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CSP CENTER LOCATIONS

West Haven, 
CT

Seattle, 
WA

Palo Alto, 
CA

Albuquerque, 
NM

Durham, 
NC

Hines, IL

Washington, DC

Perry Point,  MD

Boston, 
MA

Little Rock, AR





VA CSP Clinical Research 
Pharmacy Coordinating Center

FDA Registered Facility
 ISO 9001:2008 and 15378
Commitment to Quality



PCC Services-D2d

 Receipt
 Packaging
 Labeling
 Analytical Testing
 Shipping to sites
 Web based Inventory 









Behind the Scenes
CSP 558

CSP 410

CSP 403

CSP 424

CSP 468 



DDC’s Role in D2d 

Receive, label, & distribute study drugs 
Maintain drug inventory at clinical sites
Stability testing of packaged drug
Maintain interactive web response 

system (SPIRS-Study Pill Inventory and 
Randomization System). 



D2d Study Medication

Vitamin D3   4000 IU Softgel and Placebo
Supplier—Tishcon Corp.
2 year expiry date (1st batch-manufactured 

in April 2013)
Excipients-Soybean Oil, gelatin, glycerin, 

purified water, corn oil



D2d Study Medication

240 softgels per bottle (6 month supply)
120cc white HDPE bottle w/ childproof cap 

and foil tamper seal
Silica desiccant packet



Packaging/Labeling 
Configuration 

Bottle label will include
 Unique 5-digit number
 Barcode which can be used to document 

receipt in SPIRS
Bottles will be packaged in 30 count kit 

box
 15 active/15 placebo randomly positioned 



Bottle Label



Kit Box Label



Packaging Configuration
Bulk Kit Box



Study Drug Distribution

 All shipments via UPS (overnight)
 Site recipient will be notified via email from UPS 

with tracking number of pending delivery
 Initial and subsequent  shipment quantities to be 

determined based on projected  and/or current site 
enrollment data  

 All shipments will include a Packing List detailing 
shipment contents



Packing List



Site Responsibilities
 Responsibilities
 Local Destruction of Study Medication in 

accordance with local policies
 Receiving/Dispensing Study Medication
 Study Medication Accountability in SPIRS



Contact Information

Dave Hunt
 David.hunt3@va.gov

Rob Ringer
 Robert.ringer@va.gov

Phone: 505-248-3203

mailto:David.hunt3@va.gov
mailto:Robert.ringer@va.gov


Questions
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