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Aggregate Reports & Risk Management Analyst
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Support in managing the operations of aggregate reports & risk management team”s deliverables for
Development organizational unit product portfolio encompassing preparation of reports, scheduling,
guality review, compliance, audit readiness, tracking and dispatch of reports. Support to the
management of projects run by PS&PV as required.

About the Role
1. Support in preparation of assigned aggregate & risk management reports.
2. Retrieve data from global databases as per Novartis SOPs for report preparation.
3. Support QC of assigned aggregate reports to ensure the information presented is complete,

consistent and compliant to sources, as well as regulatory and Novartis templates, standards, and
requirements.



4. Support to the management of projects run by PS&PV as required.

5. Support in managing all AR&RM deliverables of scheduling and related activities required for
business.

6. Support in coordination with licensing partners to meet joint accountabilities.

7. Support in preparation, follow-up and closure of RCA/CAPA & Quality Incidents.
8. Support Inspection and audit readiness (eg. archival of ongoing activities)

9. Collaborate in all automation initiatives.

10. Coordinate in collection, distribution and archiving of relevant documentation (e.g. Certificates,
Cover page signatures).

11. Handling inbound & outbound emails passing through AR&RM mailboxes
12. Co-ordinate, publish and/or dispatch of assigned reports.

13. Act as Super Users of tools and systems in support of preparation and finalization of AR&RM
deliverables.

14. Collection of data and preparation of metrics for Presentation of Metrics in respective boards or
forums. Metrics & Compliance Tracking of various AR&RM indicators.

15. Complete HA AR&RM Tracker for assigned products/deliverables timely to ensure inclusion of
the comments in the respective report.

16. Maintenance, and guidance on Tracking tools, and Sharepoint, and Shared drives
17. Support projects related to operational excellence and implementation of Artificial Intelligence
solutions and other advanced tools to simplify and facilitate core activities of the AR&RM team

(including testing of safety systems/IT application)

18. Support the preparation of AR&RM compliance quarterly reports for dissemination to senior
management and EU QPPV Office.

19. Preparation and maintenance of reports on AR&RM activities which contribute to regulatory
documents, e.g. PV master file, and ongoing tracking of PS&PV quality metrics.

20. Train/onboard the new hires colleagues in assigned AR&RM processes and topics.
21. Adhere to good documentation practices to ensure audit/inspection readiness.

22. Support general administrative tasks required to enable AR&RM operations.



Key Performance Indicators :

1.

Timely and accurate tracking, reporting and documentation.
Good documentation practices

Good practices in project management

Audit and inspection readiness.

Adequate support to required activities for assigned deliverables.

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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Functional Area
Research & Development

Job Type
Full time

Employment Type
Regular

Shift Work
No

function adjustKalturaPlayer() { var deviceWidth = window.innerWidth ||
document.documentElement.clientWidth || document.body.clientWidth; var mediaElement =
document.getElementByld("kalturaplayer69a9645d6719a562051619"); var mediaContainer =
mediaElement.closest('.nc-kaltura-media’); var originalWidth = "1200px"; var originalHeight = "674px";
var originalWidthValue = parseFloat(originalWidth); var originalHeightValue =
parseFloat(originalHeight); var mediaType = "video"; var isResponsive = false; // Get computed styles
of the container element. var parentStyles = window.getComputedStyle(mediaContainer); var
finalwWidth = parseFloat(parentStyles.width); if (finalWidth var config = { targetid:
"kalturaplayer69a9645d6719a562051619", provider: { widgetld: "10m7rm1pm", partnerld:
"2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause: false,
allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: 0 }, plugins: { download: {
disable: true }, "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 } }, ui: { showCCButton: false, settings: { showQualityMenu: true, showSpeedMenu: false },
components: { fullscreen: { disableDoubleClick: false } }, uiComponents: [ { presets: ['Playback’,
'Live'], area: 'BottomBarRightControls', replaceComponent: 'Fullscreen’, get:
KalturaPlayer.ui.components.Remove } ] } }; config.plugins.preventSeek = { preventSeekForward:
false, preventSeek: false }; config.plugins.floating = { disable: true }; config.plugins.navigation = {
position: "right”, expandMode: "over", expandOnFirstPlay: false, visible: false }; config.plugins['playkit-
js-hotspots'] = { disable: true }; config.plugins['playkit-js-moderation’] = { disable: true };
config.plugins['playkit-js-info'] = { disable: true }; config.plugins.share = { disable: true };
config.ui.uiComponents = []; 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"}); setTimeout(() => {
setupAutoPause(kalturaPlayerVideos); }, 500); function setupAutoPause(players) {
players.forEach((currentPlayer) => { currentPlayer.addEventListener('play’, () =>{
players.forEach((otherPlayer) => { if (otherPlayer == currentPlayer && typeof otherPlayer.pause ===
‘function’) { otherPlayer.pause(); } }); D; }; } } 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.

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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