


Why Are We Here?

• To discuss:

– What is clinical research?

– Should I participate?– Should I participate?

– What do I need to know before I volunteer?

• To provide resources on IBD-specific clinical 

trial information



What is a clinical trial?

• A medical research study 

– in human volunteers

– with risks and benefits– with risks and benefits

– to potentially improve health

A clinical trial is not the same as standard treatment 

or routine care.



Points to Consider When thinking about 

Clinical Research

• Asking and Answering…

• Scientific questions• Scientific questions

– How does the body work?

– Is a new treatment helpful?

• Ethical questions

– Is the study fair and safe



Why do we need clinical research?

Type of study Goal

Treatment
Test medical interventions, such as experimental 

Treatment
Test medical interventions, such as experimental 
medications

Prevention Find factors that prevent disease

Diagnostic Improve tests to diagnose disease



How do trials work?

Phase 1

• What is a safe 

Phase 2

• How effective 

Phase 3

• Is it better 

Phase 4

• Is it helpful for • What is a safe 
dose?

• How does the 
body work?

• How effective 
is it for 
patients?

• How safe is 
it?

• Is it better 
than standard 
treatment?

• Is it helpful for 
a lot of people 
over the long 
term?



Proposal: Protocol: Procedures:

Getting Started:

How do trials work?

Proposal:

• The Goal

Protocol:

• The Plan

Procedures:

• The Action



How do trials work?
Study Methods:

Randomized Blind Study Placebo

You might not know what drug you are getting.



Informed consent

• Can you participate?

– Eligibility requirements, including inclusion and 

exclusion criteria

• What will you put in?

– Protocol and procedures that you will have 

to go through

• What will you get back?

– Terms of what is provided in exchange for your 

participation



Informed Consent: Your “Bill of Rights”

• The informed consent document is your “bill of 

rights” as a medical volunteer

• Be sure to understand the study’s• Be sure to understand the study’s

– Purpose

– Benefits

– Risks

– Side Effects

• Remember: your participation is voluntary

– You have the right to withdraw at any time



Informed Consent: An Exchange

You… 
• act honestly and responsibly 

They… They… 
• provide good care and information

Informed consent is an ongoing process. ASK QUESTIONS 

before, during and after the trial.



Roles in clinical research

Clinical trials include involvement from:

• Study volunteer

• Principal investigator• Principal investigator

• Clinical research coordinator (CRC)

• Institutional review board (IRB)

• Government regulators



Roles: The Volunteer

As the MOST important players on the research 

team, volunteers are:

• Eligible• Eligible

• Informed

• Responsible



Roles: The Principal Investigator (PI)

The PI is your “Head coach”

• Usually a medical doctor

• Plans and leads the trial• Plans and leads the trial

Note: I can have financial 

incentives for enrolling



Roles: Clinical Research Coordinator (CRC)

The CRC is your “Team manager”

• Research professional

• Handles daily trial activities • Handles daily trial activities 

• Main contact for volunteers and staff



Am I eligible 
to be in the 

study?
Do you 

understand 
what you will 
have to do?

What kinds 
of tests will 
be done? 

have to do?

Do you want to 
talk with your 

family and 
doctor?



Roles: Institutional Review Board (IRB)

The IRB is your “Referee”

• Approves all clinical trials at research institutions 

• Advocates for safe and ethical treatment• Advocates for safe and ethical treatment



What’s On Your Mind?
• Is clinical research safe?

• What are the risks and 

potential side effects?

• Should I participate?

• How can I be more AWARE 

as a volunteer?



Is clinical research safe?

Your safety net:

• Institutional Review Board (IRB)

• Office for Human Research Protections (OHRP)• Office for Human Research Protections (OHRP)

• Food and Drug Administration (FDA)

• Data and Safety Monitoring Board (DSMB)



What Are the Risks?
• Side effects

• Unhelpful treatment

• Inconvenience • Inconvenience 



What Are the Risks?
• What you don’t know CAN hurt you

• Risks are hard to predict

• Get input from your:• Get input from your:

– Study staff

– Doctor

– Family and friends

Your biggest risk: Not being AWARE!



Should I Participate?

• Try new treatments

• Help others with my 

• Getting a placebo

• Risks and side effects

I’m worried about…I want to…

• Help others with my 

condition

• Get free care

• Earn extra money

• Risks and side effects

• Losing access to a 
trial drug

• Unexpected costs



What if I want to know more?

Ask questions about:

• The trial

• Your care

• Personal matters

• Compensation

• Costs

• Research staff



How can I be more AWARE?

• Do your homework

• Take your time

• Use your words• Use your words

• Watch out for red flags



Be AWARE of Your Role

• Know yourself

– Not every trial is right for every person

• Know the study• Know the study

– Be informed on the research plan, and procedures

• Know your rights

– You are a volunteer and can withdraw 

at any time



Specific to Inflammatory 

Bowel Diseases (IBD)



Overview of IBD
• More than 1.4 million Americans are currently living 

with IBD

• Equal incidences of ulcerative colitis and Crohn’s disease

• Peak onset: 15 to 25 years of age

– Second peak incidence: 50 to 65 years of age

• Symptoms, course of disease, and prognosis differ from 

one person to the next



What Are the Potential Causes of IBD?

Genetic
Predisposition

Immune System 
AbnormalitiesPredisposition Abnormalities

Environmental
Factors



Crohn’s Disease vs. Ulcerative Colitis: 

The Differences

• CROHN’S DISEASE
– Patchy, full-thickness inflammation

– Mouth to anus involvement, mostly – Mouth to anus involvement, mostly 

end of small intestine and colon

– Fistulas, abscesses, strictures

– Extraintestinal manifestations

• ULCERATIVE COLITIS
– Continuous, superficial 

inflammation

– Colon and/or rectum

– Extraintestinal manifestations

Indeterminate
Colitis

10%-15%



Comprehensive IBD Management

IBD 

Provide 
emotional 
support Prevent 

cancer

Minimize 
treatment 

toxicity

IBD 
Management 

Goals

Improve 
quality of 

life

Ensure 
adequate 
nutrition

Maintain 
remission

Control 
symptoms

Treat 

complications

Treat 
inflammation



Over-the-Counter Antibiotics

The Traditional  IBD “Medicine Cabinet”

Aminosalicylates Corticosteroids

Immunomodulators Biologics



IBD Clinical Trials

• Trials are appropriate for many different types of people

• Specific requirements vary by trial

• Fewer trials for children and older adults• Fewer trials for children and older adults

• The more people who take part in clinical trials, the faster 

we will find better ways to treat and potentially cure IBD



Common features of IBD studies
• Clinical Trials identify “Endpoints” or goals that the 

medication is meant to achieve

• Common Endpoints for IBD related clinical trials:

– Improvement in formal patient and physician reported symptom – Improvement in formal patient and physician reported symptom 
scores for disease activity and quality of life

– Small bowel or colon healing 

• Often measured by endoscopy

– Reduction in need for other medication 

• Long term corticosteroid use reduction

– Improvement in blood or stool markers of inflammation



Special considerations of IBD studies

• Pediatric clinical trials require parental consent

• Financial considerations:

– Clinical trials will often cover the medication under investigation 
and any measures (i.e. lab work, clinic visits, etc.) that are relevant and any measures (i.e. lab work, clinic visits, etc.) that are relevant 
to the endpoint being investigated

– Other treatments or treatments considered “standard of care” may 
not be covered by the clinical trial 

• Some clinical trials will provide continued medication for 

patients who respond after the specified trial endpoint

– Specific to each trial



What is coming down the pipeline in 

IBD clinical trials?IBD clinical trials?



Overview of studies going on for 

Crohn’s disease

• As of September 2013, over 70 clinical trials currently 

enrolling patients for Crohn’s disease in the United States

• Phase I and II:• Phase I and II:

– New therapeutic treatments, such as several new biologics and 
existing medications with indications for other diseases

– Diagnostic studies, such as evaluation of devices

– Nutrition studies, such as vitamin supplementation

– Alternative therapies, such as fecal biotherapy

• Phase III:

– New therapeutic treatments, such as new biologics and existing 
medications with indications for other diseases



Overview of studies going on for 

ulcerative colitis
• As of September 2013, over 50 clinical trials currently 

enrolling patients for ulcerative colitis in the United States

• Phase I and II:• Phase I and II:
– New therapeutic treatments, such as aminosalicylates, 

immunomodulators, biologics, and existing medications with 
indications for other diseases

– Alternative therapies, such as behavioral courses

• Phase III:
– New therapeutic treatments for mild-to-moderate UC and 

moderate-to-severe UC

– Novel care, such as telemedicine



What’s Next?
• Comparative effectiveness comes to IBD

– Head to head comparison of management strategies

• Renewed interest in diet

– Observational and interventional studies on the horizon

• Technology will allow us to identify new therapeutic 

targets

– Omics revolution–study of genes, proteins, metabolites, etc.



How Can You Get Involved

• Participate in research

– Clinical trials

• Support the CCFA research mission

– Participate in Take Steps– Participate in Take Steps

– Participate in Team Challenge

– Advocate for IBD research funding



IBD Clinical Trial and Other Resources

• CCFA Resources on Clinical Trials:

– Online Registry: www.ccfa.org/research/participate-in-
research/find-studies-and-clinical-trials

– Overview: http://www.ccfa.org/resources/clinical-trials-101.html– Overview: http://www.ccfa.org/resources/clinical-trials-101.html
– Glossary: http://www.ccfa.org/resources/clinical-trials-glossary.html

• ClinicalTrials.Gov: www.clinicaltrials.gov

• CCFA Partners: www.ccfapartners.org



Now You Are Aware

•Safe research is all about asking questions

•Learn more at www.ciscrp.org or •Learn more at www.ciscrp.org or 

ww.ccfa.org/research/participate-in-research/



Patient Testimonial



Question and Answer Session


