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Demystifying the Clinical Trial



Phase I : Is it safe? 

Phase II : Does it work?

Phase III : Does it work better?

Phase IV: Are there long term side effects? 

Phases of a Clinical Trial



Applied clinicaltrials.com



• The Guinea Pig

• The Placebo

• Cost of Care

• The Last Ditch Treatment



Who Conducts a Clinical trial?

• Primary Investigator (usually a MD)
• The research team:  Doctors, Nurses and other health 

care clinicians, Research Study Assistants 
• Clinical studies can be sponsored, or funded by 

various individuals/companies or organizations.



Finding a Clinical Trial

Clinical Trials.gov





ECD Global Alliance website





Steps of a Clinical Trial

• Discussion about Clinical Trial
• Eligibility and Screening
• Informed Consent
• Registration
• Testing
• Follow up



Steps of a clinical trial
• Discussion about trial as option 
• Confirm eligibility

– Trials may have specific pathologic criteria (i.e.- BRAF 
mutation) 

– Lab values need to be within specific parameters
– Past treatments may affect eligibility
– Certain medications  may exclude 
– Performance status “KPS”

• Informed consent
– Informed Consent is a process



The Informed Consent Process

Informed 
Consent Form 

& 
Research 

Authorization

Discussion
Ongoing 

Information



Steps of a Clinical trial- Testing and Follow-Up

• Patient has the right to stop participation at any time 
and NOT affect ongoing care

• Study may include keeping side effect logs or pill 
diaries, extra blood tests “PK”s,  imaging, or other 
safety measures(EKGs, eye exams)

• May include long term follow-up after completing 
treatment



Who pays?
Before enrolling talk to your insurance company and sponsor of the trial.

For more information about cost:  www.cancer.gov

Sponsor coverage
• Investigational agent: the drug or equipment
• Research tests required by    protocol
• Additional testing required by protocol

Patient responsibility /Insurance   
• Doctor visits
• Lab tests
• Established treatment for ECD
• X-rays, MRIs and other imaging tests



Is a Clinical Trial Right for Me??

Advantages
• Access to best care possible
• Receiving treatments before 

widely available
• Close monitoring
• Chance to play an active role in 

healthcare and research 
• Helping future generations

Disadvantages
• Unknown risks and side effects
• Unknown benefit
• Frequent tests and visits





Summary:
Don’t be Afraid to Ask questions!
Many of the Answers will be found in the Consent

How does the drug work?
How often do I have to come to the    

hospital/clinic?
How long will the study last?
What expenses will I incur?
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