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[bookmark: _GoBack]Date:	     


1. Drugs – List all study drugs, including experimental and control (including placebo)

	Trade & Generic Names (include manufacturer)
	FDA Approved?
	FDA Approved for use indicated in protocol?
	IND#

	     
	[bookmark: Check1][bookmark: Check2]Y|_| N|_|
	Y|_| N|_|
	     

	     
	Y|_| N|_|
	Y|_| N|_|
	     

	     
	Y|_| N|_|
	Y|_| N|_|
	     

	     
	Y|_| N|_|
	Y|_| N|_|
	     

	     
	Y|_| N|_|
	Y|_| N|_|
	     



For all drugs, submit the following as applicable:
● Investigator Brochure (for all experimental, non-FDA approved drugs)
● Package Inserts (for all FDA-approved drugs being used off-label or for any FDA-approved drug specifically being investigated in this study protocol)
● Completed copy of FDA Form #1571 (IND Application Form)
● Completed copy of FDA Form #1572 (Statement of Investigator Form)

FDA-approved drugs used for non-approved indications may require an IND (Investigational New Drug Application) to the FDA.  When the principal intent of the investigational use of a test article is to develop information about the product’s safety or efficacy, submission of an IND or IDE may be required.  An IND is not required if all six of the following conditions are met:
1. It is not intended to be reported to FDA in support of a new indication for use or to support any other significant change in the labeling for the drug;
2. It is not intended to support a significant change in the advertising of the product;
3. It does not involve a route of administration or a dosage level, use in a subject population, or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product;
4. It is conducted in compliance with the requirements for IRB review and informed consent [21 CFR parts 56 and 50, respectively];
5. It is conducted in compliance with the requirements concerning the promotion and sale of drugs [21 CFR 312.7]; and; 
6. It does not intend to invoke 21 CFR 50.24 (Exception from Informed Consent Requirements for Emergency Research).

[bookmark: Text1]If you feel you do not need to apply for an IND based on the six criteria above, explain:      

[bookmark: Text2]Describe, in detail, any risks associated with the use of these drugs and the precautions that will be taken to minimize these risks:      

Is there a Data Safety Monitoring Board (DSMB) in place for this study?	

[bookmark: Check3][bookmark: Check4]|_| Yes	|_| No

2.	Devices – submit and Investigator’s Device Brochure, as applicable

	
	Device 1
	Device 2

	Trade and Generic Names
	     
	     

	IDE # and holder
	     
	     

	FDA Approved?
	|_| Yes	|_| No
	|_| Yes	|_| No

	FDA approved for the use indicated in this protocol?
	|_| Yes	|_| No

	|_| Yes	|_| No


	Device risk – significant?
	|_| Yes	|_| No
	|_| Yes	|_| No

	**IDE Category:
	[bookmark: Check5]|_| A		|_| B
	|_| A		|_| B



**IDE Category: 	Category A: Experimental/Investigational; innovative device, not previously approved
	Category B: Non-experimental/Investigational, proven technology, new application

[bookmark: Text5]For Devices that are non-FDA approved and do not have an IDE#, justify use:      

[bookmark: Text6]How what he Device Risk Category determined?      

[bookmark: Text4]Describe, in detail, any risks associated with the use of the medical device(s) and precautions that will be taken to minimize these risks:      


[bookmark: Text3]Is this a Humanitarian Use Device? |_| Yes |_| No  If yes, HDE #:      

3.	Radiation – What form(s)?  Include amounts and schedule of administration

[bookmark: Check6][bookmark: Check7]	|_| Diagnostic x-rays	|_| Radiation Therapy

[bookmark: Check8][bookmark: Check9][bookmark: Text7]	|_| Radioisotopes		|_| Other, describe:      

[bookmark: Text8]Explain any checked items above:      

