
The Inves�ga�onal New Drug Applica�on (IND) to Conduct FDA-regulated Clinical Trials

Approximate study �me: 3 hours

Level: Intermediate    

Audience: Regulatory, Compliance,
Manager, Other

Region: USA, Other

Who will benefit from this module?

Module outline

Learning objec�ves

Category: Clinical, Regulatory 
Submissions

An Inves�ga�onal New Drug Applica�on (IND) 
is a submission to the US Food and Drug 
Administra�on (FDA) for permission to 
conduct a clinical trial of a medicinal product. 
This module describes regulatory 
requirements that sponsors or 
sponsor-inves�gators must meet for successful 
compila�on, filing and maintenance of INDs. 
The IND and its role are defined, and the 
contexts in which it is required are specified. 

The informa�on that must be included and the 
format in which it needs to be presented are 
outlined. The process of review by the FDA is 
described, and the outcomes and sponsor’s 
responses are discussed. The ac�ons 
necessary to maintain an open IND are set out.

Finally, the regulatory provisions for 
expanded-access use of inves�ga�onal drugs 
are described.

Regulatory affairs professionals and other 
staff of pharmaceu�cal or biotechnology 
companies involved in clinical develop-
ment of medicinal products; and 

Healthcare professionals conduc�ng 
clinical research as sponsor-inves�gators 
or who wish to treat pa�ents under an 
expanded-access scheme.

Module overview
An outline of the module’s scope and 
objec�ves, and notes on terminology.

Introduc�on to Inves�ga�onal New Drug 
Applica�ons (INDs)
This session explains the role and legal status 
of an IND, sets out the contexts in which one 
must be filed, summarises the responsibili�es 
of sponsors and inves�gators, and outlines the 
pre-submission process.

IND content and format requirements
This session sets out IND contents required by 
regula�ons and describes how these are 
incorporated in a CTD-forma�ed submission. 
The significance of the FDA forms 1571 and 
1572 are discussed. The major components of 
an applica�on are outlined: general inves�ga-
�onal plan, inves�gator’s brochure, clinical 
protocol, Quality/CMC informa�on, nonclinical 
data, and clinical informa�on.

Filing and FDA review
Op�ons and requirements for submission of 
an IND are set out, and the review procedure 
and its outcomes are described. The roles of 
FDA reviewers are outlined. The significance of 
a clinical hold and the sponsor’s response to a 
hold are discussed.

Maintenance of an IND
This session iden�fies the various types of IND 
amendments and reports: protocol amend-
ments, IND safety reports, annual reports, and 
informa�on amendments. It explains when 
they need to be made and outlines the 
regula�ons that govern them. The responsibili-
�es of sponsors and inves�gators to report 
safety findings are described, as are require-
ments for financial disclosure and record 
reten�on.

Expanded-access use
This session describes the various types of 
expanded-access use of inves�ga�onal drugs 
to treat pa�ents outside of clinical trials and 
sketches a scenario of emergency use.

Assessment
Mul�ple-choice mastery assessment.

CT10

Specify the role of an IND and the contexts 
in which it is required

Access key regulatory documents rela�ng to 
INDs

Describe the contents and format of an IND 
submission

Describe the process of FDA review of an 
IND, the possible outcomes and sponsor’s 
responses

Iden�fy ac�ons necessary to maintain an 
ac�ve IND

Specify op�ons for expanded-access use of 
inves�ga�onal drugs
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