PSI experimental design workshop: Clinical trial design

Pointers for teachers

If the students are struggling to think of ideas, please try to get them thinking about some of the following points. Try to relate it back to the ideas that they had about consistency and reliability in the helicopter workshop.

· Number of patients
· Which patients?

· Need to suffer from headaches

· Equal number of females/males?

· A mix of age groups?

· Should we allow anyone to enter the study?

· What if they suffer from migraines?

· What if they regularly take lots of other pain killers?

· Number of tablets taken?

· When should the patient take the tablet?

· At the beginning of the day?

· Immediately after the onset of a headache?

· How should we assess a patient’s response to the tablet?

· Do you have a headache? (Yes/No)

· Rate your headache (Completely gone, Slightly improved, Stayed the same, Worse than before)?

· When should we ask the patient to record their response to the tablet?

· The next time they visit the doctors?

· Exactly 4 hours after they took the tablet?

· Should we ask the patients to try the tablet on more than one occasion?

· We could ask the patients to take the tablets every time they get a headache in a one week period.

· Should all the patients take the new ‘wonder drug’ or should some take Paracetamol so that we can compare how good the new drug is compared to Paracetamol?
