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  摘要  

Work Arrangement: Hybrid Working, #LI-Hybrid
Location: London (The Westworks), United Kingdom
Relocation Support: This role is based in London, United Kingdom. Novartis is unable to offer
relocation support: please only apply if accessible.

ABOUT THE ROLE
The Clinical Scientific Expert I (CSE I) provides clinical and scientific support through all phases of a
clinical study under the guidance of the (A)CD(M)D in compliance with Novartis processes, ICH GCP
and regulatory requirements. This role applies the principles of clinical data review excellence and
identifies clinical data insights to ensure data is scientifically plausible and to identify trends, signals
and risks associated to trial endpoints and patient safety. The CSE I is a core member of the
Integrated Clinical Trial Team (iCTT) and may support program level activities as assigned.
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Key Responsibilities

Perform high-quality clinical data review, including patient-level review and trend analysis, to
generate actionable insights supporting interim analyses, database lock, and post-lock
activities
Identify, investigate, and facilitate resolution of clinical data issues in collaboration with cross-
functional teams, ensuring a strong focus on subject safety, eligibility, and data integrity
Contribute to the development and execution of Data Review Plans (DRP) / Data Quality
Plans (DQP) and associated data review strategies
Ensure consistent implementation of protocol requirements across studies, including eligibility
criteria, study assessments, and protocol deviations
Collaborate with relevant line functions to enhance data quality review processes, including
identification and remediation of trends and anomalies
Support the development and implementation of Case Report Forms (CRFs) and data
capture tools in collaboration with cross-functional partners
Contribute to continuous improvement of data review processes, including optimization of
reports and adoption of innovative analytics tools and methodologies
Support the development and review of study-level documents, including clinical sections of
regulatory submissions, Investigator’s Brochures, clinical study reports (CSRs), and
publications
Participate in pharmacovigilance activities where required, including safety data review,
aggregate reports, and Safety Monitoring Team (SMT) meetings
Develop training materials and deliver training to iCTT members and study teams on data
review processes
Support and present data insights at study-level meetings, including Investigator Meetings
and Data Monitoring Committee (DMC) meetings, as required

Essential Requirements

Advanced degree in Life Sciences, Healthcare, or a clinically relevant field (e.g., MSc,
PharmD, MPharm, PhD, MBBS or equivalent)
Strong experience in clinical research and clinical trial environments
Solid understanding of clinical trial protocols and study execution
Expertise in clinical data review, data integrity, and data quality management
Experience performing trend analysis and identifying data insights at the patient and study
level
Knowledge of GxP and regulatory requirements applicable to clinical data
Excellent collaboration skills with the ability to work effectively in cross-functional and
matrixed environments
Strong communication and presentation skills with the ability to convey complex clinical data
insights

Desirable Requirements

Experience contributing to regulatory documents (e.g., CSRs, Investigator’s Brochures,
submissions)
Exposure to pharmacovigilance activities and safety data review
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Experience with innovative data analytics tools and visualization platforms
Previous experience supporting global clinical trials

Commitment to Diversity and Inclusion

Novartis is 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

You’ll receive:

Competitive salary, Short term incentive bonus, Pension scheme, Health insurance, 25 days annual
leave, Flexible working arrangements, Employee recognition scheme, learning and development
opportunities

Benefits and Rewards: Learn about all the ways we’ll help you thrive personally and professionally.

Read our handbook (PDF 30 MB)
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  部门 
  Development  

  Business Unit 
  Development  

  地点 
  United Kingdom  

  站点 
  London (The Westworks)  

  Company / Legal Entity 
  GB16 (FCRS = GB016) Novartis Pharmaceuticals UK Ltd.  

  Functional Area 
  Research & Development  

  Job Type 
  Full time  

  Employment Type 
  Regular  

  Shift Work 
  No  

  
  
  var kPlayer = KalturaPlayer_55802022 || KalturaPlayer; var config = { targetId:
"kaltura_player_6a337fa0c1bc4545341462", provider: { widgetId: "1_0m7rm1pm", partnerId:
"2076321", uiConfId: "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:
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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.containerId = 'GTM-57RJQ5';
config.plugins.googleTagManager.customEventsTracking.custom = [];
config.plugins.googleTagManager.customEventsTracking = { preset: { coreEvents: true, UIEvents:
false, playlistEvents: false, castEvents: false } }; } 
  

// Ensure the global player registry array always exists, regardless of embed type.
window.kalturaPlayerVideos = window.kalturaPlayerVideos || []; try { var kalturaPlayer =
kPlayer.setup(config); // Add the player to the global array.
window.kalturaPlayerVideos.push(kalturaPlayer); // Load the Player for other media.
kalturaPlayer.loadMedia({entryId: "1_dgfvmafo"}); } catch (e) { console.error(e.message) }  
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