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What Is a Clinical Trial?

A clinical trial is a research study involving human volunteers.

Clinical trials help answer questions about safety, effectiveness, prevention,
detection, and management of disease.



Why Clinical Trials Matter

Discover better treatments
Improve safety

Prevent disease

Detect iliness earlier
Improve quality of life

Support evidence-based healthcare



Main Types of Clinical Trials
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Prevention Trials

« Study ways to stop illness before it starts
« May involve vaccines, supplements, medicines, or lifestyle changes

« Example: Vaccine studies to reduce cancer risk



Screening and Diagnostic Trials

« Screening trials test methods to detect disease early
» Diagnostic trials improve disease identification and staging

« Examples include blood tests, imaging, and genetic testing



Quality of Life & Observational Studies

* Quality of life trials focus on comfort and daily living
» Observational studies track health outcomes without experimental treatment

« Common areas: pain, fatigue, sleep, symptoms, and long-term outcomes



Treatment Trials

» Test new ways to treat disease

« Study medicines, surgery, radiation,
devices, and lifestyle treatments

« Example: Testing whether a new cancer
drug works better than standard treatment




Clinical Trial Phases

Phase 1 Is it safe?

Phase 2 Does it show promise?

Phase 3 s it better than current treatment?

Phase 4 What do we learn after approval?




Phase 1 Cancer Trials

» Focus on safety, dose levels, and side effects
« Small number of participants

« Determine best way to deliver treatment
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Phase 2 Cancer Trials

Evaluate whether treatment Measure tumor shrinkage
shows signs of working and symptom improvement

Help determine whether
larger studies should
continue
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Phase 3 Cancer Trials

Compare new
treatment to
standard treatment

Often involve
many hospitals
and participants

Measure survival,
progression, side
effects, and quality
of life
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Randomized Controlled Trials (RCTs)

 Participants are randomly assigned to groups
« May compare new treatment, standard treatment, or placebo

« Randomization helps ensure fair comparisons
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Umbrella Trials

Umbrella trials test multiple targeted treatments within a single disease type.

Patients are assigned treatments based on specific biomarkers or genetic mutations.

This design supports personalized medicine approaches.

Example: Different targeted therapies tested in lung cancer patients with different
mutations.
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Phase 4 Cancer Trials

Conducted after
treatment
approval

Monitor long-
term safety and
real-world
effectiveness

|dentify rare
side effects and
best-use
practices

J
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Cancer Trial Outcomes

Tumor response

Progression-free survival

Overall survival

Quality of life

Side effects and risks
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Follow-Up Trials

Follow-up trials monitor participants after treatment or intervention.

i

Researchers study long-term effects, survival, recurrence, and delayed
side effects.

These trials help determine how durable and safe a treatment remains
over time.

Example: Tracking cancer survivors for several years after immunotherapy.
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Longitudinal and Registry Studies

Longitudinal studies Registry studies collect
v@: follow the same O health information from
= participants over a long 0 ° large groups with shared

period of time. conditions or treatments.

Example: A national

Researchers analyze : :
‘ cancer registry tracking
ﬂ E)ar;tte_[gfr,r]c#écr:%rges, and m treatment outcomes
J ' across hospitals.
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Why Cancer Trials May Look Different

Cancer has
many subtypes
and genetic

differences

Treatments may
be personalized

J

Patients may
have prior
treatment

history

Benefits and
risks vary
between

individuals
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Biomarker-Driven Cancer Trials

« Biomarkers include gene mutations, proteins, or lab findings
 Trials may target patients with specific tumor features

» Supports personalized medicine approaches
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Final Takeaway

Phase 1: Safety

Phase 2: Early effectiveness

Phase 3: Comparison to current care

Phase 4: Long-term learning

Cancer trials transform research into better patient care
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Thank you !

Happy to take questions ! The James

THE OHIO STATE UNIVERSITY
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