Finding common &=

ground: Patient

Safety, Quality
Assurance and

Data Integrity

o09gMAY2025

—



Introduction

Data
Integrity

Patient
Safety

Unified
€lor:]

D2 ®



HiStOry

v
\
N

=

4

Harmonization

i\

Ethics

y
N

Foundation

=

TDZ_@




History

| essons Learned
- l

WWII — Informed con

Tuskegee Experiment — Untreated Syphitis'Study

Thalidomine Tragedy

D2 ®



Harmonizatic

.-,
...:l‘
~of%e

I DE Oncology



Ethics

Nuremberg

Belmont
Report

Declaration
of Helsinki

Cornerstones




Mitigation

o \
D2 ®



Our Responsibility.

Fthical Conduct

HONESTY RESPECT FAIRNESS
2%




Our Responsibility

7 & o

KNOW IMPLEMENT ENSURE
2 ®




ACCURACLCY COMPLETE ORIGINAL
2%



Clinical Research Roles and Dynamics
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