










RESEARCH CLINIC:       
ASSESSMENT OF PHARMACY IMPACT 

ATLANTA VA MEDICAL CENTER

	1. Title:      

	     

	2. Principal Investigator:      
	3. IRB Approval No.:      

	4. Sponsor:       
	5. Administered By:  FORMCHECKBOX 
AREF   FORMCHECKBOX 
VA   FORMCHECKBOX 
Emory   FORMCHECKBOX 
Other

	6. Planned # of Research Subjects:   Total:       
	Veterans:       
	Non-Veterans:      

	7. Planned # of Non-Veteran Subjects Requiring Procedures:      


Please provide the following FDA information:

	8.   Investigational Drug Name:      
	9.   FDA No.:         or     FORMCHECKBOX 
Pending

	10. Holder of IND:      
	11.  FDA Status:  FORMCHECKBOX 
I   FORMCHECKBOX 
II    FORMCHECKBOX 
III    FORMCHECKBOX 
IV


12. Drugs to be administered as:

	 FORMCHECKBOX 
Outpatient                FORMCHECKBOX 
Inpatient


13. Drug dose:

	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Chemotherapy    FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
New Investigational Agent


14. List all drugs to be given as part of this protocol including any adjuvant drug therapies such as aspirin, Tylenol, etc.:
	Drug Name:
	
	Supplied by: Sponsor:
	If Supplied by VA, List Cost(s):
	Standard of Care:

	     
	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
VA   FORMCHECKBOX 
Other:      
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
VA   FORMCHECKBOX 
Other:      
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
VA   FORMCHECKBOX 
Other:      
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
VA   FORMCHECKBOX 
Other:      
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
VA   FORMCHECKBOX 
Other:      
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	     
	 FORMCHECKBOX 
IV   FORMCHECKBOX 
Oral   FORMCHECKBOX 
Other:      
	 FORMCHECKBOX 
Sponsor   FORMCHECKBOX 
VA   FORMCHECKBOX 
Other:      
	     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No


	15. Will the study medication replace routine standard of care medication for veterans?   FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	16. Will the standard of care drug be part of the trial?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

	17. If yes, is drug listed on VA formulary?  FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
	

	18. Do you anticipate that all pharmacy needs will be met during normal business hours (i.e. Monday – Friday, 8:00 a.m. – 4:30 p.m.)?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	19. If no, explain:      


20. Please indicate whether this protocol will require:

 FORMCHECKBOX 
Blinding or compounded doses

 FORMCHECKBOX 
Randomization

21. If the protocol requires randomization, who will be responsible:

 FORMCHECKBOX 
Principal Investigator

 FORMCHECKBOX 
Research Pharmacist

 FORMCHECKBOX 
Other - Please explain:       
Signatures:

I understand that the project must reimburse the VAMC for the procedures outlined above if they are performed on Non-Veterans or when performed on Veterans above and beyond normal patient care.

Principal Investigator 





Director, Research Operations

Clinical Research Pharmacist




Chief, Pharmacy Service
NOTES:

Non-Veteran patient care services are always reimbursable to the VA.

Please return your completed form to the Science Information Officer, in room 5A-117.

INSTRUCTIONS

The purpose of the Assessment of Pharmacy Impact form is to determine the impact of the project on the medical center’s pharmacy. If pharmacy impact is above and beyond the standard of care, there must be reimbursement to the medical center.

Please return your completed form to the Science Information Officer, in room 5A-117.

Please type or print legibly. Items 1-13 and 15-21 are self explanatory, specific instructions for other items are as follows:

Item

Entry












14
List all drugs that will be given as part of the protocol. Please also include any adjuvant drug therapies such as aspirin, Tylenol, etc. 

Specify if the study drug will be administered intravenously, orally or provide brief description if the drug will not be administered either intravenously or orally.
Please identify if the drug will be provided by Sponsor, VA or provide a brief description if it will be provided by some other source. If drug is to be supplied by VA, please contact Chief, Pharmacy Service at ext. 5033 or the Pharmacy Supply Tech at ext. 4002 to obtain the current drug cost.
It is the responsibility of the Principal Investigator to insure that the information included in this form is accurate and complete. 

Order of signatures should be:

Principal Investigator

Clinical Research Pharmacist – ext. 4214

Chief, Pharmacy Service – ext. 5033

Director, Research Operations – ext. 7632
