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Form O
Include in IRB Application for Any Drug* or Biologic Being Tested in Research 

COMPLETE THIS FORM FOR ANY DRUG USED IN RESEARCH OUTSIDE THE COURSE OF MEDICAL PRACTICE. 
*NOTE: The term drug includes FDA approved drugs, unapproved use of approved drugs, investigational drugs, biologics, other compounds intended to affect structure of function of the body, and in some cases dietary supplements, or substances generally recognized as safe (GRAS) when used to diagnose, cure mitigate, treat or prevent disease.
Section A:  MUST COMPLETE; LIST EACH DRUG INVOLVED IN STUDY
	DRUG NAME
	STUDY DOSE
	MAXIMUM 
DOSE
	DOES INVESTIGATIONAL PLAN PERMIT DOSE ADJUSTMENTS?
	ROUTE OF 
ADMINISTRATION** (e.g. oral, topical, etc)

	
	
	
	
	

	
	
	
	No  
	
	Yes 
	
	
	

	
	
	
	If yes, describe or reference protocol:
	

	
	
	
	
	

	
	
	
	No  
	
	Yes 
	
	
	

	
	
	
	If yes, describe or reference protocol:
	

	
	
	
	
	

	
	
	
	No  
	
	Yes 
	
	
	

	
	
	
	If yes, describe or reference protocol:
	

	**Indicate if study involves a combination product as defined by FDA (i.e. drug delivery method involves use of an unapproved device or FDA approved device which could significantly increase risk to subjects).


Section B: Investigational New Drug (IND) Requirements  
Under FDA regulations, research that involves use of a drug other than the use of a marketed drug in the course of medical practice, must have an IND, unless the study meets one of the exemptions from the IND requirement [21 CFR 312.2(b)].  COMPLETE THE FOLLOWING TO DOCUMENT THAT THE STUDY IS BEING CONDUCTED UNDER A VALID IND OR THE STUDY IS EXEMPT FROM IND REQUIREMENTS
1. Study is being conducted under a valid IND.
	
	
	No, skip to question 2

	
	
	
	
	

	
	
	Yes, complete the remainder of question1 then proceed to Section C

	
	
	
	
	

	
	IND Number:
	
	
	

	
	
	

	
	
	Check if this is a Treatment IND under the FDA Expanded Access Program

	Attach ONE of the following as validation of IND Number [check the item attached]

	

	
	
	Written communication from sponsor

	
	
	

	
	
	Written communication from FDA (required for investigator held INDs)

	
	
	

	
	
	Sponsor protocol imprinted with IND #

	
	IND SUBMITTED/HELD BY:
	


[If IND is held by the investigator, also complete Section D below]
2. Study involves Approved Use (per approved labeling) of FDA Approved Drug(s) [21 CFR 312.2(b)(i)(iii)]. (Use must not involve a route of administration, dosage, patient population or other factor which significantly increases risks, or decreases acceptability of the risks, and; the results are not intended to be reported to FDA in support of a change in labeling/marketing). 
	
	
	No, skip to question 3

	
	
	
	
	

	
	
	Yes, proceed to Section C

	
	
	
	
	


3. Investigator has obtained/will obtain documentation from the sponsor or FDA** to confirm study is Exempt from IND requirements [21 CFR 312.2(b)(i)]. 
	
	
	No, skip to question 4

	
	
	
	
	

	
	
	Yes, complete the remainder of question3 then proceed to Section C

	
	
	
	
	

	
	
	Documentation Attached

	
	
	

	
	
	Documentation Pending (Expected due date:
	
	)


4. Investigator, absent a ruling from FDA, believes the study meets one of the following categories for Exemption from IND requirements [21 CFR 312.2(b)].  [check all applicable categories]
	
	
	

	
	Exemption Category 1:  Approved Drug for Unapproved Use - In order to be exempt from IND requirements based on this category, ALL of the following questions must be answered “true”. If ANY of the following statements are “false”, you are responsible for consulting FDA** to determine whether or not an IND is required.  

1.

The drug is lawfully marketed in the United States.

True

False

2.  

The results of the investigation are NOT intended to be reported to FDA as a well-controlled study in support of a new indication for use or intended to be used to support any other significant change in the labeling for the drug.
True

False

3.  

The investigation is NOT intended to support a significant change in the advertising of a lawfully marketed prescription drug product.
True

False

4.  

The investigation does NOT involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product*

True

False

*For FDA’s current thinking regarding what new indications relative to dose, population, or route
 of administration significantly affect risk, see the Summary of FDA Regulations on Exemption 
from IND Requirements [PDF] [D46.0000]
5.  

The research is conducted in compliance with the marketing limitations described in 21 CFR 312.7.
True

False



	
	Other Exemption Categories – If the protocol involves any of the following products, FDA has very specific criteria which must be met in order for the study to be exempt from IND requirements.  You are responsible for consulting FDA guidance and/or checking with FDA** to determine whether or not an IND is required.  CHECK ANY OF THE FOLLOWING PRODUCTS INCLUDED IN YOUR PROTOCOL.

	
	
	
	In-Vitro diagnostic 

	
	
	

	
	
	
	Bioavailability or Bioequivalence Studies

	
	
	

	
	
	
	Cold Isotopes

	
	
	

	
	
	
	Endogenous compounds

	
	
	

	
	
	
	Live organisms

	
	
	

	
	
	
	Dietary supplements, botanicals, or other substances designated as generally recognized as 

	
	
	
	safe (GRAS) for use in food

	
	
	

	
	
	
	Positron emission tomography (PET) drugs 

	
	
	

	
	
	
	Other products intended to evaluate ability to diagnose, cure, mitigate, treat or prevent 

	
	
	
	Disease

	
	
	
	Combination (drug/device) products  

	
	
	

	
	**CONTACTING FDA - FDA recommends that the sponsor-investigator contact the Chief, Project Management Staff, in the review division for the applicable therapeutic area if unsure about exemption from IND requirements.  Organizational charts and contact information is available at:

DRUGS - http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCharts/ucm135674.htm
CDRH Division of Drug Information 888-463-6332, 301-796-3400, druginfo@fda.hhs.gov
BIOLOGICS- http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCharts/ucm135943.htm
CBER Manufacturer’s Assistance 800-835-4709, 301-827-1800, Industry.Biologics@fda.hhs.gov


	

	Section C: Study Drug Management and Accountability [21 CFR 312.57] (MUST COMPLETE)
Note: Inpatient studies are required by Hospital Policy to utilize the Investigational Drug Service (IDS). Use of IDS is highly recommended, but optional for outpatient studies. Outpatient studies not using IDS services are subject to periodic inspection by the IDS for compliance with drug accountability good clinical practices. 

1. 

Indicate where study drug will be housed and managed: 

Investigational Drug Service (IDS) UK Hospital

Other location:

If IDS will not manage the study drug, describe how drug(s) will be handled including policies and procedures for receipt, storage, control, dispensing, and accountability (use additional sheets if necessary):

2. 

If you are not using the IDS, describe any procedures in place to prevent drug dispensing and/or administration errors: 

Section D: Sponsor-Investigator Responsibilities
 (PRINCIPAL INVESTIGATOR (PI) MUST COMPLETE ONLY IF INVESTIGATOR HOLDS THE IND)
1.

Is the PI knowledgeable about his/her regulatory responsibilities in acting as both the investigator and sponsor for an FDA regulated investigation?  

Yes

N/A

(i.e. transferred responsibilities)

For an overview of the FDA requirements download ORI’s “Summary of FDA Requirements for Investigators Who Are Also Considered Sponsors of New Drugs ” available at http://www.research.uky.edu/ori/human/44-Revised_IND_Document.pdf
2.

Has the PI transferred any sponsor obligations/responsibilities to a commercial sponsor, contract research organization (CRO) or other entity?

No
Yes
(If yes, indicate responsibilities
N/A

transferred below or attach copy of FDA Form 1571):
3.

Explain how monitoring the conduct of the clinical investigation, and reviewing, evaluating, and reporting of safety information will be performed, and by whom (use additional sheets if necessary) [21 CFR 312.56; FDA Monitoring Guidance]:



Additional Guidance Materials and Resources
FDA Regulations - 21 CFR 312 (drug) & 21 CFR 600 (biologics) http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312 http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=600
FDA Guidance - Investigational New Drug Applications (INDs): Determining Whether Human Research can be Conducted Without an IND http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM229175.pdf
An Introduction to Investigational Drugs for non-research personnel is available at http://www.research.uky.edu/ori/ORIForms/67-Intro-to-INDs-non-research-personnel.pdf
ICH Good Clinical Practice (GCP) Consolidated Guidance, 4.6 Investigational products

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM073122.pdf
FDA Botanical Dietary Supplements FAQ & Botanical Drug Product Guidance http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm090989.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM070491.pdf
Resources and logs for drug management and accountability and Iinvestigational Drug Quality Monitoring Checklist, see the ORI Quality Improvement Website at http://www.research.uky.edu/ori/QIP/QI-Resources.htm
U.K. mandatory sponsor-investigator training for PIs, download ORI's document “University of Kentucky Sponsor-Investigator Mandatory Training”:   http://www.research.uky.edu/ori/ORIForms/82-Sponsor-Investigator-Training-Description.pdf.

FDA’s Final Rule on IND Safety Reporting Requirements is available at http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm226358.htm
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