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	For CTU Use Only

	Date Received:


	CTU Initiation Meeting Date:
	CTU Decision:

 FORMCHECKBOX 
 Approved

 FORMCHECKBOX 
 Deferred

Reason for Deferral:      


Application for the Use of the Clinical Trials Unit (CTU) Resources
7 East Main Hospital

	Section A. Protocol Information


A.1. Principal Investigator
	Name (Last, First, Degrees)
	Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     


A.2. Study Coordinator or PI’s Primary Contact if we have questions about the application 
(if not PI)
	Name (Last, First)
	Role on the Project
	Email
	Phone

	     
	     
	     
	     


A.3. Project Title
	Project Title. Must be the same as the IRB title.

	     


A.4. Institutional Review Board (IRB) Status
	IRB of Record
	IRB Status

	 FORMCHECKBOX 
 Georgetown University IRB

 FORMCHECKBOX 
 MedStar Research Institute IRB
 FORMCHECKBOX 
 Other:      
If IRB of Record is not GU IRB, has GU IRB facilitated review been done? 

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No. If Not, please contact GU IRB.
	 FORMCHECKBOX 
 Approved. 

IRB Number:      
IRB Expiration Date:      
 FORMCHECKBOX 
 Approval Pending


A.5. Study Specifics
	Type of Visit Requested

	 FORMCHECKBOX 
 Inpatient

 FORMCHECKBOX 
 Outpatient

 FORMCHECKBOX 
 Both Inpatient and Outpatient

 FORMCHECKBOX 
 Scatter-bed Visit. Scatter-bed nursing visits are performed for those studies that require patients be cared for in off-site areas (not on the CTU/7 East).

	Type of Study 

	 FORMCHECKBOX 
 Observational

 FORMCHECKBOX 
 Pilot

 FORMCHECKBOX 
 Clinical Trial Phase:  FORMDROPDOWN 

 FORMCHECKBOX 
 AIDS-related


A.6. Projected Enrollment
Please fill in blanks only where CTU resources are requested

A.6.1 Outpatient Visits
	Visit Type
	# Visits/Subject
	# Hours/Visit Type

	Screening
	
	     

	Baseline
	
	     

	Treatment/Study Visit
	     
	     

	Final Study Visit
	     
	     

	Follow Up
	     
	     

	Other:      
	     
	     

	Other:      
	     
	     

	Other:      
	     
	     


A.6.2 Inpatients Days

	Visit Type
	Total # Inpatient Days


	Screening
	     

	Baseline
	     

	Treatment/Study Visit
	     

	Final Study Visit
	     

	Follow Up
	     

	Other:      
	     

	Other:      
	     

	Other:      
	     


A.6.3 Scatter-bed Nurse Hours

	Visit Type
	# Hours/Visit Type

	Screening
	     

	Baseline
	     

	Treatment/Study Visit
	     

	Final Study Visit
	     

	Follow Up
	     

	Other:      
	     

	Other:      
	     

	Other:      
	     


A.7. Primary Source of Support
Please list funding directly related to this project.
	Funding Source/Sponsor:
	     

	RX Number (if known):
	     

	Date of Funding Period:
	     


	Section B. Service Requests


B.1. Patient Care Services (Nurse Manager: 202.444.2639.

Please check this box if no patient care services are requested and proceed to Section B.2.  FORMCHECKBOX 

	Procedure/Data Collection
	Outpatient Visit
	Inpatient Visit

	A. Specimen Collection/Processing

	1. Blood/Serum Collection
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Blood/Serum Processing
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Urine (24-hour) Collection
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Urine (24-hour) Processing
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Multiple Specimen Aliquots Collection
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Multiple Specimen Aliquots Processing
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Phlebotomy
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Blood Glucose Monitoring
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	B. Physical Examination

	1. Vital Signs
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Weight, Height
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. EKG
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Serial BP Monitoring
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Assistance with Examinations/Procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. Physical Examinations/Procedures
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b. Gynecologic Examination
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c. Lumbar Puncture
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	C. Subject Teaching

	1. Glucose Monitoring
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Medication Administration
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	D. Monitoring

	1. Intensive Physiologic Monitoring (frequent VS, EKG monitoring, etc.)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Pulse Oximetry
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Sleep Observation
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Psychomotor/Cognitive Testing
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Telemetry/Cardiac Monitoring
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Activity Monitor
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Intake and Output
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	E. Special Testing/Procedures

	1. IV Glucose Tolerance Test
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Oral Glucose Tolerance Test
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Hyperglycemic Glucose Clamp
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Euglycemic Glucose Clamp
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Oxygen Administration
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Force Fluids/Fluid Restrictions
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Radiation Precautions
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	F. Medication Administration

	1. Oral
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. IM/SC
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Intravenous Infusion (< 1 hour)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Intravenous Infusion (> 1 hour)
	
	

	5. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	G. Other Data Collection

	1. Administer Questionnaires
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Administer Computer Tasks
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 



B.2. Administration of Medication (Research Pharmacy: 202.444.7755
Please list all medications you will need to have administered to subjects on the CTU. Include investigational drugs as well as FDA-approved drugs.
Please check this box if this section does not apply and proceed to Section B.3.  FORMCHECKBOX 

	Medication
	Dose
	Route
	Frequency
	# of Administrations

	1.      
	     
	     
	     
	     

	2.      
	     
	     
	     
	     

	3.      
	     
	     
	     
	     

	4.      
	     
	     
	     
	     

	5.      
	     
	     
	     
	     

	6.      
	     
	     
	     
	     


B.3. Outpatient Meals (Nurse Manager: 202.444.2639.
If your outpatient subjects require a regular meal, you must request it.
Please check this box if no outpatient meals are requested and proceed to Section B.4.  FORMCHECKBOX 

	Meal Type
	# Visits that require meal
	If you are requesting special meal or meal preparation, please specify.

	 FORMCHECKBOX 
 Breakfast
	     
	     

	 FORMCHECKBOX 
 Lunch
	     
	     

	 FORMCHECKBOX 
 Dinner
	     
	     


B.4. Special Equipment

Please check this box if no special equipment is requested and proceed to Section B.5.  FORMCHECKBOX 

	Equipment
	# Needed per Visit
	Duration (# hours or days)

	1. Glucometer
	     
	     

	2. Digital Timer
	     
	     

	3. -80 C Freezer
	     
	     

	4. IV Infusion Pump
	     
	     

	5. Vital Signs Monitor
	     
	     

	6. Treadmill
	     
	     

	7. Pulse Oximeter
	     
	     

	8. Other. Please specify:      
	     
	     

	9. Other. Please specify:      
	     
	     

	10. Other. Please specify:      
	     
	     

	11. Other. Please specify:      
	     
	     


B.5. Special Room
Please check this box if no special room (in addition to standard inpatient/outpatient rooms) is requested and proceed to Section C.1.  FORMCHECKBOX 

	Room Type
	# Needed per Visit
	Duration (# hours)

	Cognitive Testing
	     
	     

	Video Monitored
	     
	     

	Exercise Room 
	     
	     


	Section C. Co-Investigators and Key Personnel


C.1. Co-Investigators

	Co-I #1 Name (Last, First, Degrees)
	Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     


	Co-I #2 Name (Last, First, Degrees)
	Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     


	Co-I #3 Name (Last, First, Degrees)
	Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     


	Section D. Signature


D.1. Responsibility for Scientific Conduct
	As Principal Investigator, I affirm that:

· All information in this application is complete and true to the best of my knowledge.

· All key personnel (Principal Investigator, Study Coordinator, Co-Investigators, [sections A.1., A.2, C.1.]) on this protocol have completed approved training in Human Subjects Research and have proof of training record with Georgetown University Office of Regulatory Affairs.

· I will ensure that the protocol is conducted as approved by the IRB.

· I will provide the GCRC/CTU Administrative Offices with the IRB-approved status reports and modifications, including updated consents (if applicable) in a timely manner.

· I will provide information requested by the GCRC/CTU in a timely manner.

· I will notify the GCRC/CTU if the study is suspended for any reason.

	Typed Name:      
	

	Signature:
	Date:


D.2. Responsibility for Medical Conduct
	As Principal Investigator or Physician of Record, I affirm that:

· I will supervise and accept responsibility for the medical conduct of this protocol.
· I will accept responsibility for the safety of human subjects on this protocol.

· I will ensure every subject meets eligibility criteria.

· I will use the Computerized Adverse Event Reporting (CAER) system to report adverse event reports to Georgetown University GCRC/CTU and IRB.



	Typed Name:      
	

	Signature:
	Date:
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