
 
 

October 3, 2012 
EN 12-043 

 
 OFFICE OF ENFORCEMENT 
 NOTIFICATION OF SIGNIFICANT ENFORCEMENT ACTION 
 
 
Licensee: Avera McKennan Hospital     EA-12-090 
  Sioux Falls, South Dakota 
 
Subject: NOTICE OF VIOLATION AND PROPOSED IMPOSITION OF CIVIL PENALTY- 

$11,200 
 
 
This is to inform the Commission that a Notice of Violation and Proposed Imposition of a Civil 
Penalty in the amount of $11,200 will be issued on or about October 3, 2012, to Avera 
McKennan Hospital (licensee) for substantial programmatic failures that resulted in two medical 
events on the same patient and stemmed from the licensee’s failure to maintain written 
procedures that provide high confidence that each administration of radioactive material is in 
accordance with the written directive pursuant to 10 CFR 35.41.  Specifically, the licensee failed 
to comply with requirements (10 CFR 35 .41(b)(2), (3), and (4)) to implement procedures that 
verify the administration is in accordance with the treatment plan and written directive, check 
both the manual and computer-generated dose calculations, and verify that any computer-
generated dose calculations were correctly transferred to the treatment console.  Without these 
procedures, the licensee incorrectly measured the catheter length for input in to the high dose-
rate remote afterloader treatment console that resulted in treatment to the wrong area of the 
patient on January 17, 2012.  During preparation for the next treatment fraction that afternoon, 
licensee personnel later identified the error and corrected the treatment parameters in the 
console prior to treating the patient.  The next day, licensee personnel provided a third 
treatment fraction to the patient and used the erroneous treatment parameters still in the 
console from the first fraction, thus the medical event was then repeated a second time to the 
patient.  A skin dose of approximately 27 Gray was delivered to the patient’s breast skin that 
developed in to an ulcerated wound by five months after treatment, as well as the appearance 
of blackened colored tissue that resulted in a referral for consultation to treat the patient with 
hyperbaric oxygen therapy. 
 
An offer to meet with the Nuclear Regulatory Commission (NRC) in a pre-decisional 
enforcement conference was made and the licensee chose to respond in writing.  Further, the 
case represents a substantial programmatic failure to implement the required elements in its 
procedures, including failure to:  (1) verify that the administration was in accordance with the 
treatment plan and written directive (10 CFR 35.41(b)(2)), (2) check both manual and computer-
generated dose calculations (10 CFR 35.41(b)(3)), and (3) verify that any computer-generated 
dose calculations were correctly transferred into the consoles of therapeutic medical units (10 
CFR 35.41(b)(4)).  In accordance with the Enforcement Policy examples, the violation is 
categorized as SLII.  Further, the staff determined that credit for Identification for the violation 
and the entirety of the circumstances in which it occurred is not warranted, noting that repeated 
failures led to the second medical event and the licensee did not identify the lack of procedures 
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as a root cause until informed by the NRC inspection team.  Corrective action credit for the 
violation was granted based on the licensee’s corrective actions after the second medical event 
which included:  new procedures; retraining staff; hiring another medical physicist; reviewing 
past treatments; reviewing safety culture; and revising the chain of command.  In accordance 
with the NRC Enforcement Policy, the licensee’s poor performance, particularly in preventing 
the second medical event the next day, resulted in doubling the base civil penalty of $5,600 to a 
total of $11,200. 
 
Avera McKennan has not been specifically informed of the enforcement action.  The schedule of 
issuance and notification is on or about: 

 
Mailing of Notice October 3, 2012 
Telephone Notification of Licensee October 3, 2012 

 
The State of South Dakota will also be notified. 
 
 
CONTACTS:  Susanne R. Woods, OE/EB Nick D. Hilton, OE/EB 
  (301)415-2740    (301)415-3055 
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