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SUBJECT: MEDICAL EVENT REPORT, VHA Permit No. 13-00694-03 

In accordance with 10 CFR 35.3045 (a) (1) (i), the following is a report of a recent medical event 
at our facility. 

Licensee Name: 

Roudebush VA Medical Center, Indianapolis, IN 
Veterans Health Administration, U.S. Department of Veterans Affairs. 

Name of the Prescribing Physician: Donald Schauwecker, M.D. 

A Brief Desctiption of the Event: 

On 12/30/09, a written directive was prepared for a patient who was prescribed to 
receive a 63.2 millicurie Y-90 Therasphere® (microsphere) treatment. The target dose to the 
patient's liver was 100 to 150 Gray. The dose was assayed at 62.7 millicuries. According to 
standard operating procedures, the shielded dose vial was agitated vigorously to bring the 
material into full suspension in the vial, and an initial reference exposure rate or 2.0 mR/hr was 
then measured with a dedicated G-M survey meter at the prescribed distance (approximately 60 
cm.) on the top of the microsphere dose cart. The dose vial was then delivered to the 
Interventional Radiology suite, where the patient was prepared on the table by the treatment 
team for the microsphere infusion. 

The infusion commenced and proceeded normally, following the established procedure 
checklist. There were no apparent problems with movement of the material through the delivery 
catheter. The dosimeter on the delivery apparatus registered 5.6 mR/hr at the initial reading; 
three (3) flushes of the delivery catheter were completed, and the same dosimeter read 0.0 
mR/hr at the conclusion of the infusion, as is normal. 

Following established procedure, the RSO surveyed the patient as well as the 
surrounding delivery area with the thin end-window G-M survey meter, and found no apparent 
contamination. He then removed the shielded waste container, which contained the used 
catheters, lines, gloves, tongs, tape, etc. to a low radiation background area, and recorded an 
average exposure rate from the container of 0.5 mR/hr at the prescribed distance, the same 
distance at which the initial vial reading was made. Using the formula accounting for residual 
activity in the waste, it was calculated that 75% (47.03 millicuries) of the microspheres were 
delivered to the patient, and 25% (15.67 millicuries) of the vial's activity remained in waste. The 



47.03 millicuries represents a delivered deviation of 25.6% of the prescribed activity. However, 
since the calculated radiation dose to the patient's liver was 109 Gray, within the target 
treatment range, the therapy was deemed successful. 

Why the event occurred: 

This is unknown at this time. The root causes are yet to be determined. Initial visual 
examination showed no apparent kinks or obstructions in the catheter or tubing that would have 
caused a blockage of infused microspheres. As the Y-90 activity decays in the source vial and 
delivery tubing, a more accurate assessment will be made of where in the apparatus the held-up 
microspheres remain. All investigations are being conducted in collaboration with the material's 
vendor, who manufactures and provides the source delivery apparatus. 

The effect, if any, on the individual(s) who received the administration: 

No adverse effects are anticipated. The total radiation dose to the patient's liver was well within 
the prescribed therapeutic range, and the therapy was successful. 

What actions, if any, have been taken or are planned to prevent recurrence: 

Additional careful monitoring is being made of the flow of radioactive microspheres from the 
source vial and through the delivery tubing. If a higher-than-expected radiation exposure rate is 
detected at the exit point of the vial, the vial will be removed from the shield, shaken vigorously, 
and flushed one or two additional times into the patient's liver. 

Certification that the licensee notified the individual (or the individual's responsible 
relative or guardian), and if not, why not: 

Based on medical judgment that it would cause harm, the referring physician chose not to 
inform the individual. 

If you desire any further information regarding this matter, please contact our Radiation Safety 
Officer, Thomas A. Schumacher, MS, CHP, at telephone number (317) 988-2336, cell (317) 
416-4307, or via e-mail at thomas.schumacherava.gov .  

Thomas Mattice 
Medical Center Director 
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