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November 19,1997'

David W. Pellicciarini, C.H.P.
Program Manager, Health Physics
Syncor International Corporation
6404 Canoga Avenue
Woodland Hills, California 91367

SUBJECT: RADIOPHARMACEUTICAL PACKAGE CONTAMINATION

Dear Mr. Pellicciarini:

On May 6,1997, you reported to the NRC Operations Center a personal contamination event
that involved a Syncor St. Louis Customer Service Assistant (CSA) and the Washington
University Medical School, Barnes Hospital radiopharmacy. Your written report dated June 5,
1997, was cubmitted to the NRC as per 10 CFR 20.2203 and concluded that a contaminated
needle that was dropped at the Barnes Hospital radiopharmacy was the most probable cause of

the event.

On July 2,1997, your staff provided to the NRC Region Ill office additional written information
regarding the personal contamination levels and the dose assessment for the CSA that included
values that showed greater contamination on the CSA's trousers than on the CSA's hands.
Subsequently, you completed a re-enactment of the radiation surveys and estimated the
contamination level on the CSA's trousers was substantially.len than on the CSA's hands.

The Washington University Medical School Radiation Safety Officer (RSO), in a letter to the
NRC dated September 24,1997, estimated the contamination levels on the CSA and asserted
that the Barnes Hospital radiopharmacy was not the source of the contamination and that the
individual was contaminated before arrival at Barnes Hospital. According to the RSO, the
highast levels of contamination were on the CSA's trousers. The RSO subsequently concluded
that a one square centimeter spot on the back of the CSA's trousers was the most probable
source of contamination of the CSA's hands, vehicle and the cases that were removed from
Barnes Hospital. Also, the RSO completed reenactments of the dropped needle and estimated
the maximum amount of rac8ioactivity lost from the contaminated needle was less than his
estimate of the activity on the CSA's trousers.

The NRC has concluded, after reviewing all the information provided by both licensees, that
there is a lack of cWar evidence that the contamination discovered at the Syncor St. Louis
pharmacy came from the contaminated needle that was dropped on the floor of the Dames
Hospital rad |opharmacy on May 6,1997. We recognhe that there were uncertainties associated
with the contamination levels estimated by both licensees resulting in neither being able to

determine the exact cause.
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Verious errors and inconsi:tencies occurred in some of your data collected relative to this
incident. In particular, it was noted that confidence in your reported values was lacking because:
(1) there were errors in the initial values and survey techniques, (2) the values were not
expressed in a standartlized manner to allow for comparison, and (3) measurements were not
perfomied at standardized distences from surfaces.

This incident was one of several package contamination events that has occurred in 1997
involving radiopharmaceutical shipments between Syncor and its customers. When
contamination events of this type occur, it is essential that both Syncor and its customers
implement well planned and consistent contingency procedures to accurately quantify the
contamination parameters, adequately decontaminate equipment and personnel, and complete
a timely root cause analysis that will aid in preventing recurrences

No reply to this letter is required; however, we did want to express our concerns regarding the
above incident to emphasize the importance of implemeniing comprehensive and technically
aound procedures that are consistently applied by the Quality and Regulatory staff and your
pharmacy personnel.

Sine r ly,

( f4hO
Ross A. Scarano, Director
Divblon of Materials Safety

Docket No. 030-33224
License No. 04 26507-01MD
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