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FDA Proposes Expansion of Clinical Investigator Disqualification in New 
Rule

On April 13, 2011, the Food and Drug Administration (FDA) proposed a rule 
that, if finalized, will expand the scope and consequences of clinical investiga-
tor disqualifications.1 Under the proposed rule, a clinical investigator, includ-
ing a sponsor-investigator, disqualified pursuant to FDA regulations (21 C.F.R. 
Parts 312, 511, or 812) will be ineligible to receive specified test articles.2 Thus, 
under the proposed rule, a disqualified investigator would not be allowed to 
conduct or participate in clinical investigation or obtain a marketing permit 
for any FDA-regulated products, rather than just the specific kind of test ar-
ticle that was the subject of the disqualification. This increases the importance 
of a disqualification because a disqualified investigator would no longer be 
allowed to participate in research supporting marketing applications for any 
drugs, biologics, devices, new animal drugs, foods, including dietary supple-
ments that bear a nutrient content claim or a health claim, infant formulas, 
food and color additives, and tobacco products. The FDA is accepting com-
ments on the proposed rule through July 12, 2011. 

Under current requirements, the FDA may consider the disqualification of 
a clinical investigator for repeatedly or deliberately failing to comply with 
the requirements for conducting a clinical investigation or submitting false 
information in a required report to the FDA or investigational sponsor. If the 
investigator is disqualified, the investigator may no longer receive the par-
ticular type of test article involved in the disqualifying study. Accordingly, if an 
investigator is disqualified as a result of a drug study, under the current rule, 
the investigator may no longer receive investigational drugs but may receive 
investigational medical devices. Additionally, under the current rules, if the 
investigator is disqualified, the FDA only examines the approved research 
and marketing applications pertaining to the kind of test article from which 
the investigator was disqualified. Thus, if an investigator is disqualified dur-
ing a drug study, the disqualification would only affect drug studies and drug 
marketing. 

The proposed rule significantly expands the consequences of clinical investi-
gator disqualification. For instance, the proposed rule would bar disqualified 
investigators from receiving any investigational articles of any kind, regardless 
of the basis for their disqualification. Further, investigators would not be able 
to conduct any clinical investigation supporting a research or marketing ap-
plication. Notably, in the event an investigator is disqualified, all applications 
for which the investigator submitted data will be reconsidered, not just those 
1 76 Fed. Reg. 20,575 (Apr. 13, 2011)
2 “Test article” is defined under 21 C.F.R. § 58.3 as “any food additive, color additive, drug, 

biological product, electronic product, medical device for human use, or any other article 
subject to regulation under the [Federal Food Drug, and Cosmetic Act] or under sections 
351 and 354-360F of the Public Health Service Act.”
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involved in the disqualified trial. This underscores the importance of recruiting clinical investigators who 
have a demonstrated commitment to compliance, for to do otherwise increases the potential risk of termi-
nated investigations and withdrawn marketing applications. 

In addition to the current notification requirements to the investigator and sponsor, the proposed rule will 
require notification to the reviewing institutional review board regarding the investigator’s disqualification. 
This notification will explain the basis for the FDA’s determination. The proposed rule provides a mechanism 
for an ineligible investigator to be reinstated when the investigator presents adequate assurances to the 
FDA that the investigator in the future will conduct clinical investigations in compliance with the applicable 
regulations. 


