
Date: November 1.2004 

Mr. Gwrge Parker 
Health Physicii 
Nuclear Materials Llcense Branch 
United States Nuclear Regulatory Commission 
Region III 
2443 Wnrrenville Road, Smite 210 
Lisle, IL 6os32-4352 

Re: Report and notification of Medical Event W1133 

i. 

Dear Mr. Parker, 

As tequircd under 10 CFR 35.3045, this comspondtnce is provided as written 
notification within fifteen (15) days after discovery of a Medical Event as defined in 
10 CFR 35.3045 (a) (1) (iii) which was discovcted on October 18,2004 and reported 
to the USNRC Operations center and Region ID on October 19,2004. 

(9 Licensee name: 

St. Vincent Hospital & Health Care Center 
2001 West 86* Street 
Indianapolis, IN 46240-0970 

USNRC Materials License Number: 13-00133-02 

(in Name of Prucribine Physician: 

chandrika Patel, M.D. 

(iil) A brief descriDtI 'on of the eveuc 

On 10/11/04 a 49 year old faale patient was on treatment at St. Vincent Hospital for 
what was to be the first of two High Dose Rate (HDR) treatments for endomebial 
cancer using a remote afterloading unit. The physician planned two fi-actions of 350 
cGy for a total of 700 cGy at 0.5 an h m  the OYN cylinder (2.0cm) wall using a 
7.03 1 Ci Ir-192 source. The GYN cylinder is connected to the HDR unit using a 1500 
mm transfer tube. A treatment of 189 seconds with an active length of 5 cm was to be 
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treated with an indexer position of 1500 mm. Due to an m r  on the part of two medical 
physicists, an indexer length of 995 WBS progamned into the treatment unit. The Physician 
Authorized User (AU) did not identify the m o r  prior to treatment. This resulted in the source 
not entering the patient. The source remained positioned in the transfer tube for the treatment 
duration at an estimated distance of 35-50 cm from the patient’s skin. 

The prescribing physician authorized user (AU) was immediately notified of the Mcdical 
Event on October 18,2004. The Radiation Safety Officer (RSO) was also immediately 
notified on October 18,2004. The Radiation Safety Officer notified the USNRC Operations 
Center by telephone within 24 hours of discovery at 12:OS ET on October 19,2004. and spoke 
with Mr. Stcve Sandin of the USNRC in hkvi l le ,  MD and Mr. Mike LaFrmo of Region 
III. 

Mr. George Parkex, Health Physicist, Division of Nuclear Materials Safety completed a 
special on-site inspection to St. V i m t  Hospital, Indianapolis, IN, on October 27 and 28 
2004. Mr. Parker met with: Michael Wiemann, M.D., Senior Vice President, Chief Medical 
Officer, Edward Wroblewski, RSO, Awat Atiyar. Ph.D..,Chicf Radiation Therapy Physicist, 
Jeff Hefllefinger MSA,CHE, Executive Director, Oncology, Robert Liebross, M.D., and 
Susann M. Stephenson, Director, Risk Management all of St. Vincent Hospital. Several other 
St Vincent Associates were also interviewed during the announced Special Inspection. The 
purpose of the visit was to investigate the reported Medical Event of October 1 1,2004. 

Jiv) Why the event occurred: 

The event occurred as it appears the two medical physicists involved in the treatment planning 
did not follow the written procedure established for HDR treatments. In particular: 

“(d) ....Any member of the team may interrupt the planning andpreparation process prior to 
commencement i/ihey do not understand the directions in their entire@. ” 

“(&....the integrfty of the plan will be checked to ensure the correct customizutionfile, step 
size, source positions, reference distance and prescription points are wed. ” 

On October 22,2004, a Root Cause Analysis (RCA) was completed with St.Vincent Hospital 
Associates and Management staff. The RCA revealed the following: 

1) Two transfer tube lengths are available. A 150Omm transfer tube is 
uscd for GYN cylindm while a 995mm transfer tube is uscd for 
esophageal or bronchial treatments. The first Medical Physicist 
rcported she was confused when the AU requested semi-orthogonal 
films which are routinely requested for esophageal or bronchial 
treatments with the 995 mm transfer tube. Thc samc Medical Physicist 
did not recognize or compensate in the treatment planning for a GYN 
cylinder. 

directive, the treatment plan itself was not mentally distinguished from 
the “typical” HDR Baehytherapy treatment plan for GYN cylindcrs. 

2) Although the two Medical Physicists read and repeated the written 
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3) The second treating Medical Physicist v d e d  an inmmct treatment 
plan and presented the treatment plan to the Physician AU for 
signature. 

4) The Physician AU then signed the treatment plan as presented by the 
two Medical Physicists and allowed treatment to proceed without 
identifying the mor in the treatment plan. 

length of the transfer tube was not stated during this 'Time-Out" 
period. 

5 )  There is a "TiieOut" in the written procedure; howkver, the reference 

(v) The effect, If 8nv. on the individual who received the admi nistration: 

This Medical Event nsulted in a calculated dose between 1.4 - 4.3 R to the patient's skin. 
No biological or physical adverse effects me expected as a result ofthis administration. 

[vn Actions that have taken Place or are D lanned to prevent recurrence: 

In response to the cvcnts of October 11,2004 concerning the High Dose Rate O R )  
afterloader the following comtctive action is provided below to prevent rccmcnce. 
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{vifi Certification that the licensee notlfled the individual for the individual’s 
resnonsible relative or pu a r d i a n 

Robert Liebross. M.D., as radiation oncology physician. has certified he has spoken with the 
patient and the referring physician and informed both individuals of this medical event. 

If you have any questions, please feel &ee to contact us at 3171338-3911 or 3171338-2381 
respectively. 

Sincerely, 

yean M. Meyer, RN, MSN 
Senior Vice President 
Chief Nursing Officer 
SL Vincent Hospital 

Diplomate, ABSNM 
Redintion Safety Officer 
SL Vincent Hospital 

Enclosures 

cc: Sister Mary Frances Loftin, Chairperson, Board of Directors 
Patricia Maryland, Doctor PH., President, St. Vincent Hospital 
JeffHcftlehgcr,M.S.A., C.H.E.. Executive Director, Oncology 
Susann M. Stephenson, R.N.,J.D.J(isk Management 
Frank Peyton, M.D. (Indiana Radiation Oncology) 
Chandrika Patel, M.D. (Indiana Radiation Oncology) 
NRC file 
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AL 1 IUN 
Multidisciplinary team meeting to review USNRC visit on 
Oct. 27-28: 2004, and begin d&g msponee. 
Single catheter delivery length (150Omm) will be used for all 
HDR treatment p r o o ~ u r t s . ~  
A formal "time-out" will be conducted before HDR treatment 
is implemented and will include active participation of the 

cian and the physicist to venfy the procedure 

Vincent Hospital and is no longer in this position. 

April and October 200.4 is tminated from employment at St. 
Vincent Hospital 
The 2 Novalis physicists are qualified and experienced with 
HDR and will assume responsibility for oversight of all HDR 
procedures. (Curriculum vitae and crrtificntcs of training 
attached.) 
Contractual obligations with other St. Vincent Health 
radiation therapy facilities will be tenninated and the physicist 
that senices those facilities will return to full time support of 
the St. Vincent Indianapolis location. 

The second uhvsicist who currently travels to other locations 
will work o&at the St. Vincent Indianapolis Hospital. 
Radiation Oncology Phyician Authorized Usm will be 
provided additional training by a qualified Medical Physicist 
for additional oversight of written directives and treatment - 
plan verification. 
Any Medical Physicist involved in HDR activities ushg the 
Nucletron Selectron will undergo manufactum's 
recommended training if not pmtiously balned. New 
physicists to our staffwill undergo recommended training as 
training COUISCS become available. New Physicists will be 
accompanied by a Medical Physicist who has received 
formalized training by Nuclctron. 
One of the Novalis therapy physicists will conduct monthly .. . . 
quality assurance chart audits. 
The Radiation Safety Officer will add a Therapy Plan audit to 

rnnnth. 
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DATE 
10/28/04 

10/22/04 

11/01/04 

11/29/04 

11/12/04 

11/12/04 

11/1/04- 
11/19/04 

As soon 
contractual 
obligations can 
be met without 
imposition of 
legal 
consequences. 
1 1 /01/04 

11/01104- 
11/30/04 

As necessary 

11/30/04 

12/01/04 

1210 1/04 
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- 
Gary Huang 

OBJECTIVE 

Clinical physioist position where broad range of skills are required and new challenging technologies are 
applied. 

PROFILE 

9 Clinical practice in treatment planning of 3DCRT with ADAC 6ystwn and IMRT with Radionics system. 
9 Professional trained in HDR treatment planning and procedures with N u c m  sysbem. 
4 SWlled and experience In Monthly OA end annual calibration of linac and sim/CT. 
9 Skllled and experience In IMRT QA. 

Hands on experience with DICOM FIT programming and department computer. 
9 Six years of Medhal Physicist experience in n w h r  mediclne In state-of-the-art clinical institute 
9 More than ten years of ressarch and development experience In PET and SPECT imaging systems. 
9 More than six years oi professional Java &are R&D experience in telecorn/datacom Industry. 
4 Skilled and experienced in image pmce9sing. networking protocds, advanced Java programming. 

JPSE, Servlet, JSP, RMI, Swing, XML, CQI, ASP, Cold Fusion, Oracle/sQL c/cw and UnWSolaris 
4 Strong reasoning, analytlcal and risk management skills to problem solving. 
9 Has demonstrated the ability to work IndlvWly as well as in a team environment 

PROFESSIONAL EXPERIENCE 

I(edlecll Phy~c18t 
Department of Radlatlon Oncology 
Newark Beth Israel Medlcal Center, Newark, NJ 

2004 - Pnsent 

Work in a radiation onoologydepartment wrvl comprehensive procedures. Psrform IMRT pabent speciflc 
QA with phantom. Perform monthly OA and annual calibrations for the treatment unb and CT/simulator. 

Have extensive aalnings and the clinical practm in HDR procedures, such as prostate, lung, henschky 
and cylinder. Hands on experiences in treatment planning system such as: Radionics XKnife for IMRT 
with the MMLC unit, Nucletmn Plat0 for HDR treatment and ADAC Pmnack 3 for three-dimensional 
COnfOrmal treatment Bystem. Participate h a new cancer center planning such as shielding calculatbn and 
data network consultadan. implemented a few clinical and QA software tools such as the ROI transfer and 
independent dose checks. 

Aaember of Teehnleal SWf 
Lucent Technabgies, Napervllk, IL 

f 997- 2004 

As a team leader, swoessfuliy designed and implemented the Java Telephony API for the Lucent 
Softswitch pmgrammabiiHy. Implemented the servicw creation framework based on this API and 
dewloped the web based next generation taiecom applications by using J2EC 

As an architect and developer, designed and implemented a policy based network management system. 
This porky enabled system utili%ed the P o l i  Definition Language (PDL) to provide the full network 
management functions to Lucant Softswitch such as alafms/traps, ovedoad control and SNMP interface. 

As an organizatim web master/consultant, rssponslble for planning, Ueslgning and coordinating the 
department wide web intemetlweb based development. 
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Medical Physicist 7997  - 1997 
Department of Dlagnostic Radiology and Nuclear NedlolndDeparbnent of Medlcal Phples 
RUSH PRESBYTERIAN ST. LUKE'S MEDICAL CENTER, Chlcaga, IL 

Primarily work as a clinical physicist In nuclear medicine department. Successfully setup and support the 
PET imaging center. Support routine clinical images pmcessing and analysis. Work closely with 
physiians to define and implement clinical imaging procedures and protocols for routine imaging 
operation. Oesigned and implemented in-house dimlcal and research Imaging pmcess software for the 
PET, SPECT and general noclear medicine appiicntlons such aa cardiovascular imaging, streidrest, 
GRF. brain SPECT, PETBPECT attenuation wrrectians. Evaluate the wndel's trial NM imaging produots 
and procedures. 
In charge of department wide quality assurance and acceptance teats for the PET, SPECT and other 
nuclear and X-ray imaging devices. The responsibilitias included: Perform system calitwations and image 
quality evaluations. Supervise nuclear medicine techdogists to use proper physics and mathemath 
parameters for routine images pmcessing operations. Supervise and evaluate the daily routine qualily 
oontrol. 
Continually consulted and pamC@aW in a researeh project to build a modular detectors brain SPECT 
system. As a staff in the medical physlcs department, provided and supported training for the radiology 
residences and the graduate school students. 

Ressamh sclentisr 
Department ot Radiology, UNIVERSITY OF IOWA, IA 

1w - f991 

Participate in a NIH founded research project to build a modular deteotors brain SPECT system. 
Successfuily designed and implemented a compieted data acquisition system to achieve the real time 
position sensitive detector and enerpycorrection rsquirements. The system utilized the DSP and 
associated logic to achieve the high throughput two-dimonsionai photons detection and data collection 
task. 

Reseamh ScIanUst 1983-TaeS 
lnstltute of Hlgh Energy Physlcs, CHINESE ACADEMY OF SCIENCE, Beljlng, China 

As one of three prhnary researchers, designed and fully implemented first prototyping PET scanner in 
China. The responsibilities in this project included. deslgnad and experimented BQO detectors system. 
Oesbed and implemented the system cdnddencecl detection and completed data acquisition system by 
using ECL iogh and DSP. Developed an image reconstruotion algorithm with filtered baok projections. 
This project was awarded by the Chlnese Academy of Sclence in 1986 and was published in one of the 
international medical imaging symposium in 19W. 

EDUCATION 
Computer Science, DsPaul Unhremity, MS, 6/99 
Biomedical Engineeting, UniversHy of iowa, MS p m  1/90 -In2 
Nuclear Physb, Graduate School, Chinese Academy of Science, MS. 9/88 
ElecMcal Engineering, Beijing Posts and Teieeom. University, BS. 7/83 
REFERENCES 
Available upon request. 
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Professionnl Experbce: 
MedicuJ Phydcirt: Department of Radiation Oncology, hyAa University 
Medical Center, Maycvood, E, A@ 2002-pnsent 
Member of Tdwaicul Sta8 Lucent Technology, 1997-2002 
PYty&fst I.l Department of Radiation 01~010gy, Rush-lJrcsbyterian-St. W s  
Medical ccnta, chicago, 1993-1997 

C&cation : 
~arapcntic Radiology Physics by American Board ofMcdi4 Physics. 

Education: 
PbD. inphysioS, YaleUniversity (1989) 

CMrlicaIErperience: 

Proficimt in .all the following: 

E x t r r p a l m  
Linear Acceluator (with dynamic Mtcs and wedges) acocptance testing, 
commissioning (Wellhoftr 31) phantom), and QA (CMS Dynasoan System for 
both water phantom and film scan, and Proiiler i h n  Sun Nuclear Corporation) 
TG51 andTG-21 calibration, TLD inhx-iustitution calibration 
lkatment Planning Computer Comniisd~njng (CMS Focus MO) for both photon 
andclcotronbwms. 
3-D treatmeat plarming (Focus Xi0 dong With P o d  Sim and PICKER Voxel Q 
vitaurt simulnlion) 
IMRT tnalment planning (both CMS Focus Xi0 and Nomos A4TMic and corvuS) 
StcreotacticRttdi~audfia&mtd Radiotherapy (Radionics X-knife RT) 
Total Body Irradiation (~mmisaioning and MU doulnlion) . QA of Cobalt teletherapy marhinc 1Ooo) 
PhotonandelectronbeamMUcal~onandverifioation 
RndcalO(aMudculationpr0gram)~oning. 
PatientchertvaislcatIan 
IMPACRamdandVePifyS~ 
Digid Portal Imaging (Varim P d V S i o n  6.1) 
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COmpnterS~:  
Languages: C, Quick BASIC, FORTRAN, Assembler. 
W w m e :  SUN Spm 20, DEC Alphrs HP 9OOO workstationq VAX 8600, 

S m :  UNM, MS-DOS, Windows 95/98/20001XP 
Sofhvarc: Miorosoft Word, Excel, PowGlpoias Access 
Algorithmx Monte Carlo simalatioa~, fast Fowk transfmm, cubic spline fitting, least 

square param- estimation, digital imap procwsing, multivariate 
mathcmntidmodcling. 

PC, MaointosIL 

Pemonal: 
U.S. Citizen. 
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