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The form should be used when the Human Research is a `clinical investigation' of a drug, which is “any experiment that involves a test article on one or more human subjects that either 1) requires FDA approval, or 2) is intended to be submitted to or inspected by the FDA for research or a marketing permit.”
 Drug - The drug is the purpose of the research and will involve a change or alteration of the label, route of administration, conditions of use or population
Note: Drugs may be used in research but may not be the purpose of the investigation (e.g. as an adjunct to a standard procedure or test for screening). Information about these drugs must be included in the `Procedures' section of the HSPP application so an assessment of risk and safety to subjects can be made. It is not necessary to complete this appendix. 
General Questions
Drug is cleared for market in the US for the indication, route and dose described in the application? 
*Please provide a copy of the FDA drug label
Is there an increase in known or unknown risks to the subject from taking the drug for this study? 
Will the drug be kept in the investigational pharmacy?
IND Exemption Complete each subpart as applicable 
Subpart A: Marketed indications (21 CFR 312.2(b)(1)) To be exempt, all of the sub-requirements must checked Yes
The investigation is NOT intended to be reported to the FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug
If, the drug that is undergoing investigation is lawfully marketed as a prescription drug product, and the investigation is NOT intended to support a significant change in the advertising for the product
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
The investigation is conducted in compliance with the requirements for institutional review set forth in part 56 and with the requirements for informed consent set forth in part 50
The investigation is conducted in compliance with the requirements of 21 CFR Part 312.7.
Subpart B: Diagnostic Biological Product (21 CFR 312.2(b)(2))
Does the clinical investigation involves one of the following in vitro diagnostic biological products?
At least one box should be checked:
To be exempt, all of the sub-requirements must be checked Yes
The product is intended to be used in a diagnostic procedure that confirms the diagnosis made by another, medically established, diagnostic product or procedure
The product is shipped in accordance with 21 CFR Part 312.160
Investigational New Drug (IND) Information  (21 CFR 312)
Indicate the FDA approval status of the drug(s): 
If the drug will not be controlled by a pharmacy, describe the following:
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