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Form FDA 1572 

Statement of Investigator 

Highlights : 

• Introduction to U.S. Laws and Regulations 

• Highlights of Form FDA 1572 
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Title 21: Food and Drugs 

(21 USC) 

Title 21: Food and Drugs 

(21 CFR) 

FDA 

Chapter 9: 

Federal Food, Drug, and Cosmetic Act 

50: Protection of human subjects 

54: Financial disclosure by clinical 

investigators 

56: Institutional Review Boards 

310: New drugs 

312: Investigational new drug application 

314: Applications for FDA approval to 

market a new drug 
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Statement of Investigator 

• This form is only for drug trials linking 

to an investigational new drug 

application (IND). 

• However, the U.S. FDA also has 

similar requirements for device trials 

(21 CFR 812.43(c)). 
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Disqualification and Debarment 

Form FDA 1572 

Non-compliance with the requirements under the Form FDA 1572 may lead to: 

Prohibition of or restriction on an 

investigator to receive investigational 

drugs or devices by the U.S. FDA 

(according to 21 CFR 312.70). 

Owing to repeated or deliberate failure to 

comply with applicable U.S. regulatory 

requirements for clinical research or 

repeated or deliberate submission of 

false clinical research information to the 

FDA and/or sponsors. 

Disqualification 

The order of prohibition of an 

organization or a person from submitting, 

assisting in submission of, or providing 

services in any capacity to any person in 

respect of submission of any drug 

application to the U.S. FDA (according to 

FFDCA Section 306) owing to conviction 

of a criminal act by the 

organization/person concerned. 

Debarment 



FDA Website: Disqualification List 
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Form FDA 1572 

Statement of Investigator 

Highlights : 

• Form FDA 1572 is a legal document required under 

the U.S. FDA regulation 

• Investigators needs to understand the relevant U.S. 

FDA regulations and the implications 

• Non-compliance with the commitments may lead to 

disqualification or debarment by the U.S. FDA 


