
Which Template Should I Use?
The Research Support Center (RSC) has developed protocol templates for investigator-initiated research studies to be submitted to the University of Arkansas for Medical Sciences (UAMS) Institutional Review Board (IRB) for approval.  This document is distinctly different from a grant application.  The research protocol provides the UAMS IRB with details on the involvement of human subjects during the course of the proposed study.  It also provides study staff with a detailed set of instructions, including all procedures, interventions, and interactions with research subjects during each visit.  Each study visit should be described in sufficient detail, such that someone who is not familiar with the study is able to understand and complete the study visit.  
· When should I use the FDA template? 

· Your research project is intended to be reported to the FDA in support of a new indication for use or to support any other significant change in the labeling for the drug. 
· Your research is intended to support a significant change in the advertising for the product.
· Your research involves a route of administration or dosage level, use in a subject population, or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product. 
· Your research intends to invoke 21 CFR 50.24 (emergency research). 
· Your research involves a test article that is not approved for marketing for use in humans in the United States.  
· Your research involves a new chemical entity or medical device.

· When should I use the Non- FDA template? 
· Your research does not intend to support a significant change in the advertising for a marketed product.
· Your research involves a test article that is approved for marketing for use in humans in the United States and is being used as labeled in the study.  
[image: image1.png]


[image: image2.png]


[image: image3.png]


[image: image4.png]



Revised 8/10/09


