Advancing the cause of research

What you need to know about participating in a clinical trial
There are more than 30 different experimental drugs now in development for psoriasis, and many of the pharmaceutical companies involved are recruiting participants for clinical trials. This article will explore what you need to know about clinical trials and the risks and benefits of participating.
What is a clinical trial?

A clinical trial is a research study used to determine whether new drugs or treatments are both safe and effective. “All clinical trials are developed jointly between the pharmaceutical companies and the Food and Drug Administration [FDA],” says Robert Matheson, M.D., a dermatologist who conducts clinical trials at Oregon Medical Research Center in Portland, OR. All clinical trials, Dr. Matheson says, are based on a set of rules called a protocol, which describes who may participate, the schedule of tests, procedures and medications, dosages and length of the study.
Follow the phases

The development of the drug or treatment begins in the laboratory with an idea. For example, somebody might believe that a certain chemical compound would help slow down the accelerated cycle of skin cell growth that is found in psoriasis. Once this idea is developed into an actual product, it is tested in animals. If this stage is successful, the pharmaceutical company provides this data to the FDA and requests approval to begin testing in humans. This first phase of research and development can take years, and very few of the initial “ideas” actually make it to human studies. 
The next step is a Phase I study, where a small group of people tests the new treatment for the first time to determine a safe dosage range and how the treatment is processed by the body. In Phase II, the study treatment is given to a larger group of people to assess effectiveness and to evaluate safety (what the side effects are). 

Phase III involves an even larger number of participants to confirm effectiveness and safety, monitor any side effects and to compare the study treatment with commonly used therapies. “Throughout the study, patient safety is a priority,” says Dr. Matheson. “The last thing a company wants is a problem occurring after the study comes out.”

Protection for participants

The FDA has strict safeguards to protect people who choose to participate in clinical trials. “All clinical trials [in the U.S.] must be approved and monitored by an IRB [institutional review board] not associated with the FDA or the company,” Dr. Matheson says. An IRB is usually made up of physicians, statisticians, community advocates and others to ensure the safety and protection of the study participants.

Before even deciding whether or not to participate, a person will want to learn the key facts about a clinical trial. Informed consent documents will be given to potential participants that include details about the study:

·
Why the research is being done.

·
What the researchers want to accomplish.

·
What will be done during the trial and for how long.

·
Risks involved.

·
Expected benefits.

·
Other available treatments.

“All studies have contingencies for stopping,” Dr. Matheson says. A participant has the right to leave a trial at any time.
Volunteer guidelines

All clinical trials have guidelines about who can get in. Age, type and/or severity of disease, medical history and current medical condition are all considered. “Before joining a clinical trial,” Dr. Matheson says, “you must qualify for the study.” Specific criteria are used to identify appropriate participants and keep them safe, not just to reject people randomly. “With 

psoriasis in particular, we make it a practice of not taking patients who are currently on a successful regimen. We don’t take them off what’s already working,” he says.

When someone inquires about a clinical trial, Dr. Matheson conducts a phone interview as an initial screening. During a follow-up appointment, the informed consent is read and signed, and a subsequent interview and examination of the participant are conducted. “Lab and blood work are done,” he says. “Patients are screened for underlying conditions or diseases and current medications. If all the tests come back and everything is OK, we start day one of the study.” 

A participant’s health is always checked at the beginning of the trial and monitored carefully throughout. The participant is also given specific instructions to follow during the course of the study.

Sometimes study participants are given inactive medication, known as a placebo. In clinical trials, researchers compare the experimental treatment with the placebo to assess the treatment’s effectiveness. Sometimes the experimental group will be given the study treatment, while a control group is given a standard treatment or a placebo for comparison (in the latter case, this is called a “placebo-controlled” study). 

“In some trials, participants won’t know whether they are in the experimental group or control group,” Dr. Matheson says. This is a blind study. When neither the participants nor the study staff know who is being treated with what, this is called a double-blind study. 

Benefits & risks of participating
There are both benefits and risks associated with clinical trials. “Many patients who participate have tried other things that just haven’t worked,” Dr. Matheson says. “This offers them an opportunity to be treated and gain access to new treatments not available to the public.” Additionally, some clinical trials will compensate you for your time as well as reimburse you for expenses incurred by participating.

On the downside, there may be side effects or adverse reactions to medications or treatments. “The treatment may be ineffective or make your condition worse,” says Dr. Matheson. Along with taking lots of time, the protocol may require numerous trips to the study site, hospital stays or complex dosage requirements.

And to become eligible for the study, volunteers often have to discontinue some or all of the treatments they are using. For people with moderate to severe psoriasis, this may result in a bad flare-up of the skin before the study even begins. 
General advice

Before you get involved in a clinical trial, it’s important to ask questions and stay informed. You might want to consider the following:

·
Who is sponsoring the trial?

·
What kinds of therapies, procedures and/or tests will I have during the trial?

·
Will they be painful or uncomfortable? 

·
How long will the study last?

·
Will I be able to take my regular medications during the trial?

·
What medications, procedures or treatments must I avoid while in the study?

·
What will my responsibilities be during the study?

·
Will I be able to find out the results of the trial?

·
What are the risks and benefits, both immediate and long term?

·
Can I remain on this treatment even after the trial is over?

·
Will I have to pay anything to participate?
Ideally, participating in a clinical trial means helping others by contributing to medical research and helping advance the development of better treatments. You can expect to receive excellent care from the physicians during the course of the study. “Research for psoriasis has never been so busy and promising as it is right now,” concludes Dr. Matheson. 

