Minutes from class discussion on March 28, 2011-03-28
In response to the question regarding the issues that might be considered by the Mars FDA when approving new drugs/treatments, the class suggested the following (in order):

1. Side effects, safety

2. Preliminary studies investigating a biologic basis

3. Animal studies of preliminary efficacy

4. Whether actions would coincide with the interests of the patients

5. Ultimate costs of treatments

6. Feasibility of producing the treatment, e.g., good manufacturing practice

7. Availability of alternative treatments

8. Identify subgroups for which the treatment is effective

9. Assessment of delayed treatment effects

10. Proper marketing of the treatment to the appropriate patient population

11. Genomics used for drug discovery

12. Genomics used for identifying patient populations

13. Fast/slow acetylators

14. Financial conflicts of interest that might drive approval, rather than health benefits being used as criteria

15. Informed consent / ethics

16. No more harm than in treatments already known to work

17. Explanations of use/benefits that can be understood by patients

18. Reasonable expectation of benefit

19. Use in vulnerable populations (pregnant women, fetuses, children, prisoners)

