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Objectives

Discuss common 
misconceptions 

about clinical 
trials

Understand how 
clinical trials are 

designed

Know who can 
participate in 
clinical trials

Assess the risks 
and benefits of 
clinical trials

Know how to 
find a clinical 

trial
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Some patients perceive clinical trials as “experiments”

• In reality, clinical trials typically build on existing standards of care to improve 
outcomes or diminish adverse side effects

• Clinical trials are a component of high-quality care and patients who enroll in 
clinical trials are treated well.

• A survey about public attitudes and cancer clinical trials found that 90% of 
individuals who participated in a clinical trial reported they were treated with 
dignity and respect and would recommend participation in clinical trials to 
others. 

Common Misconceptions About 
Clinical Trials

Common Misconceptions About 
Clinical Trials

“Clinical trials are only for patients who have run out of other treatment options”

• Clinical trials are not only a “last resort” option. 

• Clinical trials are frequently offered to patients as a first-line treatment. 

• For patients who are not able or willing to participate in treatment trials, 
there are also trials related to symptoms management and quality of life. 
These trials are indispensable to advancing our knowledge about 
treatment effects. 
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“I may receive a placebo rather than treatment.”

• Randomization is a common component of clinical trials but patients with active 
disease will never receive an option that is considered inferior to standard 
treatment.

• Typically, clinical trials compare standard treatment to a new agent.

• Sometimes both arms of the clinical trial will include the standard treatment, and 
the investigational arm will also include the investigational agent (in addition to, 
rather than in lieu of, standard treatment).   

Common Misconceptions About 
Clinical Trials

Clinical Trials Provide A 
High-quality Option For Care

 National Comprehensive Cancer Network (NCCN) Clinical Practice 
Guidelines in Oncology:

“…the best management of any cancer patient is in a clinical trial.” 

 Institute of Medicine: “…therapies offered through Cancer Clinical 
Trials should ideally be considered the preferred treatment choice for 
physicians and patients, if they are available.” 

Expert panels state that clinical trials provide a high-quality treatment 
option for cancer patients at all stages of the disease continuum
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Phases Of Clinical Trials

What are We Looking for?  (Outcomes)

 Non-inferiority to standard-of-care treatments 
with fewer harms

 Delayed progression of disease

 Disease-specific survival

 Overall survival 

7

8



5/9/2025

5

Who Can Participate? (Prostate cancer)

 Eligibility depends on:
 Stage of prostate cancer 

 (localized, metastatic, etc.).

 Prior treatments received.
 Overall health and age.

 Examples: Trials for newly diagnosed men, those with rising PSA after 
surgery, or metastatic castrate-resistant prostate cancer (mCRPC).

 Consult with a doctor to find suitable trials.
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How is the Safety of Clinical Trial Patients Assured?

 Trial design is rigorously vetted 
by institutional review board 
(IRB)

 Potential harms are defined and 
strictly monitored (adverse 
events)

Design Elements for a Clinical Trial

To determine the number of patients needed in each arm of a clinical trial comparing the 
standard of care (SOC) for prostate cancer (with an average overall survival of 60 months) 
versus SOC plus a new drug, with the goal of detecting at least a 12-month difference in 
overall survival at 95% confidence and 80% power, we need to perform a sample size 
calculation for a survival analysis.

You need approximately 661 patients per arm (SOC and SOC + new drug), totaling 1,322 
patients, to detect a 12-month difference in median overall survival (60 vs. 72 months) with 
95% confidence (α=0.05\alpha = 0.05α=0.05) and 80% power, assuming a 24-month accrual, 
36-month follow-up, and 10% dropout rate. Use statistical software (e.g., R, PASS) to refine 
based on specific trial constraints.
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If a Trial is Not 
Demonstrating 
a Benefit, or if 

Patients are 
Experiencing 
More AE than 

Expected:

The trial may be 
terminated early

Patients are free to stop 
participating at any 
time for any reason
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Current Treatments vs Clinical Trials

Standard Treatments:
 Surgery (prostatectomy)
 Radiation therapy (external beam, brachytherapy, etc)
 Hormone therapy: androgen deprivation (ADT)
 Chemotherapy (Docetaxel)

Clinical Trials:
 Changes in surgical techniques
 Test new drugs (e.g., PARP inhibitors, AR inhibitors)
 Combination therapies (e.g. XRT + ADT + chemo)
 Focus on personalized medicine (biomarkers and/or 
genetic testing)

Example:  Primary Radiation Therapy for 
Prostate Cancer

 Traditional Therapy:
 IMRT / IGRT: 40 treatments over 8 weeks

 New Treatment Regimes:
 Ultra hypofractionation: 7 treatments over 2.5 weeks

 Result:  Non-inferior (e.g. Hypo-RT-PC trial)
 Use of adjuvant ADT (how long?) 6 months (e.g. NRG Oncology / 
RTOG 0815)

 Result:  Improved biochemical control and metastatic-free 
survival but did not improve overall survival
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Example:  Primary Radiation Therapy for 
Prostate Cancer

 Traditional Therapy:
 IMRT / IGRT: 40 treatments over 8 weeks

 New Treatment Regimes:
 Ultra hypofractionation: 7 treatments over 2.5 weeks

 Result:  Non-inferior (e.g. Hypo-RT-PC trial)
 Use of adjuvant ADT (how long?) 6 months (e.g. NRG Oncology / 
RTOG 0815)

 Result:  Improved biochemical control and metastatic-free 
survival but did not improve overall survival

What Happens When a Clinical Trial Shows a Benefit

 FDA approval for a specific indication

 Incorporation into treatment guidelines 
(e.g. NCCN, AUA)

 Acceptance by insurers

 New treatment approach, drug becomes 
part of the new standard-of-care
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How To Learn Which Clinical Trial May Be 
Appropriate For You

• Talk with your urologist, medical oncologist or other healthcare 
provider about the options for participating in a clinical trial.

• Visit clinicaltrials.gov and search for trials near your location related 
to your condition.
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Aranote Trial

Current Trials
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Current UCNT Prostate Cancer Trials

• Newly diagnosed:
• RALP/PLND planned, high-risk or very high-risk PCA 

• Metastatic at the time of diagnosis

• Biochemical recurrence 

• Recurrent - metastatic

• Metastatic castrate-resistant 

These are “inflection points” – changes in the disease state

Urologyclinics.com
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Current Clinical Trial: Omaha-004 (MK-5684-004)

https://clinicaltrials.gov/study/NCT06136650?term=Prostate%20Cancer&titles=MK-5684&rank=8#participation-
criteria

CURRENT TRIAL: (clarify) PSMA-PET CT in Participants With High-risk 
Prostate Cancer Prior to Radical Prostatectomy

• CU-64 Imaging agent has two sites for PSMA binding

• Possible increased sensitivity for metastatic disease

• Scans to be done prior to surgery with comparison to surgical pathology to 
evaluate accuracy

https://clinicaltrials.gov/study/NCT06056830?cond=prostate%20cancer&titles=clarify&rank=1
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Grok.com Search

Provides an overview.  The 
list is not complete.

Grok ultimately 
recommended checking 
clinicaltrials.gov

To be eligible for Right to Try, a patient must meet the following conditions:

• Be diagnosed with a life-threatening disease or condition;

• Have exhausted approved treatment options;

• Be unable to participate in a clinical trial involving the eligible investigational 
drug, as certified by a doctor, who is in good standing with her licensing 
organization and will not be compensated directly by the manufacturer for so 
certifying; and

• Give written informed consent regarding the risks associated with taking the 
investigational treatment.

Right To Try: Senate Bill 204 (2017)
Who Qualifies for Right to Try?
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Video

QUESTIONS ??
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