410 9. BASICS OF CLINICAL TRIALS
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QUESTIONS

Provide a definition of a clinical trial.

What are the general goals of phase I, II, and III clinical trials?

What is polymorphism?

Why is it often necessary to develop new methods of synthesis upon
converting a lab scale preparation of a candidate compound to a
commercial scale synthesis?

What are four types of delivery methods that can be used to
administer a candidate compound?

What is the purpose of an enteric coating on a tablet?

What is an excipient?

What is the purpose of the “push chamber” in a two chambered
osmotic pump delivery system?

What are the three major sections of an investigational new drug
(IND) application?

What is the purpose of an institutional review board (IRB)?

What is allometric scaling?

Whatis a “3 + 3” phase I study?

What is the purpose of an interim analysis in a clinical trial?

What is the purpose of a stopping rule in a clinical trial?

Why would an organization choose to run a phase IlI clinical trial as
an equivalency trial rather than attempt to show superiority over the
standard of care?

What are the advantages of a cross-over study?

How are adaptive clinical trials different from standard clinical trials?

References

1.

2.
3.

N

http:/ /www.fda.gov /regulatoryinformation/legislation/federalfooddrugandcosmetic

actFDCAct/default.htm.

http:/ /www.fda.gov/ForConsumers/ConsumerUpdates/ucm322856.htm.

a. Kelly, K. The History of Medicine: Early Civilizations, Prehistoric Times to 500 C.E; Facts on
File, Inc.: New York, 2009.

b. Borchardt, J. K. The Beginning of Drug Therapy: Ancient Mesopotamian Medicine.
Drug News Perspect. 2002, 15 (3),187-192. “History of ancient Medicine in Mesopotamia
& Iran.” Massoume Price, Iran Chamber Society, October 2001. http:/ /www.irancha
mber.com/history/articles/ancient_medicine_mesopotamia_iran.php. http://www.
indiana.edu/~ancmed/meso.HTM.

. Cyril P. Bryan, (translator). The Papyrus Ebers; . D. Appleton and Co, 1931.
. Read, B. E. Chinese Medicinal Plants from the Pen T'Sao Kang Mu, 3rd ed.; Peking National

History Bulletin, 1936.

. Rush, B. An Account of the Bilious Remitting Yellow Fever as it Appeared in the City of

Philadelphia in 1793; Dobson: Philadelphia, 1794.

. Green stone, G. The History of Bloodletting. BCM]J 2010, 52 (1), 12-14.
. Dunn, P. M. Perinatal Lessons from the Past: James Lind (1716-94) of Edinburgh and the

Treatment of Scurvy. Arch. Dis. Child. — Fetal Neonatal Ed. 1997, 76 (1), F64-F65.


http://www.fda.gov/regulatoryinformation/legislation/federalfooddrugandcosmeticactFDCAct/default.htm
http://www.fda.gov/regulatoryinformation/legislation/federalfooddrugandcosmeticactFDCAct/default.htm
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm322856.htm
http://www.iranchamber.com/history/articles/ancient_medicine_mesopotamia_iran.php
http://www.iranchamber.com/history/articles/ancient_medicine_mesopotamia_iran.php
http://www.indiana.edu/%7eancmed/meso.HTM
http://www.indiana.edu/%7eancmed/meso.HTM

