	

	Florida Department of Health Ethics and Human Research Protection Program

Investigational Articles Worksheet 


	Name of the drug:
	     

	Name of commercial sponsor:
	     

	KEY:
	Solid box: All items in the box must be true Dotted box: One item in the box must be true

	Determining whether FDA regulations governing drug research apply

	 FORMCHECKBOX 
 The drug is FDA approved

 FORMCHECKBOX 
 Drug is used in accordance with its approved indication
FDA regulations involving device research apply when either of the following is true: 

 FORMCHECKBOX 
 The activity will evaluate the safety or effectiveness of a device in one or more persons (21 CFR 812.2(a))

 FORMCHECKBOX 
 Data regarding the use of a device on human specimens will be submitted to or held for inspection by FDA as part of an application for a research or marketing permit.
When FDA regulations apply, the IRB needs to verify the drug has an IND, or is exempt from requirements to have an IND

	Verifying  the IND, or that the protocol is exempt from requirements to have an IND

	 FORMCHECKBOX 
 The device has an IDE, which has been verified by:
 FORMCHECKBOX 
 the IDE number is listed or stamped on the commercial sponsor protocol
 FORMCHECKBOX 
 communication from the commercial sponsor 
 FORMCHECKBOX 
 communication from the FDA
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 FORMCHECKBOX 
 The device is exempt from the requirement to have an IDE (21 CFR 812.2(c))
 FORMCHECKBOX 
 Use of the investigational drug, agent or biologic is not intended to be reported to the FDA in support of a new indication for use nor support any significant change in labeling for the product;
 FORMCHECKBOX 
 The use of the investigational drug, agent, or biologic is not intended to support a significant change in the advertising of the product;
 FORMCHECKBOX 
 The use of the product does not involve a route of administration, dosage level, and/or use in a subpopulation, or other factors that significantly increase the risks, or decrease the acceptability of the risks associated with the use of the drug, agent, or biologic.
 FORMCHECKBOX 
 The use will be conducted in compliance with the IRB approval and informed consent procedures;
 FORMCHECKBOX 
 The use will be conducted in compliance with the requirements concerning the promotion and sale of the drug, agent, or biologic as described in FDA regulations 21 CFR Sec 312.7;
 FORMCHECKBOX 
 The use does not intent to invoke exception from informed consent requirements for emergency use.


	Investigator and Sponsor Information 

	 FORMCHECKBOX 
 The investigator is conducting research on behalf of a commercial sponsor (most research involving DOH)
 FORMCHECKBOX 
 The investigator is investigator-initiated or the investigator is serving as the sponsor

 FORMCHECKBOX 
 The investigator has provided documentation that responsibility for complying with all FDA regulatory requirements of sponsors has been assigned to a contract research organization (Initial review and verify at continuing review)

 FORMCHECKBOX 
 Investigator has provided documentation of an audit by a contract research organization that all FDA regulatory requirements of sponsors are met. (Verify at continuing review)
The IRB shall not approve research where the investigator is serving as the sponsor unless a contract research organization is responsible for compliance with FDA requirements.  
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