Cincinnati VA Medical Center

Pharmaceutical Research Assessment

Pharmacy Impact Form


VA regulations (M-2, Part VII, Chapter 6) require that the Pharmacy Service receives, stores, and distributes all drug supplies used for clinical investigational studies. It is required that each investigational protocol be evaluated for its financial impact on the Pharmacy Service.  The data on the form will allow Pharmacy Service to calculate an estimated charge for each protocol.  A one-time administration fee ranging from $1000.00 to $5000.00 depending on study complexity will be billed upon receipt of drug(s) in the pharmacy.  For questions please contact the Clinical Research Unit (CRU) Pharmacy (ext. 5458).

A) Principal Investigator:
B) Study Title:

C) Number of patients expected to enroll at this site:

D) Please indicate whether this protocol will require:

(  
Outpatient prescriptions


( 
Inpatient oral doses

( 
IV doses

(
Blinding or compounded doses

(
Chemotherapy

(         Randomization

E)  Will any drug supplies have to be supplied by Pharmacy Service?  If    “yes”, please explain:

· Yes

· No

________________________________

________________

Signature of Principal Investigator


Date

