 VA New York Healthcare System Institutional Review Board

Pharmacy Support Request Form
Principal Investigator:       
Phone:      
Project Title:       
Date Form Completed:       
This form should be completed for any study that uses an investigational drug. Please complete a separate form for each investigational drug.
1. Investigational Drug Name:      
2. Indication:      
3. Study Sponsor:  FORMCHECKBOX 
 VA
 FORMCHECKBOX 
 Other non-profit sponsor (e.g. NIH, AHA, DoD)
 FORMCHECKBOX 
 Pharma
 FORMCHECKBOX 
 Other, specify      
4. Source of Drug:  FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 VA NYHHS Pharmacy
 FORMCHECKBOX 
 Other, specify      
If sourced by VA NYHHS Pharmacy, how will Pharmacy be reimbursed?      
5. Storage:  FORMCHECKBOX 
 Room Temp (20-25○ C)
 FORMCHECKBOX 
 Refrigeration (2-8○ C)
 FORMCHECKBOX 
 Other, specify      
6. Dosage Form:  FORMCHECKBOX 
 Oral Tab/Cap
 FORMCHECKBOX 
 Syringe
 FORMCHECKBOX 
 Vials    FORMCHECKBOX 
 Other, specify      
7. Dispensing:  FORMCHECKBOX 
 As Supplied    FORMCHECKBOX 
 Compounding required, describe      
8. If compounded product, describe stability and storage      
9. Utilizes Research Pharmacy services:  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

If NO, explain:      
10. Research Pharmacy Budget (see Fee Schedule attached. If study is supported by VA ORD award, no budget is required. All other studies that require Pharmacy support require that Pharmacy be reimbursed.)
11. Start Up: $        Closing: $        Dispensing & Maintenance $      per patient/yr
Other arrangements:      
Note: For studies with multiple drugs there is only a single Start Up and Closing fee.

12. Total number of enrolled patients to receive this study drug:      
____________________________________________________                   __________  

                Signature of Principal Investigator                                                             Date

Chief, Pharmacy Program Review:  FORMCHECKBOX 
 Approved    FORMCHECKBOX 
 Disapproved for the Following Reason(s):

____________________________________________________                    __________                                      

                Signature of Chief, Pharmacy                                                                    Date
Research Pharmacy (Pharmacy Service) Investigational Drug Management Fees

The following is the current fee schedule for the Research Pharmacy at the New York Harbor Healthcare System.  (Effective date: February 4, 2008)
	Start-up Fee

$660.00/Protocol


	Closing Fee

$396.00/Protocol


	Dispensing Fee*

$305.00/Patient/Year

For Regular Studies;  $610.00/Patient/Year For Complex Studies
	Maintenance Fee*

$135.00/Patient/Year



	▪ Reviewing Protocol

▪ Clarifying Protocol with PI and Study Coordinator

▪ Coordinating Dispensing Procedures

▪ Entering Study Drugs Into the Computer System

▪ Preparing and Collecting Required Documents

▪ Setting-up Study Binders

▪ Setting-up Electronic Inventories

▪ Setting-up Sponsor and VA Paper Inventories

▪ Preparing Proper Storage for Refrigerated or Controlled Drugs

▪ Receiving and processing Initial Shipment of Study Drugs
	▪ Final Monitor Visit

▪ Reconciling Dispensing Inventories with Monitor Records

▪ Reconciling Returned Drugs Inventories with Monitor Records

▪ Generating Close-out and Shipping Papers

▪ Packing and Shipping to Sponsor

▪ Preparing the Paper Work and Shipping for Archiving in VA Central    Storage in Missouri


	▪ Calculated Assuming an Average of 3 Rxs/Month/Pt, a Filling Time of 15 Minutes Per Prescription and Taking Into Account Pharmacist’s Salary

▪ Examples of Complex Studies” Studies that Require Compounding; Studies that Call for Preparation of IVs; Studies that Require Pharmacy to Randomize Patients; Oncology Studies


	▪ Processing Orders and Receipts of Replenishment Stock

▪ Maintaining Dispensing Records

▪ Maintaining Records of Returned Drugs

▪ Monitor Visits

▪ Providing Drug-Related Support (Allergies, Interactions, Etc.)

▪ Providing Administrative Support and Problem Solving

▪ Research-Pharmacist Participation in IRB; R&D and Q/A Meetings




* Flat fee

For Office Use Only





MIRB No: _________
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