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Appendix B

	Drugs

	List all drugs whose use is dictated as by the research.

	Generic Name
	IND #
	Does a UML Investigator hold the IND?
	If Yes, UML Investigator Name

	[bookmark: Text85]     
	[bookmark: Text86]     
	[bookmark: Check56][bookmark: Check57]Yes |_|  No |_|
	[bookmark: Text87]     

	[bookmark: Text88]     
	[bookmark: Text89]     
	[bookmark: Check58][bookmark: Check59]Yes |_|  No |_|
	[bookmark: Text90]     

	[bookmark: Text91]     
	[bookmark: Text92]     
	[bookmark: Check60][bookmark: Check61]Yes |_|  No |_|
	[bookmark: Text93]     

	[bookmark: Text94]     
	[bookmark: Text95]     
	[bookmark: Check62][bookmark: Check63]Yes |_|  No |_|
	[bookmark: Text96]     

	[bookmark: Text97]     
	[bookmark: Text98]     
	[bookmark: Check64][bookmark: Check65]Yes |_|  No |_|
	[bookmark: Text99]     

	[bookmark: Text100]     
	[bookmark: Text101]     
	[bookmark: Check66][bookmark: Check67]Yes |_|  No |_|
	[bookmark: Text102]     

	[bookmark: Text103]     
	[bookmark: Text104]     
	[bookmark: Check68][bookmark: Check69]Yes |_|  No |_|
	[bookmark: Text105]     

	[bookmark: Text106]     
	[bookmark: Text107]     
	[bookmark: Check70][bookmark: Check71]Yes |_|  No |_|
	[bookmark: Text108]     

	[bookmark: Text112]     
	[bookmark: Text113]     
	[bookmark: Check74][bookmark: Check75]Yes |_|  No |_|
	[bookmark: Text114]     

	[bookmark: Text115]     
	[bookmark: Text116]     
	[bookmark: Check76][bookmark: Check77]Yes |_|  No |_|
	[bookmark: Text117]     

	For each approved drug include a copy of the package insert.
For each drug with an IND number, ensure that the application includes one of the following:
· Current investigator brochure
· Sponsor protocol with the IND number (if sponsor protocol does not include the IND number, then include one of the following:
· Communication from the sponsor with the IND number
· Communication from the FDA with the IND number
· If the study obtained and IND exemption, please attach documentation.

	Devices

	List all devices being evaluated for safety or effectiveness:

	Name
	IDE/HDE #
(or none)
	Claim of an Abbreviated IDE
	Humanitarian Use Device (HUD)
	Does a UML Investigator hold the IDE or HDE?
	If Yes, name of UM Investigator

	[bookmark: Text118]     
	[bookmark: Text119]     
	[bookmark: Check78]Yes	|_|
[bookmark: Check79]No	|_|
	[bookmark: Check80]Yes	|_|
[bookmark: Check81]No	|_|
	[bookmark: Check82]Yes	|_|
[bookmark: Check83]No	|_|
	[bookmark: Text120]     

	[bookmark: Text121]     
	[bookmark: Text122]     
	[bookmark: Check84]Yes	|_|
[bookmark: Check85]No	|_|
	[bookmark: Check86]Yes	|_|
[bookmark: Check87]No	|_|
	[bookmark: Check88]Yes	|_|
[bookmark: Check89]No	|_|
	[bookmark: Text123]     

	[bookmark: Text124]     
	[bookmark: Text125]     
	[bookmark: Check90]Yes	|_|
[bookmark: Check91]No	|_|
	[bookmark: Check92]Yes	|_|
[bookmark: Check93]No	|_|
	[bookmark: Check94]Yes	|_|
[bookmark: Check95]No	|_|
	[bookmark: Text126]     

	For each approved device include a copy of the product labeling.
For each device with an IDE/HDE number, ensure that one of the following are included in the attachments pages:  
· Sponsor protocol with the IDE/HDE number
· Communication from the sponsor with the IDE/HDE number
· Communication from the FDA with the IDE/HDE number
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