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The International Program Regulatory Director (IPRD) is responsible for providing strategic support
and oversight to global and regional teams on the design and execution of optimal registration
strategies and plans for the assigned portfolio in the assigned International countries.

By partnering efficiently with relevant global DU line functions (LF) and International (INT) cross
functional stakeholders, the IPRD drives the process of registration plan design, alignment and sign
off with relevant regulatory, commercial and DU stakeholders in global, region and countries in INT
markets except for China, Japan and the European Union. The IPRD ensures the timely
dissemination of consolidated plans to the relevant global and INT stakeholders.

The IPRD uses global, regional and country sources to ensure the maintenance of country
requirements, pipeline information and registration plans across all INT markets and their efficient
communication to INT stakeholders. They partner with relevant line functions to optimally translate
new requirements into tangible NVS plans. IPRD leads and oversees the implementation of initiatives
to enhance efficiency in ways of working and functional excellence.

The IPRD is member of the global RA subteam and leads the INT RA subteam of assigned countries.



They may lead or contribute to regional cross-functional initiatives and committees and may
represent International RA in global cross-functional initiatives and committees. The IPRD may act as
deputy to the Regulatory Head Pipeline Management, Compliance and Operations.

About the Role
Key Responsibilities

* Sets up and manages the INT RA subteam comprised of global and country RA roles from
countries in scope with the objective of generating optimal registration strategies, ensure their
inclusion into global plans and their efficient execution. Represents countries in scope of the
INT subteam at the global RA subteam level.

¢ Upon notification letter dispatch and for major updates thereafter, the IPRD drives the process
of registration plan design, alignment and sign off with relevant regulatory, commercial and
DU stakeholders in global, region and countries in all INT markets except for China, Japan
and the European Union. Is accountable for the appropriate dissemination of agreed plans to
relevant stakeholders in the organization.

¢ QOversees the up to date maintenance and execution of registration plans for all INT countries
in alignment with RA INT and RA DU, including procurement of ancillary document for
submission dossier, review of and contribution to responses to Health Authority (HA)
guestions, follow up on key milestone activities by relevant RA and LF stakeholders. Maintain
up to date contact CO contact lists for programs and COs in scope.

* |n alignment with DU RA and RA transactions team, may provide specific support to
integration assets for INT countries. In partnership with DU RA roles (GPRDs, GRTLS), is
responsible to generate overviews of pipeline programs and to disseminate them to relevant
INT stakeholders to support strategic and operational planning.

¢ Partners with global LFs and Regional / country RA roles on regulatory emerging new
regulatory policies and requirements and ensures their optimal interpretation and use in
project strategies and implementation plans. Is accountable the up to date maintenance of
repositories of country requirements and dissemination of information to relevant
stakeholders.

* |[PRD leads and oversees the implementation of initiatives to enhance efficiency in ways of
working and functional excellence. Takes a leading role in designing and actioning
registration plans for Emerging Markets Brand and acts as main contact point within RA INT
for the Emerging Brands Center of Excellence for the portfolio in scope.

* |n alignment with relevant DU, may act as lead RA role on the registration of products that
target diseases which are predominantly prevalent in INT countries. Partners with GRSS&C
LCM group on geographic expansion plans and execution for INT countries. Partners with RA
INT roles and global policy on identification & shaping of policy changes in INT countries.

* Oversees dissemination of information to and education of global roles on INT
country/regional requirements. Support the execution of, or act as a region representative in
functional or cross-functional initiatives, particularly those with potential impacts on INT RA
resources or FTE allocations.

* Mentors International Program Regulatory Managers and Sr. Managers on ways of working
on pipeline management ensuring compliance with NVS quality standards. In partnership with
the operational manager, identify and facilitate growth and development opportunities,
supporting a culture of continuous learning.



* May participate in recruitment of IPRM/D associates and their development. Champion
Novartis culture, values and behaviors and demonstrate behaviors in action in-line with
Novartis leadership expectations. May act as deputy of RA Head Pipeline Management,
Compliance and Operations.

* Meets objectives as defined in registration plans for the countries and portfolio in scope. Proof
of maintenance and communication of country requirements and registration plans for INT
countries.

Minimum Requirements

¢ Minimum of 10 years in Regulatory, product development, minimum of 2 years country,
regional or global Regulatory

* Proven track record of HA negotiations, ability to develop and communicate strategic vision

¢ Ability to work in cross-functional environment, Proven expertise in project management

¢ Highly committed and team oriented, Proven strong leadership skills

* Proven track record of early recognition of potential regulatory issues, complex situations,
sound risk assessment and overcoming hurdles

* Proven track record of successful risk assessment

¢ Ability to travel and represent the organization

* Science based BS or MS with requisite experience and demonstrated capability, advanced
degree (e.g., MD, PhD, PharmD) preferred.

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.

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

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)


https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf
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var config = { targetld: "kalturaplayer69e21e987dfcf926697207", provider: { widgetid:
"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.

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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