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Clinical Trials Terminology:  CenterWatch has a very useful glossary of clinical trials terminology that can be located at www.centerwatch.com.  Choose the “About Clinical Research” kiosk and then click on the Glossary of Clinical Research Terms.

Important Elements to Informed Consent:

1. The investigator(s) name and contact information.

2. 
Study description – this should include a description of the medical problem that is being studied, the types of participants that will be included in the research, the drug/device that is used in the study (if applicable) and the total number of participants in the study. 

3. 
Study procedures – there should be a detailed description of how many visits will be involved in the study, the procedures that will be completed at each visit, and the information that will be collected at each visit. 

4.
 Investigational procedures – the consent form should indicate whether or not the FDA has approved the drug/device used in the study. It should also indicate if the drug/device has been approved for the intended purpose of the study. Keep in mind that drugs/devices can be FDA approved for one medical condition, but may be studied for other medical conditions in clinical trials.

5. Risks – the consent form should clearly indicate the potential risks of a drug/device used in the research study. This includes any risks to an embryo, fetus, or breast-fed infant. Risks related to other study procedures such as blood work, x-rays, etc. should also be included in the consent form. 

6. Benefits – the potential benefits of participation in the research study should be outlined in the consent form. This includes benefits for the participant, as well as others with the same medical condition.

7. Contact information – the consent form should indicate who should be contacted in case of a problem. It will also indicate whom to contact if you have questions regarding your rights during the study. 

8. Costs – the consent form should clearly outline which procedures will be provided at no costs to the participant and which procedures will be the financial responsibility of the participant. It should also indicate if there is any compensation for participation. If there is any compensation for injury as a direct result of study participation, this should also be indicated in the consent form. 

9. Alternative procedures/treatments – the consent form will also list alternative treatments/procedures for your medical condition if you decide not to participate in the research study. 

10. New findings – the consent form should explain how any new findings related to the research would be shared with participants.

11. Confidentiality – the consent form should explain how confidential records would be maintained.

12. Voluntary participation – the consent form should include a statement that indicates that your participation in the research study is voluntary and you may discontinue your participation at any time. There will be no penalty or loss of benefits to which you were otherwise entitled to if you choose not to participate or discontinue your participation in the study.

13. Termination of participation – the consent form should indicate the circumstances in which the investigator and/or sponsor can terminate your participation in the study. 

14. Withdrawal from the study – indicates what procedures should be completed if you wish to withdraw from the study.

15. Legal rights – the consent should include a statement that you maintain your legal rights during your participation in the study. 

16. Documentation of consent – there should be a place for you to sign the consent form as well as the person obtaining the consent. 

What are my responsibilities as a participant in a clinical trial?
1. Remember that participation is always voluntary.

2. Ask questions!

3. Inform the research personnel of any problems you may be having as soon as possible, even if you do not think they are related to the study drug/device. This also includes any planned or scheduled surgeries or procedures.

4. Attend all of your scheduled appointments. Inform the study center as soon as possible if you are planning a trip or a vacation and may need to miss a study visit. 

5. If you wish to withdraw from a study, notify the study center. Often times a final study visit may be requested. Study medications and/or related materials need to be returned to the study center. Final study procedures may need to be completed for your safety. 

Why is a placebo used in many trials?
Placebo controlled trials are important because they help to establish the true benefit of a study medication. When only active drug is used, it is easy to draw a conclusion that any improvement in the medical condition being studied can be attributed to the study medication. However, when subjects who are receiving placebo demonstrate the same types of improvement as those receiving active medication, the assumption can no longer be made that the study drug is responsible for the improvement. 
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