Endocrinology BSc Module 2

Tutorial 3:  Human Studies
You are studying the role of a new gut hormone, Wrigglin. This hormone was first discovered to have an effect on gastrointestinal motility in animals. You have performed rodent studies which show that intraperitoneal administration of 200nmol/kg Wrigglin to fasted rats reduces their food intake by approximately 70%. You now wish to study the effects of Wrigglin on food intake in humans. 

1) How would you get permission to do human studies?

2) You order in sufficient Wrigglin for your studies and aliquot it into vials. What safety tests do you think you will need to perform before giving Wrigglin to humans?

3) How would you recruit patients? What would be your inclusion and exclusion criteria?

4) How would you design a protocol to study the effects of Wrigglin on appetite?

5) What side effects might you predict? How can you tell whether any effects on appetite you observe are specific?

