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U.S. Nucleal' Regulatory Commission 
Region Ill 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532 

Mclaren Medical Center- Bay Region 
Nuclear Medicine 
1900 Columbus Avenue 
Bay City, Ml 48708 

NRC License# 21-18585-01 

On February 6, 2015 a medical event occurred at Jeppesen Radiation Oncology which resulted in one 

fraction of the dose delivered to the treatment target differing from the prescribed dose by more than 

50%. 
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1) Licensee's name: McLaren Medical Center- Bay Region 

2) Name of the prescribing ohvsldan: Paul Kocheril MD 

3) Brief Descriot.jon of the event: A 50 year old patient with endometrioid adenocarcinoma was 

prescribed an lridium-192 High Dose Rate (HDR) treatment of 22 Gy delivered in 4 fractions (5.5 

Gy per fraction) using a vaginal cylinder. After the 2"11 fraction, while removing the transfer tube 

catheter (Val'ian PN: AL07292001), it was discovered that the transfer tube was placed 15cm 

proximal frorn the treatment position. The transfer tube catheter Is reusable and close-ended. 

Therefore the end of the catheter represents the distal treatment position. At this location all 

soul'ce dwell positions were outside of the patient's body. 

4) Why the event occurred: The event occurred because the transfer tube catheter was not fully 

seated inside the cylinder. Although there was a policy to verify the position of the cylinder and 

the length of the transfer tube catheter, there was not a policy or procedure in place to 

definitively verify the catheter position prior to treatment. 

5) The effect on the individual who received the administration: Using 30 point dose 

approximation and information obtained in CT images acquired that day, it was determined that 

less than lee of skin on the right medial thigh received the max dose of 2.6 Gy. At this skin dose 

there is a possibility that the patient could present erythema. Permanent damage is not 
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exper:ted. As of the date on this leuer, the patient was evaluated at 4 days, b days, and 11 days 

post treatment ot the medical event. There has not bct•n a skin rc;_·u;Lion idenliried and the 

palienl has lolcrulr::d Lhc wurst• of lrt.•alrnr::nl well. Recause the sourr:e posil'ions were outside 

the body, the patient did not receive uny dose to the Lrealrncnt volume during the medir:al 

event. 1\n additional fraction was added to the written directive to correct tor the losl dose. 

All historiC<ll records wcrc rt:.•vicwod for previous patients treated with this dose-ended transfer 

tube catheter. I here was no evidence found of mis-administrations or paticnl symptoms 

resulting from sourc:e dwell positions being out of position. 

6) Wtmt actions have been taken or i.lre pli.!~1J.l!.:I.L~9_P.rt•vcnl rt~Ol:t.:Urr'l:"!llf.e: On February 9, 2015, 

and before any additionaiiiUH treatments, a policy Wi.IS developed lo v.:~rify lllP. posil'ion of the 

transfer tube catheter prior to treatment. The patient is, and was previously, irni.lged using CT 

before Cilch traction to verity the position of the appliCJlur. However, the transfer tube catheter 

is not visible with X-Ray imaeinu. I he new policy requires plilccrnenl of i.l r\ldio-opaque marker 

wire inside the catheter prior to imaging and sien off by the authorized user thal Lho position of 

I he cal·heter was verified. A check was addP.d to a "time-out" sheet to verify that the iluthurh:t•d 

user hils sip,ncd ott on the Cilthctcr position prior to !>turting Lrealment. All ntJr~ing and support 

staff were trained of the new policy on .,:ebruary 9, 2015. 

7) Certification that rhe llr.P.n~ef! notified thP. individual: The individual was notified at 4pm on 

Fcbruilry 6, 2015 (day of me ·cal event}. 

Sincerely, 

Matthew Uuczel<, M.S. 
Medic:al Physicist 
Jeppesen Radiation Oncolocy Center 
3180 F. Midland Rd. 
Uay City, Ml4870£-j 
rmltthcw.buczel<@mcli.lren.oru 
9H~J-fi£i7-fifi75 (dirP.ct) 
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JEPP·ESEN ·RADIATION 
·.· ONCOLOGY.CENTER 

McLaren Boy Region-:- Wost Campus· 
3180 East Midland Road • Bay City. Michigan 48706 

'1.-800-929-0220 

A ~Arvlce of Mclaron .Bay Region am.l Mh.IM1r.hig81) M.,dlcal C~tnrer -llllldland. 

~.bayn1ed.org 
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"Health c.,rc Information Is personal and sensitive infonnatlon related to a person-s heaH:h care. It I~ being faxed 
. to you aftor appropriate authorization from the patient or under circumstances-that don't require pat!ent 
authorization. You, the: recipient, are obligated to maintain it in a safe, secure and ·confidontial.manner~ Re

discfasure without additional patient conse"'t or as permitted by law Is prohibited. 'Unauthom:ed·ro..clisclosuro or 
· failure to maintain ~onfldentiality could subject you to penalties described In federal and state law.". 

Date: 'd-/1-JS 
,...7 ·. ~ 

The 'h$1 number of pages, including lhe co-ver page is: __ .;;,_ 
(If you dq not t:eccivc all pages. plett!llC call a..c; ooon as possible). 

Name: [).,{,{,..., P,J:~'" •r Gl /J.,"'&J' PbmJ<>: C ?o-1?.). 'i- 'lt?lF~. G W- ~IS-/;.151 

ComplJIIy: ___# R (:_ . ·~ Dq_~:~:,~d)..,J,.6 .) )I,.J;..,_/l,lc,; .Js3dJ:y 

Name: Phone: 989-667-6670 

Department: _J.~r~Sl!.NRADJATION QNCOLOGY.CRNT~R ,.Fax: 989~667-6688 

~
MPORTANT WARNING: This -~age Is lntend~d for the uso of the pe.rson-ot ~~tlty to which it is addmsed Qnd may 

contain lnfonnatlon that Is privileged and confidential, the disclosure of which is governed by llppllcabl.o law. If the reader of 
this message is not. the intend4:!d recipient, or the employoo ot agent responsible to deliver It to the intended recipient, you 
are hereby notJfle~ that any dls&omination,, distribution or copying of this infonnation I& STRICTLY PROHIBITED. If you have 
-=~~!,ed·thls message by error •.. J?!ease notify us lm_!!~E.~I~~!Y and destroy. the rol~~-~~_!age. ·:. · .------l 
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