21CFR Part 54

A Guide to Financial Disclosures
Does My Study Require Financial Disclosure Forms?

The regulations in 21 CFR Part 54 describe the requirements for financial disclosures.  The requirements in 21 CFR Part 54 apply to clinical studies that will be used in support of a marketing application for a human drug, biological product, or device. The majority of Sponsor-Investigator clinical studies are not intended to support a marketing application. 
The following is the definition of a clinical study covered by 21 CFR Part 54:

Covered clinical study means any study of a drug or device in humans submitted in a marketing application or reclassification petition subject to this part that the applicant or FDA relies on to establish that the product is effective (including studies that show equivalence to an effective product) or any study in which a single investigator makes a significant contribution to the demonstration of safety. This would, in general, not include phase l tolerance studies or pharmacokinetic studies, most clinical pharmacology studies (unless they are critical to an efficacy determination), large open safety studies conducted at multiple sites, treatment protocols, and parallel track protocols. An applicant may consult with FDA as to which clinical studies constitute "covered clinical studies" for purposes of complying with financial disclosure requirements.
These types of disclosures can be very important when it comes to large Phase III or pivotal studies where a single investigator can potentially make a significant contribution to the outcome of a study. 
What Do I Do If My Study Requires Financial Disclosures? 
A Financial Disclosure template is available on the ORAQ website for clinical investigators to complete.  The completed Financial Disclosure forms are never submitted to Investigational New Drug (IND) or Investigational Device Exemption (IDE) applications. They should be saved in the study files, and this information is included within the marketing application.  
Where Can I Get More Information?
· You can contact us at ORAQ@duke.edu if you have questions about the relevance of Financial Disclosures in relation to your study. 
· FDA Guidance: Financial Disclosure by Clinical Investigators: https://www.fda.gov/media/85293/download 

· 21 CFR 54, Financial Disclosure by Clinical Investigators https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-54 
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