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Life Scientes &
Healthcare

Training Programs

Equipping life sciences and healthcare teams to develop, deliver and stay

compliant
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01 - ABOUT EDSTELLAR

Building compliant life sciences teams

Edstellar is an enterprise learning partner that helps

organizations build future-ready workforces. Our 2,000+

instructor-led programs are delivered onsite or live online

by 5,000+ practitioner trainers, and each one is tailored to

your goals. This catalog brings together 45 life sciences &

healthcare programs that span pharma and medtech

regulatory compliance, digital health and health

informatics, clinical development and data, hospital

operations and revenue cycle, and medical affairs and

market access.

02 — WHO IT'S FOR

Learning paths for cvery role

©

Regulatory & Quality Affairs

COMPLIANCE & QUALITY

Keep products compliant through GxP,
submissions and quality systems across
pharma and medical devices.

START WITH

— Good Manufacturing Practice for Pharma &
Biotech

— Regulatory Affairs: FDA, EMA, MHRA & CDSCO
Submissions

— [SO 13485 Medical Device Quality Management
System

Clinical Research &
Development
TRIALS & EVIDENCE

Run trials to good practice, manage clinical
data and generate the evidence that
supports approvals.

START WITH
— Good Clinical Practice (GCP) ICH E6(R3)
— Clinical Trial Operations & Decentralised Trials

— Biostatistics for Clinical Research

LSH - LIFE SCIENCES & HEALTHCARE TRAINING PROGRAMS

Global leaders including Visa, ABB and Aditya Birla Group

trust Edstellar to build capability at enterprise scale.

Before any program starts, we look at the real capability

gap and the business goal behind it, so every module ties

back to outcomes your leaders can measure, not just

attendance. The result is training your clinical, quality and

commercial teams put to work straight away.

Digital Health & Informatics

Teams
DATA & INTEROPERABILITY

Modernize clinical systems and move health
data safely between platforms and care
settings.

START WITH
— Clinical Informatics & EHR Optimization
— HL7 FHIR for Health Technology Teams

— Healthcare Data Governance & Interoperability

Hospital & Commercial Leaders
OPERATIONS & ACCESS

Improve patient flow, revenue cycle and
market access so services run efficiently and
sustainably.

START WITH

— Hospital Operations & Patient Flow
Management

— Market Access, Pricing & Reimbursement (HTA)

— Medical Coding, Billing & Revenue Cycle
Management
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https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-manufacturing-practice-for-pharma-biotech
https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-manufacturing-practice-for-pharma-biotech
https://www.edstellar.com/corporate-training/life-sciences-healthcare/regulatory-affairs-fda-ema-mhra-cdsco-submissions
https://www.edstellar.com/corporate-training/life-sciences-healthcare/regulatory-affairs-fda-ema-mhra-cdsco-submissions
https://www.edstellar.com/corporate-training/life-sciences-healthcare/iso-13485-medical-device-quality-management-system
https://www.edstellar.com/corporate-training/life-sciences-healthcare/iso-13485-medical-device-quality-management-system
https://www.edstellar.com/corporate-training/life-sciences-healthcare/clinical-informatics-ehr-optimization
https://www.edstellar.com/corporate-training/life-sciences-healthcare/hl7-fhir-for-health-technology-teams
https://www.edstellar.com/corporate-training/life-sciences-healthcare/healthcare-data-governance-interoperability
https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-clinical-practice-gcp-ich-e6-r3
https://www.edstellar.com/corporate-training/life-sciences-healthcare/clinical-trial-operations-decentralised-trials
https://www.edstellar.com/corporate-training/life-sciences-healthcare/biostatistics-for-clinical-research
https://www.edstellar.com/corporate-training/life-sciences-healthcare/hospital-operations-patient-flow-management
https://www.edstellar.com/corporate-training/life-sciences-healthcare/hospital-operations-patient-flow-management
https://www.edstellar.com/corporate-training/life-sciences-healthcare/market-access-pricing-reimbursement-hta
https://www.edstellar.com/corporate-training/life-sciences-healthcare/medical-coding-billing-revenue-cycle-management
https://www.edstellar.com/corporate-training/life-sciences-healthcare/medical-coding-billing-revenue-cycle-management

03 — WHY EDSTELLAR

Why choose us

01 Practitioner trainers

5,000+ verified clinicians, regulatory specialists and

quality leaders who work in real life sciences and

healthcare settings.

o3 Global delivery

Onsite or live virtual in any time zone, with in-person

delivery across 1,000+ locations.

04 — PROCESS

How we work

Submit your brief Custom plan

Share your training needs,
team size and skill gaps.

05 — THE CATALOG

Course categories

01 Pharma & MedTech Regulatory
Compliance

03 Clinical Development & Data

o5 Medical Affairs, Market Access &
Commercial

07 Patient Safety, Infection Control & Public
Health

09 Medical Device Quality & Risk
11 Biotech & Bio-Manufacturing

13 Computer System Validation

45 courses in total - full list on the pages that follow

LSH - LIFE SCIENCES & HEALTHCARE TRAINING PROGRAMS

Receive a tailored curriculum
and trainer recommendations.

11

Finalize content, dates and
delivery mode for your team.

02 Customizable programs

Curriculum built around your therapeutic areas,

regulatory landscape, systems and organizational

maturity.

o  1SO9001&1SO 27001 certified

ISO 9001:2015 for quality and ISO 27001:2022 for

information security.

Approve & schedule

reporting.

o2 Digital Health & Health Informatics

04 Hospital Operations, Quality & Revenue
Cycle

06 Biomanufacturing & Process
Development

o8 Clinical Research

10 Pharma Quality & Drug Safety

12 Clinical Leadership

Train & measure

Expert-led sessions with
progress tracking and ROI
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06 — FULL COURSE LIST

Al 45 courses

Pharma & MedTech Regulatory

Compliance
EU MDR & IVDR Medical Device Compliance =>
FDA 510(k), De Novo & PMA Device Pathways =
Good Distribution Practice (GDP) for Pharmaceuticals —
Good Laboratory Practice (GLP) & Data Integrity (ALCOA+) —
Good Manufacturing Practice for Pharma & Biotech —
GxP Data Integrity & ALCOA+ e
Pharmaceutical Sales Compliance & Promotional Practices =
Pharmaceutical Serialisation & Track-&-Trace Compliance -
Regulatory Affairs: FDA, EMA, MHRA & CDSCO Submissions =

Software as a Medical Device (SaMD) & Al/ML Device Regulation — —
Software as a Medical Device (SaMD) & IEC 62304 —

02 Digital Health & Health Informatics

Clinical Informatics & EHR Optimization -

Digital Health Product Management & Clinical Safety (DCB0129)  —

Digital Health Strategy & Transformation -
Genomics & Precision Medicine for Health Systems -
Healthcare Data Governance & Interoperability =
HL7 FHIR for Health Technology Teams -
Telehealth & Remote Patient Monitoring Operations =>
03 Clinical Development & Data
Bioinformatics & Genomic Data Analysis =>
Biostatistics for Clinical Research i
Clinical Data Management (CDM) & EDC Systems =
Clinical Trial Operations & Decentralised Trials =>

Hospital Operations, Quality &

Revenue Cycle
Healthcare Accreditation: JCI, NABH & CQC Readiness -
Hospital Operations & Patient Flow Management =>
Lean Healthcare & Clinical Process Improvement =>
Medical Coding, Billing & Revenue Cycle Management e

Medical Affairs, Market Access &

Commercial @
Market Access, Pricing & Reimbursement (HTA) -
Medical Affairs & Scientific Communication -
Real-World Evidence & Health Economics (HEOR) =
Veeva CRM for Life Sciences i

Biomanufacturing & Process

Development @
Biologics & Biosimilars Manufacturing i
Biopharmaceutical Process Development & Scale-Up -

LSH - LIFE SCIENCES & HEALTHCARE TRAINING PROGRAMS

Biomanufacturing & Process
Development (cont)

Cell & Gene Therapy Manufacturing & Supply

Patient Safety, Infection Control &
Public Health

Infection Prevention & Control
Patient Safety & Clinical Quality Improvement

Public Health Emergency Preparedness

o8 Clinical Research

Good Clinical Practice (GCP) ICH E6(R3)

Medical Writing & Clinical Documentation

09 Medical Device Quality & Risk

ISO 13485 Medical Device Quality Management System
Medical Device Risk Management with ISO 14971

10 Pharma Quality & Drug Safety

Pharmaceutical Quality Systems & CAPA
Pharmacovigilance & Drug Safety (GVP)

11 Biotech & Bio-Manufacturing

Synthetic Biology & Bio-Manufacturing for Industry

12 Clinical Leadership

Clinical Leadership & Physician Management Development

13 Computer System Validation

Computer System Validation (CSV) & GAMP 5

AGLIOLIOLLIOLLIO LLIG LLLIG L1E
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https://www.edstellar.com/corporate-training/life-sciences-healthcare/eu-mdr-ivdr-medical-device-compliance
https://www.edstellar.com/corporate-training/life-sciences-healthcare/fda-510-k-de-novo-pma-device-pathways
https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-distribution-practice-gdp-for-pharmaceuticals
https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-laboratory-practice-glp-data-integrity-alcoa
https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-manufacturing-practice-for-pharma-biotech
https://www.edstellar.com/corporate-training/life-sciences-healthcare/gxp-data-integrity-alcoa
https://www.edstellar.com/corporate-training/life-sciences-healthcare/pharmaceutical-sales-compliance-promotional-practices
https://www.edstellar.com/corporate-training/life-sciences-healthcare/pharmaceutical-serialisation-track-trace-compliance
https://www.edstellar.com/corporate-training/life-sciences-healthcare/regulatory-affairs-fda-ema-mhra-cdsco-submissions
https://www.edstellar.com/corporate-training/life-sciences-healthcare/software-as-a-medical-device-samd-ai-ml-device-regulation
https://www.edstellar.com/corporate-training/life-sciences-healthcare/software-as-a-medical-device-samd-iec-62304
https://www.edstellar.com/corporate-training/life-sciences-healthcare/clinical-informatics-ehr-optimization
https://www.edstellar.com/corporate-training/life-sciences-healthcare/digital-health-product-management-clinical-safety-dcb0129
https://www.edstellar.com/corporate-training/life-sciences-healthcare/digital-health-strategy-transformation
https://www.edstellar.com/corporate-training/life-sciences-healthcare/genomics-precision-medicine-for-health-systems
https://www.edstellar.com/corporate-training/life-sciences-healthcare/healthcare-data-governance-interoperability
https://www.edstellar.com/corporate-training/life-sciences-healthcare/hl7-fhir-for-health-technology-teams
https://www.edstellar.com/corporate-training/life-sciences-healthcare/telehealth-remote-patient-monitoring-operations
https://www.edstellar.com/corporate-training/life-sciences-healthcare/bioinformatics-genomic-data-analysis
https://www.edstellar.com/corporate-training/life-sciences-healthcare/biostatistics-for-clinical-research
https://www.edstellar.com/corporate-training/life-sciences-healthcare/clinical-data-management-cdm-edc-systems
https://www.edstellar.com/corporate-training/life-sciences-healthcare/clinical-trial-operations-decentralised-trials
https://www.edstellar.com/corporate-training/life-sciences-healthcare/healthcare-accreditation-jci-nabh-cqc-readiness
https://www.edstellar.com/corporate-training/life-sciences-healthcare/hospital-operations-patient-flow-management
https://www.edstellar.com/corporate-training/life-sciences-healthcare/lean-healthcare-clinical-process-improvement
https://www.edstellar.com/corporate-training/life-sciences-healthcare/medical-coding-billing-revenue-cycle-management
https://www.edstellar.com/corporate-training/life-sciences-healthcare/market-access-pricing-reimbursement-hta
https://www.edstellar.com/corporate-training/life-sciences-healthcare/medical-affairs-scientific-communication
https://www.edstellar.com/corporate-training/life-sciences-healthcare/real-world-evidence-health-economics-heor
https://www.edstellar.com/corporate-training/life-sciences-healthcare/veeva-crm-for-life-sciences
https://www.edstellar.com/corporate-training/life-sciences-healthcare/biologics-biosimilars-manufacturing
https://www.edstellar.com/corporate-training/life-sciences-healthcare/biopharmaceutical-process-development-scale-up
https://www.edstellar.com/corporate-training/life-sciences-healthcare/cell-gene-therapy-manufacturing-supply
https://www.edstellar.com/corporate-training/life-sciences-healthcare/infection-prevention-control
https://www.edstellar.com/corporate-training/life-sciences-healthcare/patient-safety-clinical-quality-improvement
https://www.edstellar.com/corporate-training/life-sciences-healthcare/public-health-emergency-preparedness
https://www.edstellar.com/corporate-training/life-sciences-healthcare/good-clinical-practice-gcp-ich-e6-r3
https://www.edstellar.com/corporate-training/life-sciences-healthcare/medical-writing-clinical-documentation
https://www.edstellar.com/corporate-training/life-sciences-healthcare/iso-13485-medical-device-quality-management-system
https://www.edstellar.com/corporate-training/life-sciences-healthcare/medical-device-risk-management-with-iso-14971
https://www.edstellar.com/corporate-training/life-sciences-healthcare/pharmaceutical-quality-systems-capa
https://www.edstellar.com/corporate-training/life-sciences-healthcare/pharmacovigilance-drug-safety-gvp
https://www.edstellar.com/corporate-training/life-sciences-healthcare/synthetic-biology-bio-manufacturing-for-industry
https://www.edstellar.com/corporate-training/life-sciences-healthcare/clinical-leadership-physician-management-development
https://www.edstellar.com/corporate-training/life-sciences-healthcare/computer-system-validation-csv-gamp-5

07 — CLIENT VOICES

Trusted by enterprises

“ Edstellar understood that pharma regulatory training cannot be generic. The GxP
and MedTech compliance modules mapped directly to our submissions, and the
clinical data sessions gave our teams a shared standard before an audit, not aﬁer.
VP OF REGULATORY AFFAIRS - GLOBAL PHARMACEUTICAL COMPANY

(14 . (14 .

The digital health and health informatics We needed quality and drug safety capability
program moved our hospital teams from paper at scale across sites. The training was

habits to confident use of our clinical systems. rigorous, practical and built around our own
Patient safety outcomes followed. SOPs.

CHIEF MEDICAL INFORMATION OFFICER - DIRECTOR OF QUALITY & COMPLIANCE -
MULTINATIONAL HEALTHCARE PROVIDER INTERNATIONAL BIOTECHNOLOGY GROUP

TRUSTED BY Visa ABB Aditya BirIaGroup & OTHER FORTUNE 500 ORGANIZATIONS

Let's connect

contact@edstellar.com
www.edstellar.com
+1682 297 4830
+44151 453 4009

+91636 483 3830

Schedule a consultation —

SCAN TO CONTACT US




