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-Assist in the timely & professional ongoing Mgmt. of data management/Coding deliverables and
Clinical Database Delivery/DAP data with respect to cost, quality and timelines for assigned trials
managed within Clinical Data Mgmt. Ensure high quality data available for analysis and reporting.
Support content development and upgarde to training modules into engaging and interactive
applications. Follows Good Clinical Practices (GCP), data-handling procedures and guidelines.
Supports quality deliverables within Data Operations (DO). Supports the delivery of quality data and
programs, processes and documentation contributor role in ensuring that pharmaceutical drug-
development plans in Novartis Global Drug Development are executed efficiently with timely and high
quality deliverables.

About the Role

Major Accountabilities



~Teknik yeterlilik, bilimsel yaratt cJ 1] k, ball kalar yla ilJ birlil] i ve balJ [0 ms[] z di O U nce potansiyeli
~Klinik [0 all] 00 ma Protokolt (CSP), Veri O O leme Plan (DHP) ve Veri [ nceleme Planl] (DRP) veya
el] del eri hakkld nda O allJ [0 ma bilgisi gelilJ tirmeye ball lar ve bunlara girdi sall lar

~G zetim altdd nda, yu ksek kaliteli ve tutarlC] veriler sall lamak il in [ zel do rulama kontrolleri ve gerel
raporlar ilJ in yazma 0O zelliklerine girid sal lar

KullanJ cJ kabul testinde (UAT) yer almak ve Klinik Veritaban[ iJ in kurulan yerel laboratuvar(]

yl netmek

~G0 zetim altd nda, U O G ncu taraf ve yerel laboratuvar verileri ve uygun oldul] unda SAE mutabakat(]
dahil olmak U zere klinik O aldJ O madan olulJ turulan ti m verilerin st rekli gCJ zden gelJ irilmesine kat[ IC
‘Platform veya su rell ler il] indeki st re] ve el itim O O kt(I lardd nO0 destekler.

~Girid imler ilJ in iletil) imin gelilJ tirilmesini destekler.

~5[ zetim altdd nda olull turur ve el itim ve operasyonel uygulama il in grafik olu] turmak i(] in yeni
ortamlar OJ OJ renir

~Kalite Uyumlulud u, Denetim Haz[ rllJ O O iJ in PSC faaliyetlerine kat[d 1] r ve CAPA'larC] y[I nlendirir
vyU ksek kaliteli [ O ktO lar salJ lamak ilJ in PSC tarafl] ndan yu ru tu len kalite kontrol faaliyetlerine kat[]
~Tespit edilen sapmalar] n Grup Ball kan[l 'na bildirilmesini sall lar

~Gerd ekleld tirilen faaliyetlerin kalite ve si recin anlal] [0 Imas[ ile yapUO Imas nOJ sall lar

~Atanan g revlerin durumunun izlenmesine ve raporlanabilmesine yardd mcl0 olmakta ve uygun takip
sistemlerinin gii ncel ve doO ru olmas nJ sal lar

Dol ru ve tutarlld kodlama ger ekle[ tirir, kodlamay[d y[l netir

~gl] zetim altd nda gerektiJ inde ilgili sorgular. Kodlama arall lar] ve sO zli kler hakk nda bilgi gelil] tirir
Veri Operasyonlarl] ile (I allJ O ma ili] kileri kurarak ve su rdi rerek [ all] [0 malarda bir proje veya [ alC
lideri gelilJ tiricisinin rehberlil] inde destek rolti nde hizmet verir. Atanan O allJ O malar i0J in klinik sistemler
yasal gereklilikleri kar(] [ lamasll n[J ve il standartlard n kaliteli bir [J ekilde uygulanmasl] n(J sall lar.
O yile[ tirme giril] imlerine ve/veya klinik olmayan projelere kat[J ITJ n.

Novartis U ri nleriyle ilgili teknik I ikayetlerin / olumsuz olaylard n / [0 zel durum senaryolarl] n(J n

alll ndO ktan sonraki 24 saat il] inde raporlenmesi

“Pazarlama 0O rneklerinin dalJ O tO mO (uygun oldull unda)

Key Performance Indicators

Klinik Veri YOI netimi ilJ inde y[I netilen atanm[ [0 [ all] OO malar i0J in maliyet, kalite ve zaman [ izelgeler
ilgili olarak veri yJ netimi/Kodlama [ O ktO larC) ve Klinik Veritaban Teslimi/DAP verilerinin zaman[J nda
profesyonel olarak devam eden Y[ netimine yard[d mc[J olun. Analiz ve raporlama il] in yu ksek kaliteli
verilerin mevcut olmasl] nO sal layld n. O O erik gelilJ tirmeyi destekleyin ve elJ itim modu llerini ilgi J eki
etkile[d imli uygulamalara dCI nt Ot rd n. O yi Klinik Uygulamalarl (GCP), veri il] leme prosedu rlerini ve
yU nergelerini takip eder. Veri O O lemleri (DO) ilJ inde kaliteli O O ktO lar] destekler. Kaliteli veri ve
programlarl] n, st rel] lerin ve doki mantasyonun sunulmasl] n(J destekler

Novartis Global U lall Geli tirmede farmasU tik ilal] gelil] tirme planlard nOJ n zaman[J nda ve yu ksek k
O O kt larla verimli bir [J ekilde yU ri t Imesini sall lamada katk[ da bulunan rol.

Work Experience
SOnOr Otesiild birliC) i
Skills

Klinik Veri YO netimi

Yeri GiriJ i
Yeri YO netid imi



Yeri Bilimi
Betay Odakl[]
Yeritaban -lard

Language

0 ngilizce

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)
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Hyderabad (Office)

Company / Legal Entity
IN10 (FCRS = INO10) Novartis Healthcare Private Limited

Functional Area
Research & Development

Job Type


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
Kadrolu

Shift Work
No

var config = { targetld: "kalturaplayer69cd28b41e36d239120698", provider: { widgetld:
"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) }



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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