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  Job ID 
  REQ-10075829  

  
  4月 13, 2026  

  
  China  

  
  

  摘要  

Provide strategic end-to-end Quality oversight on clinical trials to ensure compliance with the Health
Authorities’ requirements, internal standards and a full adherence to patients’ safety, rights, well-
being and data integrity.
Provide QA insights into risk analysis and participate in decision making together with internal
stakeholders, to assure that clinical trials have no delays whilst maintaining high quality level data.
Provide QA expertise and guidance to Translational Medicine and Translational Clinical Oncology
and collaborate with other QA functions to ensure that high priority programs and Quality initiatives
driven by the business meet defined expectations.
Take full ownership of the quality aspects of the assigned clinical trials, including local and global
support of audits and inspections.
Participate in due diligence and integration activities for assigned programs.
Drive a culture of quality in BR by partnering to positively impact the business and implement the
quality strategy.
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  About the Role  

Responsibilities

1.Provide robust and clear quality oversight in the following areas of clinical development:

Collaborate with key stakeholders to detect, prevent, and remediate risks and
to ensure that clinical trial processes and operations are in control (e.g. Risk-based Quality
Management). Work effectively in a matrix environment with stakeholders to prioritize,
develop, and implement plans to address gaps and ensure sustained compliance.
Support identification and management of quality issues/incidents pertinent to BR clinical
areas, ensuring timely escalation when required.
Provide QA oversight to ensure interactions with Health Authorities are consistent with
regulatory requirements, Novartis standards, and HA expectations through CSR review, audit
planning, submission readiness, and inspection preparation in collaboration with other QA
functions.
Support audit follow-up activities including CAPA preparation, review, effectiveness and
closeout activities and lessons learned

2. Provide expert knowledge and skills for a wide range of Research &
Development activities to ensure compliance to regulatory requirements and interdependence with
the GCP areas for the fast-changing research environment, including: 

Research Collaborations 
Mergers and acquisitions (e.g. Due diligence SME as assigned) 
Non/low interventional studies 

3. Support implementation of Quality Plan actions as assigned and ensure that any delayed activities
have a documented rational and appropriate escalation. 4. Support continuous improvement
initiatives and ensure that areas identified as weaknesses are properly being addressed and
executed for sustainability

5. Coach and advise new clinical Quality associates, student interns, fellows, and job
shadow/sabbatical participants in the team as assigned by manager

6. Act as CQA expert for process/systems as assigned (e.g. 1QEM system, FIRST, NCV,
Andromeda, Sense)

Experience/Professional requirement:

+4 years of involvement in regulated activities (GCP/PV), clinical development and/or QA
positions.
Broad understanding of global expectations of Health Authorities in Clinical Development and
understanding of the science of product development
Ability to work independently and in a global/matrix environment.
Ability to interact with and present to management, as well as to external audiences.
Two or more years’ experience in managing projects.
Good knowledge of GCP, quality and/or clinical development.
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Strong interpersonal, communication, negotiation, and problem-solving skills.
Strong office IT skills including MS Office suite
A clear sense of personal accountability, an ability to empower people, ability to drive quality
culture with partners and a high degree of mutual respect and integrity are essential factors to
succeed.

  

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’ll help you thrive personally and professionally.
Read our handbook (PDF 30 MB)

  
  部门 
  Biomedical Research  

  Business Unit 
  Research  

  地点 
  China  

  站点 
  Shanghai (Shanghai)  

  Company / Legal Entity 
  CN14 (FCRS = CN014) China Novartis Institutes for BioMedical Research Co., Ltd.  

  Functional Area 
  Quality  

  Job Type 
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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


  Full time  

  Employment Type 
  Regular  

  Shift Work 
  No  

  
  
  var config = { targetId: "kaltura_player_69df2a3250e32257138714", provider: { widgetId:
"1_0m7rm1pm", partnerId: "2076321", uiConfId: "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/arctic_nc_kaltura_addon/css/kaltura_video.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.containerId = '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({entryId: "1_dgfvmafo"}); } catch (e) { console.error(e.message) }  
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Novartis is committed to building an outstanding, inclusive work environment and diverse teams'
representative of the patients and communities we serve.

  

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.china@novartis.com and let us know the nature of your request
and your contact information. Please include the job requisition number in your message.

  
  
  
  
  
  Job ID 
  REQ-10075829  

  Manager, BR Clinical Quality Assurance  

Apply to Job 

  
  
 

                               5 / 7

mailto:diversityandincl.china@novartis.com
https://platform.moseeker.com/m/customize/page/novartis?job_number=REQ-10075829
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