Grant/Contract No. (Office use only) ____________

VA Northern California Health Care System (VANCHCS)
Administrative Review of Research Proposals

Administrative review is the method that the VA uses to assess the costs of VANCHCS resources that are committed to a research project and the investigators’ protected time.  Please complete Sections I and II to determine if you need to complete all sections of this form or only a portion of the form.

Principal Investigator Name:       
Project Title:       
Funding Source:       






Project Period:       
SECTION I:







 

	1.
	Does a pharmaceutical company fund this study?  
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	
	
	

	2.
	Is this project funded by a Foundation or Society whose regulations allow the PI to use a portion of the direct costs for their percent effort devoted to the project?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


	
	
	

	3.
	If this is an NIH grant, is the PI requesting salary support to cover his or her percent effort?
	Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 




If you checked “YES” to any of the questions in Section I, you must complete the Salary Support Table in Section III.  Please continue with Section II to determine if you must complete Sections IV through VI which deal with clinical resource utilization.

SECTION II:

1. Will this study involve products dispensed by Pharmacy to VA research participants?
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

2. Will this study involve research participants being seen in:



Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

a. VA outpatient clinics
b. VA inpatient wards or short stay unit
c. VA radiology/imaging
d. VA pathology lab for any blood draws
e. Diagnostic test or procedure performed in VA space (e.g. EKG)
f. Audiology services space

If you checked “YES” for either question in Section II, then you must complete Sections IV through VI of this form.  If you checked NO to both questions in Section II, you do not need to complete the rest of this form.

If you checked “NO” to all questions in Sections I and II, an Administrative Review is not required.  Sign here and submit this single page to the Administrative Officer, R&D Service.
__________________________ 
Principal Investigator Signature
SECTION III: 
1.
Type of Support

Funds will be provided as:

Yearly payments not linked to participant enrollment

Yes  FORMCHECKBOX 

Complete Salary Support Table 1
Payments linked to number of participants enrolled

Yes  FORMCHECKBOX 

Complete Salary Support Table 2

2.
Salary Support Tables (See Instruction pages 1-3 for assistance)

Who needs to complete a salary support table?

a.
Full time VA clinician-investigators. Full time VA clinician-investigators must complete a salary support table.

b.
Part time (less than 8/8th) VA clinician-investigators who will work on the research project under review as part of their VA appointment.

Who does not need to complete a salary support table?

a. VA investigators who do not receive salary support from medical care funds (e.g., non-clinical Ph.D. investigators).

b. VA clinicians submitting grants to agencies that do not supply salary to the PI (e.g., VA or MRF grants).  Salary MUST be requested on all grants from pharmaceutical and industrial sources.

c. Clinicians who have credentials and privileges at the VA but are not compensated directly by the VA (e.g., WOC appointments); Investigators who do not receive salary from the VA but are members of the Medical Staff with credentials and privileges at VANCHCS do not need to prepare a salary support table.

d. Part-Time VA clinician who will be conducting all aspects of the study off their VA tour of duty.  The clinician will not report this time in their attendance report. 

Do you need to complete a salary support table? 

 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If “NO,” please enter your justification (using a – d above):      
Salary Support Table #1 (grant or contract NOT LINKED to participant enrollment)


See Instructions for description of foot notes (pg 2).

	A
	B
	C
	D
	E
	F
	G

	Work week1
	Hours/week on proposed project2
	% of appoint-ment3
	Institutional base salary4
	Net salary to request on grant5
	Fringe benefits6

	Total salary to request on grant7

	40
	   
	0.000%
	     
	$   0
	$   0
	$   0


Salary Support Table #2 (grant or contract LINKED to participant enrollment)


See Instructions for description of foot notes (pg 2).

	A
	B
	C
	D
	E
	F

	Institutional base salary1
	Fringe benefits2
	Total3
	Compensation per hour4
	Hours per patient5
	Total salary expense per patient6

	     
	$   0
	$   0
	$   0
	   
	$   0


If your research does not involve VA participants no additional information is needed. 

If your research does involve VA participants, please complete the remainder of this application.

SECTION IV:

Inpatient/Outpatient Research Activity Review: 

1.
Will participants be enrolled from:

Inpatient services: 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


If YES, list services:      
Outpatient clinics: 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Emergency care unit: 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

2.
Will the workload be increased within VANCHCS? 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

3.
I agree to notify the primary care provider of all patients enrolled in this study by entering an electronic flag into VISTA for each patient enrolled

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 
 

If “NO,” please explain: 

	NOTE: This is a free-text area.  Highlight and delete these instructions before typing in your own text. If your text disappears from the page, it’s too long and needs to be shortened.  Use your mouse to click into the next field. 




Provide the following information if inpatients will be enrolled in your study:

4.
Will patients be hospitalized for the sole purpose of participating in the research protocol?  



Yes  FORMCHECKBOX 


No  FORMCHECKBOX 



5.
Will research participants be studied in any of the following settings?
Intensive care unit 


Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


# of days      
Step down unit or monitored bed 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


# of days      
Bed on ward
Indicate Ward      
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


# of days      
Provide the following information if outpatients will be enrolled in your study:

6.
Describe the length of the study: 
Start Date:      
End Date      
7.
Where will outpatient visits be held? 
in an exam room/clinic  FORMCHECKBOX 

PI’s private office  FORMCHECKBOX 

8.
If clinic, indicate which one:      
9.
Clinic location:      

Length of Clinic Visit:      
10.
Day of Week:        Time of day:      
a.m. FORMCHECKBOX 

p.m. FORMCHECKBOX 

11.
Will a study nurse see the patients in the outpatient setting? Yes   FORMCHECKBOX 

No    FORMCHECKBOX 

Additional Information:

11.
How many participants will be enrolled over the life of the study?      
12. 
What is the maximum length of time a participant will be enrolled?      
13.
On a per participant basis, what is the maximum number of individual clinic visits projected over the length of the study?      
14.
On a per participant basis, how many of these visits represent additional outpatient visits scheduled solely as a result of the participant’s taking part in the research protocol?      
15.
Provide a general description of what will occur at each outpatient visit:

	NOTE: This is a free-text area. Highlight and delete these instructions before typing in your own text. If your text disappears from the page, it’s too long and needs to be shortened. Use your mouse to click into the next field.




16.
Are there financial benefits to VANCHCS as a result of participating in this research (e.g., nursing support, laboratory tests, or PI time volunteered to VA)? 

Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 



If “YES,” please describe: 

	NOTE: This is a free-text area. Highlight and delete these instructions before typing in your own text. If your text disappears from the page, it’s too long and needs to be shortened. Use your mouse to click into the next field.




17.
Will the protocol involve patients hospitalized or recruited from outpatient clinics on a service other than your own (e.g., protocol from an investigator in Medical Service that would include patients from Psychiatry Service).






Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If “YES,” which service is involved?      
If “YES,” have you discussed this protocol with the Chief of that service?
 
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

18.
Will the workload of fellows, residents, students, or nurses be impacted while caring for patients enrolled in your protocol?





Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If “YES,” have you discussed this with the Chief of the appropriate service? 
Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 

If “YES,” indicate below which individuals will be impacted:


Yes
No
Service(s)
Fellows
 FORMCHECKBOX 

 FORMCHECKBOX 

     
Residents
 FORMCHECKBOX 

 FORMCHECKBOX 

     
Students
 FORMCHECKBOX 

 FORMCHECKBOX 

     
Nurses
 FORMCHECKBOX 

 FORMCHECKBOX 

     
SECTION V:

1.
Will your study involve products dispensed by VANCHCS pharmacy?


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 



If “YES,” the Principal Investigator is responsible for submitting an Investigational Drug Service Questionnaire (IDSQ), research proposal, and all investigational drug information records to the Investigational Drug Service (IDS) Pharmacist for review (Sara Schmidt, Pharm.D., sara.schmidt@va.gov, 925-372-2565).  
IDS approval must be received prior to the submission of your protocol to Research Service. 
2.
Does the funding source provide the drug under study at no cost to VANCHCS?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

3.
Has this study received IDS Approval?





Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If “YES,” Please include the IDS Approval Documentation. 

SECTION VI:

1. 
Study Plan Schematic

(Prepared by PI, see Instructions for an example)

Using a schematic prepare on a separate sheet a simple outline of the study plan.  For inpatients, list the length of stay for each type of hospital bed required.  If the study will be carried over into outpatient activities, and for all studies conducted entirely in an outpatient setting, show or summarize each time the participant will be seen in clinic.

2.
All Aspects of Care Table

(Prepared by PI, see Instructions for an example)
Using a table format prepare on a separate sheet an “All Aspects of Care” table listing in the left hand column all aspects of care (histories and physical, follow-up exams, procedures, placement of a device, lab tests, other studies such as X-rays or nuclear medicine studies, EKGs, cardiac studies, drug administration) that will be applied to each research participant even if the event will happen only once.  Across the top of the table, list all times that the participant will be seen during the course of the study (e.g., days 1, 3, 5 for inpatients or week 1, 3, 5, for outpatients).  In many cases, the funding source has already prepared this type of table.  Then complete the grid as shown in the example, indicating when each clinical activity will be scheduled.  Indicate with a + sign those aspects of care that will be performed at a central lab supported by the sponsor or in PI’s laboratory.  
3. 
Research Related Expense Table
 (Prepared by PI, see Instructions for an example)
Using a table format, prepare a separate “Research Related Expenses”.  The left-hand column of the table should be copied from the “All Aspects of Care” table.  The next column should list on a per participant basis the number of times each test/procedure/setting will occur.  The “cost per unit column” will be completed by Research Service after you submit the completed administrative review.  The PI should not contact the Chief of the Service performing the lab test, study or procedure.  Investigators will reimburse the Medical Center for all resources consumed based on a listing found on the “Price List for Research Investigators” maintained and updated by the VANCHCS Fiscal and Research Services.  Rates will be based on the actual cost of the test at the VA.  All aspects of care that are supported by the sponsor budget will be assessed at the listed rate.

4.
 Sponsor Budget

You must submit the potential funding source (e.g., a pharmaceutical company, granting agency) budget showing the amount of funds that will be provided and on what timetable, even if it is still under negotiation.  If the grant is a yearly sum, a budget breakdown must be provided for each year.  If funds are to be provided on a per participant basis, a payment schedule should be agreed to in advance with the funding agency and a copy of this should be included.  Indirect costs must be requested as per the policies of the institution that is administering the funds.  IRB review fees must be requested for all industry funded studies, 

Budget page attached:



Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Not Applicable  FORMCHECKBOX 

Per participant budget agreement attached:
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Not Applicable  FORMCHECKBOX 

Payment schedule attached:


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Not Applicable  FORMCHECKBOX 

Name and phone number of contact at pharmaceutical or industry source that will handle contract negotiations and collect case report forms:

Name:       
Phone:      
Administrative Review Form
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5

