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Abstract

Conducting clinical trials for diabetes can present researchers with a number of regulatory questions.
The Food and Drug Administration (FDA) has increased regulatory enforcement at clinical sites, with
an increased emphasis on oversight by principal investigators (PIs; referred to by the FDA as the clinical
investigator). The FDA has issued a guidance document, “Guidance for Industry: Investigator Responsibilities—
Protecting the Rights, Safety, and Welfare of Study Subjects” (2009), to assist investigators and sponsors.
This guidance document breaks new ground regarding the FDA's expectations for investigator oversight of
subinvestigators and study staff. The guidance document corresponds with a sharp increase in FDA warning
letters to PIs for noncompliance with good clinical practice regulatory requirements. For the first time, an FDA
guidance document discusses issues such as the delegation of authority, standard operating procedures, and
training of study staff. The FDA provides specific examples with particular emphasis given to appropriate
delegation of duties by the PI and ensuring that the clinical staff entrusted to carry out the trial has had
adequate training and experience in order to allow them to perform the designated tasks.
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