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MEDSTAR HEALTH RESEARCH INSTITUTE

OFFICE OF RESEARCH INTEGRITY

INVESTIGATIONAL STUDY INFORMATION SHEET: DEVICE
This form must be completed for ALL research activities involving an investigational device.  Complete the entire form electronically, PRINT form and obtain appropriate signatures and submit to ORI for IRB approval.

	A.  GENERAL INFORMATION

	1.
	Study Title:
	     

	2.
	Principal Investigator: 

	
	a)
	Name (First, MI, Last):
	     

	
	b)
	Title:
	     

	
	c)
	Telephone Number:
	     
	d)
	Fax Number:
	     


	B.  INVESTIGATIONAL DEVICE INFORMATION

	1.
	Device Name:
	     

	2.
	Sponsor:
	     

	3.
	Purpose of Device:
	     

	4.
	Potential Side Effects/Toxicities:
	     

	5.
	Tests to Monitor Toxicity:
	     

	6.
	Management of Side Effects/Toxicities:
	     

	7.
	Storage Location:
	     

	8.
	Care of the Device:
	     

	9.
	Special Handling Instructions:
	     


	C.  COMPARATOR DRUG/BIOLOGIC (if other than placebo)

	1.
	Drug/Biologic Name (trade & generic name):
	     

	2.
	Dose and Frequency:
	Dose:
	     
	Frequency:
	     


	D.  PRINCIPAL INVESTIGATOR SIGNATURE

	As Principal Investigator of this study, I certify that to the best of my knowledge, the information provided in this form is complete and accurate.

	     
Typed Name of Principal Investigator
	Signature of Principal Investigator
	Date of Signature


	E.  INDIVIDUAL RESPONSIBLE FOR DEVICE STORAGE/INVENTORY

	     
Typed Name of Responsible Individual
	Signature of Responsible Individual
	Date of Signature
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