribute to talent and career development of staff. In collaboration with the relevant
manager, contributes to hiring/interview/onboarding and mentoring process for new hires.

Essential Requirements:

¢ Bachelors in life science/healthcare required; Advanced degree or equivalent
education/degree in life sciences/ healthcare preferred (PhD/MD/PharmD/ Masters).

¢ 1+ years” highly relevant experience within pharma clinical trial management/operations and
demonstrated accountability in leading clinical trial aspects, coupled with a good knowledge of
the drug development field.

* Proficient in clinical trial methodology with an emphasis in early clinical development.
Operational project management experience including excellent planning, prioritization,
problem solving and organizational skills.

* Track record of successfully managing multiple clinical trials concurrently. Used to managing
multiple priorities.

* Demonstrated capability to interpret, discuss and represent trial level data.



¢ Working knowledge of clinical finance principles to manage efficient expenditure to minimize
variance between actual and forecasted spend.

* Maintain good knowledge of ICH-GCP, external regulations and procedures, and
supplements by training and practice of Novartis SOPs and internal policies.

Desirable Requirements:

* Pharm D highly desirable
* 1+ year experience in early phase clinical trial operations preferred.

The salary for this position is expected to range between $119,700 and $222,300 per year.

The final salary offered is determined based on factors like, but not limited to, relevant skills and
experience, and upon joining Novartis will be reviewed periodically. Novartis may change the
published salary range based on company and market factors.

Your compensation will include a performance-based cash incentive and, depending on the level of
the role, eligibility to be considered for annual equity awards.

US-based eligible employees will receive a comprehensive benefits package that includes health, life
and disability benefits, a 401(k) with company contribution and match, and a variety of other benefits.
In addition, employees are eligible for a generous time off package including vacation, personal days,
holidays and other leaves.

To learn more about the culture, rewards and benefits we offer our people click here.

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.
Read our handbook (PDF 30 MB)

EEO Statement:

The Novartis Group of Companies are Equal Opportunity Employers. We do not discriminate in


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

recruitment, hiring, training, promotion or other employment practices for reasons of race, color,
religion, sex, national origin, age, sexual orientation, gender identity or expression, marital or veteran
status, disability, or any other legally protected status.

Accessibility & Reasonable Accommodations

The Novartis Group of Companies are 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 application process, or to perform the essential

functions of a position, please send an e-mail to us.reasonableaccommodations@novartis.com or call

+1(877)395-2339 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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var config = { targetld: "kalturaplayer69d3d53db7bb5379414896", provider: { widgetld:
"10m7rmlpm", partnerld: "2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause:
false, allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: 0 }, 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) }
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