
Eleven Points to Ponder from a Patient Advocate Perspective
1. If you were a patient eligible for this trial, would you consider participating?  What other trials might be more attractive?  Does this suggest any ways you might modify your trial?

2. If a patient does not do well while in your study (e.g., has unacceptable toxicity, has disease progression), what will you offer him/her (e.g., crossover to different treatment arm)?  If a patient is doing well at the conclusion of your study, what will you offer him/her (e.g., continued access to drug)?

3. What made you choose the particular drug you’re investigating?  If there were no constraints, which other drugs (experimental or approved) or combinations might you prefer to study?  How might you overcome the constraints?

4. When do you anticipate completing your trial?  Given other ongoing work in your field, how likely is the result to be relevant then?

5. How rapidly do you anticipate accruing patients?  Would you prefer to accrue more rapidly?  If so, what might you do?  If you find that you are not accruing at the rate you planned, what actions will you take?
6. How likely are you to recruit minority and other medically underserved patients?  What can you do to increase your recruitment of these patients?
7. Brainstorm all of the likely and less likely outcomes of your study. For each, list the type of follow-up (e.g., next study) you would do.  Are there any outcomes that will leave you unsure what to do next?  If so, is there a way to change your design to reduce or eliminate the likelihood of that potential outcome? 

8. Brainstorm all of the things you can think of that might go “wrong.” For each, list what you will do if the problem occurs?  Are there ways to design the study to reduce or eliminate the risk of these problems?
9. Draw a timeline of interventions your patient will receive?  Is the burden reasonable to expect from a patient as sick as the likely patient in your study? Are there ways to minimize the number of visits to the clinic (e.g., combine visits for diagnostic tests and treatments)?

10. Are there data that would be relatively easy (and non-onerous to patients) to collect while you are conducting this study that might be useful in the future (e.g., biopsies, blood, QOL measures)?  Are there collaborators that you could include to make use of such data?
11. What could be gained by making your trial more inclusive (e.g., including patients with different tumor types, at different stages, and/or with different treatment histories) or less inclusive (e.g., restricting it to patients who have a particular bio-marker and/or with fewer previous treatments)?  What would be lost or gained by changing the eligibility criteria?
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