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Course Introduction

Advanced Risk Mitigation In Clinical Outsourcing Training Course addresses the critical challenge of
maintaining data integrity, patient safety, and regulatory compliance in an era of increasingly complex and
globally outsourced clinical trials. With over 75% of trial activities now managed by Contract Research
Organizations (CROs) and third-party vendors, the sponsor's ethical and regulatory obligation for oversight
has never been more scrutinized, particularly under the evolving ICH E6(R3) Addendum and heightened
FDA/EMA expectations. This course moves beyond basic vendor management to focus on developing a
proactive, risk-based quality management (RBQM) framework that integrates seamlessly into the entire
clinical development lifecycle. We emphasize strategic governance, the establishment of Critical-to-Quality
(CTQ) factors, and leveraging eClinical ecosystems for real-time performance tracking and early risk signal
detection, ensuring a resilient and high-quality outsourcing partnership.

The curriculum is engineered to empower professionals to shift from reactive issue resolution to systemic
risk prevention. Key focus areas include mastering vendor due diligence with advanced risk-profiling
models, negotiating robust Service Level Agreements (SLAs) that define Key Risk Indicators (KRIs), and
implementing advanced monitoring strategies like centralized and remote monitoring. Participants will
acquire specialized skills in managing emerging risks such as cybersecurity threats to decentralized clinical
trial (DCT) platforms, geopolitical supply chain vulnerabilities, and the ethical integration of Artificial
Intelligence (Al) into trial processes. By grounding theory in real-world case studies and simulation
workshops, this program delivers immediately actionable insights necessary to build a transparent,
accountable, and highly compliant global outsourcing portfolio.
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The curriculum is engineered to empower professionals to shift from reactive issue resolution to systemic risk
prevention. Key focus areas include mastering vendor due diligence with advanced risk-profiling models,
negotiating robust Service Level Agreements (SLAs) that define Key Risk Indicators (KRIs), and implementing
advanced monitoring strategies like centralized and remote monitoring. Participants will acquire specialized
skills in managing emerging risks such as cybersecurity threats to decentralized clinical trial (DCT) platforms,
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Course Duration

10 days

Course Objectives

Upon completion, participants will be able to:

1. Design and Implement a comprehensive Risk-Based Quality Management (RBQM) framework aligned
with ICH E6(R3).

2. Conduct advanced vendor risk-profiling and due diligence for complex and specialized service providers

3. Define and operationalize Critical-to-Quality (CTQ) factors to focus oversight on elements essential for
patient safety and data integrity.

4. Develop and negotiate robust Service Level Agreements (SLAs) and RACI matrices for unambiguous
delegation of GCP responsibilities.

5. Establish and utilize Key Risk Indicators (KRIs) and Key Performance Indicators (KPIs) for continuous,
data-driven vendor oversight.

6. Formulate effective risk mitigation strategies for common clinical outsourcing vulnerabilities, including
site performance and data quality issues.

7. Implement and manage a hybrid monitoring model for enhanced real-time data surveillance.

8. Identify and manage cybersecurity and data privacy risks associated with third-party data access and
cloud-based systems.

9. Apply advanced Root Cause Analysis (RCA) methodologies to systemic vendor non-compliance and
recurring quality issues.



10. Navigate the legal and contractual risks of global outsourcing, including indemnification and change
order management.

11. Assess and mitigate geopolitical and supply chain risks impacting drug/device delivery and site
operations in global trials.

12. Evaluate the risk-benefit of emerging technologies like AlI/ML and Decentralized Clinical Trials (DCTSs) in
the outsourcing landscape.

13. Create a culture of quality and proactive communication across the sponsor-CRO-vendor ecosystem for
swift issue escalation and resolution.

Target Audience

Clinical Outsourcing/Procurement Managers

Clinical Operations/Trial Managers (Sponsor & CRO)
Quality Assurance (QA) and Compliance Officers
Clinical Risk Managers and RBQM Specialists
Vendor and Supplier Relationship Managers

GCP Auditors and Regulatory Affairs Specialists
Data Management and Biometrics Leads
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Senior Project Managers (Clinical Development)
Course Modules
Module 1: The Evolving Regulatory Imperative for Oversight

e Sponsor responsibility and the shift from "oversight" to "accountability."

Review of recent FDA Warning Letters and EMA findings on inadequate vendor control.

Embedding quality principles into outsourcing strategy.

Navigating diverse regulations

Case Study: Analysis of a sponsor's failure to audit a critical data management vendor, leading to data
lock delays and a Form 483.

Module 2: Establishing the RBQM Framework for Outsourcing

Defining Critical-to-Quality (CTQ) Factors.

Using standard methodologies in a vendor context.

Risk Categorization and Scoring.

Tools and best practices for creating a dynamic, living risk register.

Case Study: FMEA application to a central lab outsourcing scenario to prioritize sample handling and
logistics risks.

Module 3: Advanced Vendor Due Diligence and Selection

e Risk-Based Vetting Models.

¢ Financial and Security Health Check.

Technology and System Audit

Capability and Capacity Assessment.

Case Study: Simulated due diligence failure: A sponsor selects a low-cost vendor without verifying their
eTMF system compliance with Part 11 requirements.

Module 4: Negotiating Contractual Risk and SLAs

e Defining Scope and Deliverables.



RACI Matrix & Delegation of Duties.

SLAs and Service Failure.

Indemnification and Liability Clauses.

Case Study: Contractual dispute over out-of-scope work due to a poorly defined protocol amendment
process in the original MSA.

Module 5: Developing Key Risk and Performance Indicators

Understanding the difference and why KRIs are essential for proactive risk management.

Focusing on leading indicators of quality failure

Establishing Thresholds and Triggers.

Data Aggregation & Visualization.

Case Study: Using an increasing KRI (Site-initiated Protocol Deviations) to trigger an early, targeted
quality audit of a high-risk CRO region.

Module 6: Governance and Strategic Oversight Models

Three-Tier Governance Structure.

Effective Meeting Cadence and Content.

Issue Escalation Pathways.

Sponsor-Side Functional Oversight.

Case Study: The consequences of a lack of executive-level governance, leading to a critical resource

decision being made in a silo.
Module 7: Implementing Risk-Based and Centralized Monitoring

e Centralized Monitoring (CM) Principles.

Statistical Monitoring Techniques.

Transitioning to Remote Monitoring.

Hybrid Monitoring Strategy.

Case Study: An example of centralized monitoring flagging unusually rapid patient enrollment at a
specific CRO site, leading to the discovery of fabricated data.

Module 8: Data Integrity and Cybersecurity Risk Mitigation

The ALCOA-C Standard.

Cloud Hosting and Data Security

Third-Party Access Control.

Ransomware and Data Breach Contingency.

Case Study: A real-life scenario of a vendor-side phishing attack that compromised patient Pll, and the
resulting regulatory reporting obligations.

Module 9: Managing Geopolitical and Supply Chain Risks

e Global Trial Risk Mapping.
Supply Chain Vulnerability Analysis.
Business Continuity Planning.

Dual Sourcing and Contingency Vendors.
Case Study: The impact of a sudden political change or border closure on a pivotal Phase 3 trial's drug
supply chain and patient retention.

Module 10: Addressing Financial and Budgetary Risks



Contract Negotiation for Risk Transfer.

Managing Change Orders.

Financial Health Monitoring.

Total Cost of Ownership.

Case Study: Analyzing a series of minor, cumulative change orders that ultimately doubled the original
CRO budget, highlighting poor initial risk allocation.

Module 11: Root Cause Analysis (RCA) and CAPA Excellence

e Beyond the Symptoms.

e The CAPA Cycle in Outsourcing.

Measuring CAPA Effectiveness.

Shared Responsibility CAPA.

Case Study: RCA of a recurring vendor data validation error that was initially treated with quick fixes but
ultimately traced to a systemic vendor training gap.

Module 12: Decentralized Clinical Trial (DCT) Risk

DCT Model Risk Profiling.

Regulatory Acceptance of DCT Data.

Technology Stack Integration Risk.

Mitigation for Digital Divide/Patient Access.

Case Study: Risk mitigation plan development for a fully decentralized trial, focusing on managing home
nursing vendor compliance and device connectivity failures.

Module 13: Emerging Risks: Al, ML, and Next-Gen Outsourcing

AI/ML in Clinical Trials Risk

RWE and RWD Outsourcing.

Oversight of Platform Vendors.

Adaptive Trial Design Risk.

Case Study: Evaluating the risks and mitigation steps for using an outsourced Generative Al tool for
drafting clinical study reports.

Module 14: Culture, Communication, and Crisis Management

e The Human Element of Risk.

Fostering a "No-Blame" Quality Culture.

Developing a Crisis Communication Plan.

Risk Training and Competency.

Case Study: Simulated crisis management workshop following a critical safety reporting failure by a
newly contracted vendor.

Module 15: Course Synthesis and Advanced Risk Workshop

Scenario-Based Risk Mitigation Workshop.
Developing a Holistic Oversight Plan.

Stakeholder Presentation

e Future-Proofing Outsourcing.

e Final Q&A and Professional Development Roadmap.

Training Methodology



The course employs a highly interactive, practical, and hands-on methodology to ensure immediate skill
transfer and retention:

Interactive Lectures.

In-Depth Case Study Analysis.
Team-Based Workshops.

Risk Simulation and Role-Playing.
Action Planning Sessions.

Register as a group from 3 participants for a Discount

Send us an email: info@fineskilltrainingcenter.com or call +254769199797

Certification

Upon successful completion of this training, participants will be issued with a globally- recognized certificate.
Tailor-Made Course

We also offer tailor-made courses based on your needs.

Key Notes

a. The participant must be conversant with English.

b. Upon completion of training the participant will be issued with an Authorized Training Certificate

c. Course duration is flexible and the contents can be modified to fit any number of days.

d. The course fee includes facilitation training materials, 2 coffee breaks, buffet lunch and A Certificate upon
successful completion of Training.

e. One-year post-training support Consultation and Coaching provided after the course.

f. Payment should be done at least a week before commence of the training, to FINESKILL TRAINING
CENTER account, as indicated in the invoice so as to enable us prepare better for you.

Upcoming Scheduled Sessions

Start Date End Date Location Price

10 Aug 2026 21 Aug 2026 Online $4,000
17 Aug 2026 28 Aug 2026 Online $4,000
24 Aug 2026 04 Sep 2026 Online $4,000

31 Aug 2026 11 Sep 2026 Online $4,000


mailto:info@fineskilltrainingcenter.com

Start Date

07 Sep 2026

14 Sep 2026

21 Sep 2026

28 Sep 2026

End Date Location

18 Sep 2026 Online
25 Sep 2026 Online
02 Oct 2026 Online
09 Oct 2026 Online

Ready to enroll or request a customized program? Book online or contact us:

Register Online Now

Price

$4,000

$4,000

$4,000

$4,000

Email: info@fineskilltrainingcenter.com | Website: www.fineskilltrainingcenter.com
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