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A large portion of original INDs received are from 

non-commercial sources 

• ~80-90% of INDs are for non-

commercial research

• Emergency use INDs

• Non-profits

• Academia

• Sponsor-investigators



The number of original Investigational New Drug (IND) 

applications to the US FDA have been steadily rising 

from 2013-2018 

• Knowing how to navigate through the submission process is key to 

prevent delaying your research!



Some definitions

• Sponsor: Responsible for and initiates a clinical investigation 

• Individual, pharmaceutical company, academic institutions, etc. 

• Investigator: Individual who actually conducts the study 

• Under whose immediate direction the investigational drug is 

administered or dispensed to a subject 

• Sponsor-investigator: Individual who both initiates and conducts an 

investigation and under who immediate direction the investigational drug 

is administered or dispensed 

• Does not include another entity other than an individual 

• Assumes responsibility as both sponsor and investigator; comply with 

FDA regulations as both

• Submission and maintenance of an IND



The IND is intended to ensure that subjects will 

not face undue risk or harm

• Primary objective: 

• 1) assure safety and rights of subjects in all phases of an 

investigation and 

• 2) In phases 2 and 3, help ensure that the quality of the 

clinical trial is adequate to evaluate drug effectiveness and 

safety 



Step 1: Do I need an IND?

• Research involves a drug (as defined by the FD&C Act)

• Research is a clinical investigation (as defined in the IND regulations)

• The clinical investigation is not otherwise exempt from the IND 

requirements 

• Drug: intended for use in the diagnosis, cure, mitigation, treatment

or prevention of disease 

• Clinical investigation: an experiment where drug 

administered/dispensed or used in one or more human subjects

• Randomized trial evaluating an unapproved marketed drug vs. use of a 

marketed drug for an unapproved use in practice 

• If all 3 apply… then yes, you need an IND! 



Broad examples of various types of clinical research 

which may require an IND as a sponsor-investigator

• Clinical investigation using marketed drugs

• Studies using radiolabeled or cold isotopes

• Studies that may not necessarily be therapeutic, but affect 

bodily structure & function

• Studies using endogenous compounds 

• Pathogenesis studies using modified organisms 

• Studies using dietary supplements or foods

• If they fall under the category by definition as a “drug” 

• Bioequivalence/bioavailability studies (BA/BE studies)

• May be exempt if certain criteria are met 



Step 2a: How do I prepare for my initial IND 

submission? 

• Sponsor-investigator information

• Investigator’s brochure 

• Clinical trial protocol 

• Chemistry, manufacturing, and control (CMC) information

• Pharmacology & toxicology 

• Summary of previous human experience

* In most cases (for marketed Rx or non-Rx drugs) information 

is provided in the product labeling 

** In other instances (e.g. CMC) the commercial sponsor can 

provide sponsor-investigator with a letter to cross-reference 

an existing IND, NDA, or BLA



Step 2b: The FDA is huge… where do I submit (or 

call for help?)

• Find out who the appropriate center and review division are 

at the FDA 

• Center for Drug Evaluation and Research (CDER)

• Review for most drugs and biologics located in the Office of New 

Drugs (OND)

• Center for Biologics Evaluation and Research (CBER)

• Review divisions for blood products, cellular, tissue, gene 

therapies, and vaccines



Step 2b: The FDA is huge… where do I submit (or 

call for help?)



Step 3: I have all my documents and contacts how 

do I prepare for submission?

• Step 3a: Prepare required forms

• Form FDA 1571 Investigational New Drug Application 

• Sponsor-investigator’s agreement to refrain from starting the study 

until 30 days

• Form FDA 1572 Statement of Investigator 

• Sponsor-investigator agrees to comply with protocol, informed 

consent, IRB review, recordkeeping & AE reporting 

• IRB approval does not need to be obtained before IND 

submission; signature on form 1572 is a commitment to IRB 

approval

• Form FDA 3674 Certification of Compliance 

• Require sponsor-investigator to register trials and submit results to 

clinicaltrials.gov



Form 1571- Sponsor-investigator’s agreement



Form 1572 & 3674- Sponsor-investigator’s statement & NCT registration



Step 3: I have all my documents and contacts how 

do I prepare for submission?

• Regulatory checklist

• Forms 1571, 1572, & 3674

• Cover letter 

• Table of Contents

• Introductory statement and general investigational plan

• Investigator’s Brochure 

• Protocol

• CMC

• Statement on drug packaging for “Caution New Drug – Limited by Federal (or 

United States) law to investigational use”

• Statement requesting categorical exclusion from an environmental assessment

• Pharmacology & Toxicology 

• Previous human experience with the investigational drug

• Other important information

• Drug dependence & abuse potential 



Cover letter and table of contents 



Step 4: Time to submit! 

• REMEMBER! 

• Send 3 paper copies of your IND (1 original, 2 copies) 

• Can send a compact disk/USB drive to supplement paper copies

• Divide submission with tabs and not colored paper 

• Be available for discussions via the phone

• The FDA has 30 days from the date of receipt to review the 

application

• Within that time a project manager is assigned and review team 

assembled 

• Safe to proceed or clinical hold

• Snail-mail via USPS to the appropriate center or review division

• Electronic communications require certification 



Summary Roadmap to submitting a sponsor-

investigator IND


