
17 April 2012 

Judith A. Joustra 
USNRC Region I 
475 Allendale Rd. 
King Of Prussia, PA 19406-1415 

Subject: Response to Notice of Violation for Inspection No .. 03034289/2011001 
US NRC RAM License # 47-25375-01MD 

Dear Ms. Joustra; 

PharmaLogic respectfully submits the following information addressing the two Severity Level 
IV violations identified in the recent inspection of our facilities located in Bridgeport and 
Barboursville, West Virginia. 

Violation 1: Licensee failed to check each instrument jor constancy and proper operation at 
the beginning of each day of use. On 22 September 2011, at the Barboursville WV location, 
the licensee did not complete required daily checks of dose calibrators used to measure 
radioactivity of radiopharmaceuticals before the doses were fractionated and shipped to 
customers. 

1. 	 After reviewing the procedures and operations and interviewing both pharmacists in the 
Barboursville facility, I determined the cause of this violation was a human failure of the 
night shift pharmacist to perform standard operating procedures. This was an isolated 
incident. 

2. 	 I have implemented the following corrective action to ensure compliance with standard 
operating procedures and to prevent a future recurrence. The NMIS pharmacy software 
was enabled to disallow the use of the elution and compounding sections until the daily 
constancy program is completed and results entered into the NMIS system. This change 
is in effect. Pharmacists are conducting the daily function tests prior to generator elution, 
radiopharmaceutical compounding and dose dispensing. Documentation is complete to 
date. 

3. 	 Also both pharmacists were retrained on the required sequence of daily events when 
compounding and dispensing radiopharmaceuticals. All function tests on the dose 
calibrators will be performed prior to compounding and dispensing activities. 

4. 	 Compliance has been achieved. 
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Violation 2: Reviews of the radiation protection proglram had not been conducted at the 
Barboursville, WV location. Program was not reviewed since the last US NRC inspection in 
September 2009. 

1. 	 After reviewing the radiation safety program implementation, I determined the cause of 
this violation was a failure of the pharmacy m~mager and radiation safety officer to 
schedule annual reviews of the effectiveness and compliance of our program. 

2. 	 I have implemented the following corrective action to ensure regulatory and license 
compliance. The Pharmacy Manager of the Barboursville, WV pharmacy will complete a 
radiation safety program audit annually. The next audit is scheduled for September 2012. 
The event has been entered into the NMIS pharmacy software calendar which requires a 
software interaction by Pharmacy Manager. 

3. 	 The Radiation Safety Officer will review the audit results and will schedule an annual site 
visit. Currently the RSO visits the Barboursville, WV location regularly to evaluate the 
program. In the future an annual visit, by the RSO, will be dedicated to a documented 
evaluation of the radiation safety program and compliance with regulations and license 
conditions. 

4. 	 Both items 2 and 3 are part of an on-going process and future compliance will be 
monitored. Compliance will be achieved with the scheduled radiation safety audits by the 
pharmacy manager and RSO. 

Thank you for your time and input throughout the process of this inspection. 

Sincerely, 

~::> 
Glen Palmer RSO 

cc: 
Tim Summers - Barboursville Pharmacy Manager 
Gerard Strugala - Vice President, Operations 
Todd Jackson - NRC site inspector 

PharmaLogic WV 

109 Platinum Dr. Suite A. Bridgeport, WV 26330 .304-842-0935. Fax 304-842-0937 



