
A Guide for Families: 
Understanding Mental 
Health Clinical Trials 

Purpose of This Guide 
If someone you care about is participating in a clinical trial for a mental health treatment, you 
probably have questions and concerns. This guide explains what clinical trials are, what to 
expect, and how you can best support your loved one. 

What Is a Clinical Trial? 
A clinical trial is a research study that tests whether new treatments are safe and effective. 
Before any medication can be approved by the FDA, it must go through several phases of 
testing with real people who volunteer to participate. 

Why Do People Join Mental Health Clinical Trials? 
People participate for different reasons: 

●​ Current treatments aren't working well enough 
●​ They want to try something new that might help 
●​ They want to contribute to research that could help others 
●​ They may receive closer medical monitoring than usual 
●​ Volunteers receive payment for their participation and related expenses. 

What Happens During a Trial? 

Before Starting 

●​ Screening: Doctors check if your loved one is eligible to participate in the study. 
●​ Informed Consent: It clearly explains what will happen during the clinical trial and helps 

the person decide if joining the trial is right for them. Signing the Informed Consent does 
not mean that you must stay in the study - it just provides the information and your rights 
as a participant in the study. 

●​ Baseline Testing: Doctors measure current symptoms and health. 

During the Trial 

●​ Regular Visits: Usually more frequent than regular doctor visits 
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●​ Medication or Treatment: May receive the study drug or a placebo (inactive pill) 
●​ Monitoring: Doctors carefully track symptoms, side effects, and overall health 
●​ Assessments: Regular questionnaires and evaluations - Your loved one’s honest 

feedback helps doctors and researchers know if the study drug really works.  

Important Facts 

●​ Your loved one can leave the study at any time. 
●​ They will continue to receive their regular mental health care 
●​ All medical care related to the study is typically provided at no cost and the volunteer 

may be paid for their time and expenses related to the study (transportation, childcare, 
etc.). 

Types of Mental Health Trials 

Phase 1 Trials 

●​ Testing safety and dosage of the study drug, 
●​ Usually involves 20-100 health people, 
●​ Focus is on understanding any potential side effects. 

Phase 2 Trials 

●​ Testing if the study drug works and refining the optimal dosage. 
●​ Usually involves 100-300 people who have the disease or condition being studied. 
●​ Comparing the study drug to existing treatments or a placebo (more on placebos below). 

Phase 3 Trials 

●​ Phase 3 trials come after a treatment has successfully passed Phase 1 and 2 trials, 
demonstrating initial safety and effectiveness in smaller groups. 

●​ Tests effectiveness of the study drug in larger groups 
●​ Usually involve 1,000-3,000 people who have the disease or condition being studied. 
●​ Often compared to standard treatments or different dosages of the study drug. 

What About Placebos? 
Some trials use placebos - pills that look like the real medication but contain no active 
ingredients. This helps researchers understand if improvements are due to the medication or 
other factors. The staff does not know if your loved one is getting the study drug or the placebo, 
so the volunteer’s honest feedback is important and helps doctors and researchers know if the 
medicine really works. 

Important: If your loved one is in a placebo-controlled trial, they will still receive standard mental 
health care. They won't be left without treatment. 
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Possible Benefits of Participating in a Clinical Research 
Study 

●​ Access to the latest treatments before they're available to the public; 
●​ Close monitoring by medical experts; 
●​ Detailed health assessments; 
●​ Contributing to important research; 
●​ Sometimes improved symptoms; 
●​ All medical care related to the study is typically provided at no cost and the volunteer 

may be paid for their time and expenses related to the study (transportation, childcare, 
etc.). 

Possible Risks 
●​ Unknown side effects from new treatments; 
●​ The treatment might not work; 
●​ More frequent medical visits and tests; 
●​ Possible discomfort from procedures; 
●​ It’s possible that the study drug won’t work as well as other medications. 

How to Support Your Loved One 

Be Informed 

●​ Ask to attend appointments when possible. 
●​ Keep notes about symptoms and side effects. 
●​ Understand the trial timeline and what to expect. 

Communicate Openly 

●​ Ask how your loved one is feeling regularly. 
●​ Listen without judgment. 
●​ Share your observations about changes in mood or behavior with the study staff. 

Stay Organized 

●​ Help track appointments and medications. 
●​ Keep important phone numbers handy. 
●​ Maintain a symptom diary if possible. 

Advocate When Needed 

●​ Speak up if you notice any changes. 
●​ Ask questions during medical visits. 
●​ Support your loved one’s right to leave the trial if they want to. 
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Red Flags: When to Be Concerned 
Contact the research team immediately if you notice: 

●​ Severe mood changes or increased thoughts of self-harm; 
●​ Serious physical side effects; 
●​ Your loved one wants to stop taking the medication but feels pressured to continue; 
●​ Any medical emergency. 

Questions to Ask the Research Team 

About the Study 

●​ What is this treatment supposed to do? 
●​ How long will the study last? 
●​ What are the most common side effects? 
●​ What happens if my loved one needs to stop the study? 

About Safety 

●​ Who can we contact 24/7 if there's a problem? 
●​ What medical care is provided as part of the study? 
●​ How will you monitor for side effects? 

About Results 

●​ When will we know if the treatment is working? 
●​ Will we find out if my loved one received the real treatment or placebo? 
●​ What happens when the study ends? 

Your Rights as a Family Member 
●​ You have the right to information (with your loved one's permission). 
●​ You can attend medical appointments if your loved one agrees. 
●​ You can ask questions and voice concerns. 
●​ You can support your loved one's decision to stay in or leave the study. 

Financial Considerations 
●​ Study-related medical care is typically free 
●​ Transportation costs may or may not be covered 
●​ Ask about any compensation for participation. 
●​ Check how study payment may affect insurance and benefits (SNAP, etc.) coverage. 
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After the Trial Ends 
●​ Your loved one may be given continued access to the treatment, if they want it. 
●​ They'll return to their regular mental health care provider and treatment. 
●​ Results may not be available immediately. 
●​ The research team should provide information about next steps. 

Remember 
●​ Clinical trials are carefully designed to be as safe as possible. 
●​ Your loved one made this decision because they hope it will help. 
●​ The research team’s job is to collect true and accurate information, whether that means 

the study drug is working or not. 
●​ Your support and understanding make a real difference. 

Getting Help 
If you have questions or concerns: 

●​ Contact the research team first. 
●​ Reach out to your loved one's regular mental health provider. 
●​ Consider contacting a patient advocate at the research facility. 

Resources 
●​ ClinicalTrials.gov: Official database of clinical trials 
●​ National Institute of Mental Health: Information about mental health research 
●​ Local mental health advocacy organizations 

 

This guide provides general information about mental health clinical trials. Always consult with 
the specific research team and healthcare providers for information about your loved one's 
particular situation. 
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