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Objective:  
You will evaluate and analyze several sample clinical trials.  For each sample trial, you will need to determine what scientific question is being asked and develop a hypothesis related to the question. You will need to design how the research for one trial could be conducted.  You will also need to decide if you qualify and would be willing to participate in the sample clinical trials. 
Procedure:

Look at the following sample clinical research trials.
Sample Trial One:

Think You Might Have Dental Cavities? 

RESEARCH PARTICIPANTS NEEDED 

Center for Inflammatory Disorders 

‐and‐ 

Center for Oral and Systemic Diseases 

Male and female subjects with cavities are needed for a clinical research study. This study will assess the effect of gum chewing on dental health. Eligible subjects will receive certain treatments at reduced fees or no charge. 

For information please call or e‐mail the Center for Inflammatory Processes. 

Sample Trial Two:


Lung Study

Do you live with somebody who smokes? 

The Center of Environmental Medicine is looking for individuals for a clinical research study. 

You will be reimbursed for completion of the study. 

If you participate, you will have a breathing test, receive breathing treatments, and learn more about your lungs. 

Sample Trial Three:


Study of Sports Drinks vs. Water for Athletes 

Sports Water Bottling Co. is looking for males and females 6‐15 years of age that spend 8 hours or more per week participating in sports to participate in a clinical research study. 

The sports drink company will be testing students’ hydration levels while exercising. Participants must be able to endure an hour of prolonged exercise after drinking 12 oz of fluid. Participants will receive free Sports Water. 

Part A: Discuss the following questions with your group and write your answers.

1. How are these three sample trials alike?
__________________________________________________________________

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
2. How are these three sample trials different?

__________________________________________________________________

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
3. List some possible benefits from being a participant in each sample trial:

Sample Trial One possible benefits:

______________________________________________________________________________________________________________________________________________________________________________________________________

Sample Trial Two possible benefits:

______________________________________________________________________________________________________________________________________________________________________________________________________

Sample Trial Three possible benefits:

______________________________________________________________________________________________________________________________________________________________________________________________________

4.  Write a possible research question for each of these trials.  Research questions ask how one thing (the independent variable) affects another thing (the dependent variable).   

Research Question for Sample Trial One:

______________________________________________________________________________________________________________________________________________________________________________________________________

Research Question for Sample Trial Two:

______________________________________________________________________________________________________________________________________________________________________________________________________

Research Question for Sample Trial Three:

______________________________________________________________________________________________________________________________________________________________________________________________________

5.  Now, with your group, choose one of the three sample clinical trials.  Using reliable internet sources, investigate what is already known about your research question.  Based on your internet research, write a hypothesis, or probable answer, for the research question you developed above.  
Hypothesis:

____________________________________________________________________________________________________________________________________

6.  Write a procedure for an experiment that could be conducted for the trial which would prove or disprove your hypothesis.  Be sure to remember the research concepts such as having a control or comparison group, randomization of the subjects and using blind or double blind trials

Procedure:

Who are your research subjects?

____________________________________________________________________________________________________________________________________

How will they be grouped?

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

What will the procedure for the experiment be?

______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Part B: Answer these questions on your own.
6.  Do you think you qualify for any of these studies?  Why or why not?

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

7.  If these were real clinical trials, would you want to participate?  Why or why not?

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

8. What would you want to ask the researchers about these trials?

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

9.  Would you be interested in any of the results of these trials?

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

Extensions:
Go to the following website:

http://clinicaltrials.gov/ct2/search
This site has information from many clinical trials that are being conducted in many countries around the world.
Search for a clinical trial on a certain topic. Example: acne
Choose one clinical trial and read the information about it.

Go through the same process as you did in the lab, answering questions 1-3        and 6-9 over this real clinical trial.
You may have to look up some of the vocabulary used on this website.
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