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This is a remote position where candidates must be located near an airport (Texas, Louisiana,
Arkansas, Oklahoma or New Mexico are highly desirable locations). The Senior CRA performs
monitoring activities related to initiation, conduct (recruitment, quality data collection) and timely
completion of Phase I-IV Pharma clinical trials within the country. The Senior CRA is responsible for
delivering data within timelines and required quality standard, and adherence to monitoring
procedures in accordance with ICH/GCP and US CFR and company SOPs.

This position can be based remotely anywhere in the U.S. (there may be some restrictions based on
legal entity). Please note that this role would not provide relocation as a result. The expectation of
working hours and travel (domestic and/or international) will be defined by the hiring manager. This
position will require 80% travel.

About the Role



LI:#Remote
Internal job title: CRA Il

Location: Remote (Texas, Louisiana, Arkansas, Oklahoma or New Mexico)

Job description

Key responsibilities: Serves as the primary site manager for assigned clinical investigative sites (first
point of contact between investigative site staff and Novartis)

* |s the frontline liaison between Novartis and sites to ensure successful collaboration, meeting
Novartis expectation on milestone and deliveries

* Manages assigned study sites/networks, conducting phase I-1V protocols according to the
monitoring plan and Novartis procedures

* Facilitates the preparation and collection of site and country level documents

¢ Performs Site Initiation Visit, ensures site personnel are fully trained on all trial related
aspects and performs continuous training for amendments and new site personnel as
required ensuring thorough documentation in Monitoring Visit Reports

¢ Conducts continuous monitoring activities (onsite and/or remote). Implements site
management activities to ensure compliance with protocol, GCP, global and local regulations,
global and local processes to secure data integrity and patient safety.

¢ Accountable for continuously updating all relevant electronic systems to perform job functions

* Takes on the responsibility as SME (Subject Matter Expert) as needed

* Monitors studies as per current legislations, ICH/GCP and Novartis standards

* Ensures timely delivery, of high quality, robust and reliable data of the monitored sites to
support the goals of Trial Monitoring as defined by Trial Monitoring.

* |dentifies, resolves & escalates issues appropriately

¢ Collaborates with internal stakeholders and site personnel to manage data query resolution
process to ensure timely and accurate data entry

¢ Proactively collaborates with the Clinical Project Manager (CPM) and CRA Manager as well
as Medical Scientific Liaison (MSL), Clinical Regional Medical Director (CRMD), medical
advisor and Strategic Site Partner to achieve key accountabilities

* Partners with SSU CRA to ensure seamless transition of site responsibility

Essential Requirements:

¢ Minimum of 3 years” experience in site monitoring

* BS/BA degree. Scientific, Healthcare or other related field.

¢ Excellent knowledge of the drug development process specifically clinical trial/research

* Knowledge of international standards (GCP/ICH, FDA, EMEA)

¢ Ability to manage multiple priorities and manage time efficiently.

* Excellent Site management capabilities with demonstrated negotiating and problem-solving
skills

* Strong communicator and presentation skills (oral and written)

¢ Fluent in both written and spoken English



Desirable Requirements:

* RLT, CAR T or Oncology experience a plus!

The salary for this position is expected to range between $108,500 and $201,500 per year.

The final salary offered is determined based on factors like, but not limited to, relevant skills and
experience, and upon joining Novartis will be reviewed periodically. Novartis may change the
published salary range based on company and market factors.

Your compensation will include a performance-based cash incentive and, depending on the level of
the role, eligibility to be considered for annual equity awards.

US-based eligible employees will receive a comprehensive benefits package that includes health, life
and disability benefits, a 401(k) with company contribution and match, and a variety of other benefits.
In addition, employees are eligible for a generous time off package including vacation, personal days,
holidays and other leaves.

Driving is an Essential Function of this Role: Meaning it is fundamental to the purpose of this job and
cannot be eliminated. Because driving is an essential function of the role, you must have a fully valid
and unrestricted driver”s license to be qualified for this role. The company provides reasonable
accommodations for otherwise qualified individuals with medical restrictions if an accommodation can
be provided without eliminating the essential function of driving.

COVID-19 Vaccine Policy (customer-facing roles only): While Novartis does not require vaccination
for COVID-19 or proof of a recent negative test result for COVID-19 at this time, employees working
in customer-facing roles must adhere to and comply with customers?” (such as hospitals, physician
offices, etc.) credentialing guidelines, which may require vaccination. As required by applicable law,
Novartis will consider requests for reasonable accommodation for those unable to be vaccinated.
This requirement is subject to applicable state and local laws and may not be applicable to
employees working in certain jurisdictions. Please send accommodation requests to
Eh.occupationalhealth@novartis.com.

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)



mailto:Eh.occupationalhealth@novartis.com
https://www.novartis.com/about/strategy/people-and-culture
https://www.novartis.com/sites/novartis_com/files/novartis-life-handbook.pdf

EEO Statement:

The Novartis Group of Companies are Equal Opportunity Employers. We do not discriminate in
recruitment, hiring, training, promotion or other employment practices for reasons of race, color,
religion, sex, national origin, age, sexual orientation, gender identity or expression, marital or veteran
status, disability, or any other legally protected status.

Accessibility & Reasonable Accommodations

The Novartis Group of Companies are 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 application process, or to perform the essential
functions of a position, please send an e-mail to us.reasonableaccommodations@novartis.com or call
+1(877)395-2339 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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Development

Business Unit
Development

00
USA

00
Field, US

00
Field Non-Sales (USA)

Company / Legal Entity
U014 (FCRS = US014) Novartis Pharmaceuticals Corporation

Functional Area
Research & Development
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Job Type
Full time

Employment Type
Regular

Shift Work
No

var config = { targetld: "kalturaplayer69f0fb414db9d500496787", provider: { widgetld:
"10m7rmlpm", partnerld: "2076321", uiConfld: "55802022" }, playback: { autoplay: false, autopause:
false, allowMutedAutoPlay: false, loop: false }, sources: { options: {}, startTime: 0O }, 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) }
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