
Patients’ Questions Regarding Clinical Trials
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1. What is a clinical trial?
. A clinical trial is research that tests new treatments (whether drugs or devices) on people to evaluate their effects. Per the FDA, clinical trials are voluntary research studies conducted in people and designed to answer specific questions about the safety or effectiveness of drugs, vaccines, other therapies, or new ways of using existing treatments
. You can find educational materials in different languages:
. Spanish: www.ciscrp.org/encontrartratamientosjuntos 
. Additional languages: www.medlineplus.gov/languages/clinicaltrials.html 
2. How do I find clinical trials that might suit me?  
. One of the best sources for finding clinical trials is www.clinicaltrials.gov 
. Using the search features in the above-linked site, you can narrow down trials by phases, cancer types, location of study, etc
. [bookmark: _Int_v2z5jNSj]Advocacy organizations for your type of cancer often have excellent resources to help you find and navigate clinical trial options
. Talk to your provider about your interests in clinical trials. The team can help locate a trial that will benefit you. It is never too early to have this conversation with your local doctor
3. Can the study-related tasks be done near my home? 
. This depends. Some study-related tasks are typically carried out at the study site to ensure your safety, but depending on the specific study, some tasks may be done locally or remotely. This is study-specific and should be confirmed if distance is an issue before enrolling
4. Will I still be under the care of my current oncologist?
. [bookmark: _Int_CZge2SmG]In most cases, you will be under the care of the oncology doctor conducting the trial. The study team will regularly communicate with your local oncologist during your trial participation. Once you are no longer receiving treatment on the clinical trial, you can go back to see your local oncology doctor
5. What are the costs of participating in a clinical trial? 
. Most insurance carriers cover participating in a clinical trial for all standard of care required for the study. If the study has protocol-specific requirements, those are usually paid for by the study sponsor. You are responsible for out-of-pocket costs for participating in a clinical trial. These costs may include co-payments for office visits, deductibles, and travel expenses to the site unless otherwise provided by the study. See the consent for your specific study for additional details
. The National Cancer Institute provides a helpful breakdown of clinical trial costs: www.cancer.gov/research/participate/clinical-trials/paying 
6. Can assistance help me pay for the trial expenses, such as lodging, gas, food, etc?
. Your patient navigator, social worker, or nurse navigator may be able to help find and expedite established resources
. Reaching out to the site where the clinical trial is offered is always best practice
. Many national/local resources exist; here are a few examples:
. www.lazarex.org
. www.joeshouse.org
. www.corpangelnetwork.org
. www.lifelinepilots.org
. www.palservices.org
. www.mercymedical.org
. www.cancer.org/support-programs-and-services/patient-lodging/hope-lodge.html
7. Why are clinical trials necessary in oncology? 
. Clinical trials help to move cancer care forward. Trials allow new drugs to be tested and hopefully proven for advancement in treatment
. They give patients access to advanced treatments that may or may not be more effective and/or less toxic than the current standard of care
8. Who can participate in a clinical trial? 
. Everyone can participate, but the eligibility criteria for each trial are different. They include factors such as age and sex, the type and stage of disease, whether you have had certain treatments, and whether you have other health problems
. Speak with your medical team to understand the requirements
9. What are the risks and benefits of enrolling in a trial? 
. Risks are associated with any medical treatment, and specific risks are associated with new therapies still undergoing evaluation for safety and efficacy. Always refer to your informed consent, which provides all the details regarding risks related to your trial
. There are also benefits to receiving any medical treatment, and participating in a clinical trial may provide access to modern treatment methods that may be more effective, with lower toxicity, than the currently accepted standard of care. Clinical trials also offer enhanced observation from the medical team
. Additional information regarding risks and benefits: www.nhlbi.nih.gov/research/clinical-trials/safety-benefits-risks
10. How is my safety ensured on a clinical trial? 
. The safety of a clinical trial participant is of the utmost importance in participating. There are many ways of protection, including the informed consent process, continuous monitoring by the study staff, oversight by safety and monitoring boards, and government regulations and oversight by the FDA and Office for Human Research Protections
. More information: www.cancer.gov/research/participate/clinical-trials/safety
11. What happens if I experience side effects while on the trial?
. While side effects can happen while on an investigational drug study, it is very important that you inform the study team, clinical trial coordinator, or any other member of the research team of any side effects you may be experiencing, no matter how minor or insignificant you may think they are
. Depending on the severity of the side effect, you may need to come off the drug, permanently or temporarily; you may be kept on the drug but at a lower dose
. You may be given additional therapies to help you manage side effects
12. What are the different phases of clinical trials? 
. Phase 1 trials: Researchers test a drug or treatment in a small group of people (20-80) for the first time. The purpose is to study the drug or treatment to learn about safety and identify side effects
. Phase 2 trials: The new drug or treatment is given to a larger group of people (100-300) to determine its effectiveness and to study its safety further
. Phase 3 trials: The new drug or treatment is given to large groups of people (1000-3000) to confirm its effectiveness, monitor side effects, compare it with standard or similar treatments, and collect information that will allow it to be used safely
. Phase 4 trials: After a drug or treatment is approved by the FDA and made available to the public, researchers track its safety in the general population, seeking more information about its benefits and optimal use
. More information: www.nih.gov/health-information/nih-clinical-research-trials-you/basics 

13. What is randomization? Will I know what treatment I am getting on a clinical trial? 
. Randomization assigns participants to treatment and control groups if each participant has an equal chance of being assigned to any group
. You may not know which treatment you are receiving on your specific trial, a method used to prevent bias (make it fair) within the study
. More information regarding randomization as applied to oncology clinical trials: www.youtube.com/watch?v=e-RH60crR644 (1 min, 32-sec video) 
. Further explanation of randomization: www.youtube.com/watch?v=MmpF1zxfQZ8 (7 min, 25-sec video)

14. Will I get treatment or a placebo? 
. If a treatment is available for your cancer, you will receive treatment. If a placebo is used in an oncology clinical trial, it’s typically used in addition to the standard of care, not in place of the standard of care
. Some trials use placebos to prevent bias (make it fair) within the study. Patients will be made aware if their study includes placebos, but they won’t know if they are receiving a placebo or not
15. What is the reason for the different treatment arms? 
. The reason for the different treatment arms is to compare treatments. 
. This could be a new drug compared to standard of care
. It could be standard of care plus a new drug compared to standard of care treatment
. If there is no standard of care treatment for cancer, it could also compare a new drug to a placebo
16. What is the time commitment to participating in a trial?
. Trials can last from days to years, depending on the type being conducted. Typically, for drug trials, a patient will continue on the drug until it is no longer working
. But even after you come off a trial, you may have long-term follow-up that could last for years. While those follow-up appointments can be a burden, they also provide for close monitoring by your medical team
17. Can I leave the trial once I have started? 
. Participation in a clinical trial is voluntary. You can withdraw your participation at any time. You are not obligated to give a reason for withdrawing your consent to the study team
. Leaving a trial will in no way affect your further treatment. You may need to be monitored for side effects for a short time if participating in a drug clinical trial. This will ensure your safety coming off a study drug
18. Who will explain and obtain the informed consent (IC)? 
. Your provider will discuss and educate patients about the risks, benefits, and alternatives for the treatment
. You are encouraged to read the IC document in advance to have questions ready during the IC process
. You will be provided the consent form in your native language
19.  What is molecular testing/profiling? 
. Molecular testing/profiling looks specifically at their genes and DNA makeup
. In cancer, molecular testing will help to identify disease, assess prognosis, and predict treatment response
20.  Is chemotherapy the same as immunotherapy or targeted therapies? 
. Both are effective in fighting cancer but work in different ways
. Chemotherapy acts directly on the cancer cells, stopping the cells from replicating or reproducing
. Immunotherapy works with your immune system, boosting it to fight and destroy cancer cells
. Targeted therapies, as the name implies, are designed to target the proteins or genetic mutations specific to an individual patient’s cancer cells
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