	Georgetown-Howard Universities Center for Clinical and Translational Science




	For CRU Use Only

	Date Received:


	SPID:
	SEPCOM Meeting Date:
	SEPCOM Decision:

 FORMCHECKBOX 
 Approved

 FORMCHECKBOX 
 Approved with Contingencies

 FORMCHECKBOX 
 Temporary Approval until: 


Application for the Use of CTSA Resources

Application for submission to SEPCOM 
(Scientific Evaluation and Prioritization Committee)

	Section A. Protocol Information


A.1. Principal Investigator

	Name (Last, First, Degrees)
	Department or Division and Institution

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


A.2. Co-Investigators

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

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


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

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


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

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


For additional co-investigator and/or trainee information, please complete Section C.
A.3. 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.4. Project Summary
	Project Title. Must be the same as the IRB title.

	     

	Short Title. NCRR and NIH will use this title for indexing. It should include information on drug(s), population, disease, technique, and/or the device being studied. You may include an abbreviation or number, if applicable.

	     


A.5. Primary Source of Support

Please list funding directly related to this project.

	Principal Investigator:
	     

	Funding Source:
	     

	Date of Funding Period:
	     

	Grant/Contract Number:
	     

	Title of Grant/Contract
	     


A.6. Institutional Review Board (IRB) Status

	IRB of Record
	IRB Status

	 FORMCHECKBOX 
 Georgetown University IRB
 FORMCHECKBOX 
 Howard University IRB

 FORMCHECKBOX 
 MedStar Health Research Institute IRB
 FORMCHECKBOX 
 Washington, DC Veteran's Affairs Medical Center (WVAMC) IRB
 FORMCHECKBOX 
 Other:      
	 FORMCHECKBOX 
 Approved. 

IRB Number:      
IRB Expiration Date:      
 FORMCHECKBOX 
 Approval Pending


A.7. Study Implementation Site(s)

Please indicate at which institution(s) the study plans on being implemented. (Check all that apply) 

	Implementation Site(s)

	 FORMCHECKBOX 
 Georgetown University Clinical Research Unit

 FORMCHECKBOX 
 Howard University Clinical Research Unit
 FORMCHECKBOX 
 MedStar Health Research Institute 

 FORMCHECKBOX 
 Washington, DC Veteran's Affairs Medical Center (WVAMC) 
 FORMCHECKBOX 
 Other:      


A.8. Study Category 
	Category Description
	Budget

	 FORMCHECKBOX 
   Investigator-initiated pilot study 
       (GHUCCTS –funded)

 FORMCHECKBOX 
   Investigator-initiated collaborative study 
       (GHUCCTS –funded)

 FORMCHECKBOX 
   Investigator-initiated pilot study 
       (No other financial support)
 FORMCHECKBOX 
   Federally funded study 
       (e.g. R01 with NIH funding)

 FORMCHECKBOX 
   Foundation funded study 
      
	All research subjects’ visit costs are the financial responsibility of the CRU grant, the investigator’s research funds, or a combination of both. The CRU covers all charges approved by the SEPCOM. 

	 FORMCHECKBOX 
   Industry-sponsored study

 FORMCHECKBOX 
   Multicenter study

      (e.g. cooperative group or industry sponsored)

	All costs are the responsibility of PI through his/her industry-sponsored research grant.


A.9. Study Specifics

	Type of Visit Requested

	 FORMCHECKBOX 
 Inpatient

 FORMCHECKBOX 
 Outpatient

 FORMCHECKBOX 
 Both Inpatient and Outpatient

 FORMCHECKBOX 
 Off-site Visit. (not on the CRU).
     Please specify:

	Type of Study 

	 FORMCHECKBOX 
 Observational

 FORMCHECKBOX 
 Pilot

 FORMCHECKBOX 
 Clinical Trial Phase:  FORMDROPDOWN 

 FORMCHECKBOX 
 AIDS-related
 FORMCHECKBOX 
 Pediatric-related


A.10. Projected Enrollment

A.10.1 Outpatient Visits
	Year
	Total # of Visits

(e.g. 10)
	Visits Requesting Support  
(e.g. V2, V5, V6 & V10)
	Duration of each Visit

(e.g. V2 & V5 = 1 Hr; V6 & V10 = 3 Hrs)

	1
	     
	     
	     

	2
	     
	     
	     

	3
	     
	     
	     

	4
	     
	     
	     

	5
	     
	     
	     


A.10.2 Inpatients Days

	Year
	Total # of Visits

(e.g. 10)
	Visits Requesting Support  
(e.g. V2, V5, V6 & V10)
	Duration of each Visit

(e.g. V2 & V5 = 1 Day; V6 & V10 = 2 Days)

	1
	     
	     
	     

	2
	     
	     
	     

	3
	     
	     
	     

	4
	     
	     
	     

	5
	     
	     
	     


A.10.3 Off-Site Nurse Hours

	Year
	Total # of Visits

(e.g. 10)
	Visits Requesting Support  
(e.g. V2, V5, V6 & V10)
	Duration of each Visit

(e.g. V2 & V5 = 1 Hr; V6 & V10 = 3 Hrs)

	1
	     
	     
	     

	2
	     
	     
	     

	3
	     
	     
	     

	4
	     
	     
	     

	5
	     
	     
	     


A.11. Projected Use of Specialized Services

	Services
	Year 1
	Year 2
	Year 3
	Year 4
	Year 5

	Research Subject Advocate 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Neuroimaging Services  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Biostatistics Services  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Bioanalytical Services  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Biomedical Informatics Services
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Community Outreach Services
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other Services?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



A.12. Need for CTSA Support

	Reason(s) your study requires CTSA Support

Check all that apply.
	Comments

	 FORMCHECKBOX 
 Study requires CTSA’s specialized research staff and specialized research facilities
	     

	 FORMCHECKBOX 
 Pilot study with no other funding
	     

	 FORMCHECKBOX 
 Primary funding does not cover all subject costs
	     

	 FORMCHECKBOX 
 Research-only use of patient rooms
	     

	 FORMCHECKBOX 
 Other. Please explain.
	     


	Section B. Service Requests


B.1. Participant Care Services 
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. Other Anthropometrics (waist, hip)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. EKG
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Serial BP Monitoring
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Assistance with Examinations/Procedures (NP/PA coverage)
	 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. Participant 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. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. 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)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Stock Medication Dispensing
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Other. Please specify:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. 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. Research Supplies 

In the space below, please list if you are requesting the CRU to cover the cost of any research supplies (e.g., tubes, collection hats, aliquots, etc.)
Please check this box if no support for research supplies is requested and proceed to Section B.4.  FORMCHECKBOX 

	Item
	Quantity
	Unit Cost
	Total

	1.      
	     
	$     
	$     

	2.      
	     
	$     
	$     

	3.      
	     
	$     
	$     

	4.      
	     
	$     
	$     

	5.      
	     
	$     
	$     

	6.      
	     
	$     
	$     

	Grand Total
	$     


B.3. Outpatient Meals 
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.6.  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.7.  FORMCHECKBOX 

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

	1. Stow Away Electronic Wheel Chair Weight Scale (weight up to 450 lbs) *
	     
	     

	2. Balance weight scale
	     
	     

	3. Electronic standing scale (weight up to 400 kgs) 
	     
	     

	4. Wall mounted stadiometer
	     
	     

	5. Portable stadiometer **
	     
	     

	6. Portable Marquette EKG machines 
	     
	     

	7. Telemetry
	     
	     

	8. Centrifuge ambient with multiple speeds, temp, & gravity   
	     
	     

	9. Sub zero freezers currently set to -70 to -80
	     
	     

	10. Microcentrifuge with variable speed (ambient) 
	     
	     

	11. Specimen Rocker **
	     
	     

	12. YSI **
	     
	     

	13. 18” Ductless Containment Hood
	     
	     

	14. Energy Expenditure Unit *
	     
	     

	15. BOD POD for total body measurement of fat / BMI *
	     
	     

	16. Dexa Scan **
	     
	     

	17. Vital Signs Machine with Pulse Oximetry
	     
	     

	18. Marquette Dash 3000 Vital Signs monitor with Sao2 / EKG *
	     
	     

	19. Energy Expenditure (sensor 2900) * 
	     
	     

	20. Marquette 2000 Max Personal Exercise Stress Testing System **
	     
	     

	21. Cybex Treadmill *
	     
	     

	22. Cybex Stepper *
	     
	     

	23. Cybex Exercise Bikes *
	     
	     

	24. Cybex ARC Trainers *
	     
	     

	25. Elipitical 
	     
	     

	26. Neurometer *
	     
	     

	27. Glucometer
	     
	     

	28. Metabolic Kitchen *
	     
	     

	29. Infusion Chairs with recumbent and trendelenberg positions 
	     
	     

	30. Sphygmacor Pulse Wave Velocity and Anaylsis
	     
	     

	31. Other. Please Specify:      
	     
	     

	32. Other. Please Specify:      
	     
	     


Note:  * (Available at HU only)    ** (Available at GU only)

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
	     
	     

	IV infusion room **
	     
	     

	Sleep room *
	     
	     


Note:  * (Available at HU only)    ** (Available at GU only)

	Section C. Co-Investigators and Key Personnel


C.1. Co-Investigators

	Co-I #4 Name (Last, First, Degrees)
	Institution and Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


	Co-I #5 Name (Last, First, Degrees)
	Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


	Co-I #6 Name (Last, First, Degrees)
	Department or Division

	     
	     

	Title
	Email
	Phone

	     
	     
	     

	eRA Commons User Name
	Area of Expertise

	     
	     


C.2. Trainees
NCRR requires each student or postdoctoral fellow who participates in research on a CTSA protocol to have a qualified mentor (usually the PI).
	Name (Last, First)
	Title
	Role
	Mentor

	1.      
	     
	     
	     

	2.      
	     
	     
	     

	3.      
	     
	     
	     

	4.      
	     
	     
	     


	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, Trainees [sections A.1., A.2., A.3., C.1., C.2.]) on this protocol have completed approved training in Human Subjects Research and have proof of training record with appropriate Office of Regulatory Affairs.

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

· I will provide the SEPCOM 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 CRU in a timely manner.

· I will notify the SEPCOM if the study is suspended for any reason.

· I will credit the NCRR CTSA grant 1UL1RR031975 in any publications resulting from research performed with CTSA support.

· I have not obtained funding from Federal or other sources for the services that I have requested in this application.



	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 report adverse events to SEPCOM and my IRB.



	Typed Name:      
	

	Signature:
	Date:


	Section E. Investigator Check-list


(For investigator use only)

Please attach the following items in order for the SEPCOM to review your protocol.
	Required

	 FORMCHECKBOX 

SEPCOM application form

 FORMCHECKBOX 

IRB application form

 FORMCHECKBOX 

Original IRB approval memo

 FORMCHECKBOX 

Protocol as approved by or submitted to the IRB

 FORMCHECKBOX 

Informed Consent form as approved by or submitted to the IRB

 FORMCHECKBOX 

Assent form as approved by or submitted to the IRB, if applicable
 FORMCHECKBOX 

Biographical sketch for all PIs

 FORMCHECKBOX 

Lab manual

	Optional

	 FORMCHECKBOX 

A copy of the sponsor award
 FORMCHECKBOX 

Sponsor budget


All investigators submitting protocols to request CTSA resources are encouraged to meet with the CRU administration to discuss the budget and CRU resources prior to submission of their application. Such pre-review discussions will allow the CRU staff to become familiar with the planned studies, which in turn, will enable them to better inform the SEPCOM about the planned CRU use.
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