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SAINT LOUIS 
UNIVERSITY 

June 28,201 1 

Mr. Robert Gattone (Robert.Gattone@nrc.g.ov) 
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission 
Region I11 
2443 Warrenville Road, Suite 210 
Lisle, Illinois 60532-4352 

Office of Environmental Safety & Services 
Environmental Safety: 3 14-977-8608 
Radiation Safety: 314-977-8609 

Subject: 15-Day Written Report for Medical Event Discovered on June 24,20 1 1 ; 
NRC License No. 24-00196-07, Docket No. 030-1 1789 

Dear Mr. Gattone, 

In accordance with 10 CFR 35.3045, I am enclosing our 15-day report relative to the medical event that 
was discovered on June 24,20 1 1. As discussed during our telephone call on the Monday morning, June 
27,201 1, I will be taking two weeks planned vacation beginning on Wednesday, June 29,201 1, making 
completion and submission of this 15-day report necessary at this time. 

As communicated by separate email, it is my understanding that you will be arriving at Saint Louis 
University Hospital, Vista Avenue entrance, at 7 : O O  a.m. on Friday, July 1, 201 1 for an on-site review of 
this event. As communicated in a separate email to you yesterday, June 28,201 1, arrangements have 
been made for our Associate Radiation Safety Officer and our Health Physicist to meet you. 

If you have any questions regarding this report, or your review of this event following your visit later this 
week, I will be glad to discuss them with you upon my return to work on Wednesday, July 13,201 1. 
Meanwhile, you may contact our Associate Radiation Safety Officer for follow-up or to connect you to 
the appropriate person. This cover letter, and the enclosed report, are being provided to you by email. 
Please advise if we need to send a hard copy of the report to the Region 111 office. 

Sincerely, 

Mark Haenchen, M.S., J.D. 
Director, Office of Environmental Health and Safety 
and Radiation Safety Officer 

enclosure 

Cc: Philip Alderson, M.D., Vice President for Health Sciences 
Raymond Tait, Ph.D., Vice President for Research 
Paul Loewenstein, B.S., Chairman, Radiation Safety Committee 
Medhat Osman, M.D., Chairman, Nuclear Medicine Division, Dept. of Radiology 
Felicity Beckfield, M.S., Associate Radiation Safety Officer 

http://www.slu.edu


NRC Medical Event - 15 Day Report 

In accordance with 10 CFR 35.3045 (d) (l), this medical event written report is being submitted within 
15 days of the discovery of the medical event: 

i. Licensee Name: Saint Louis University 

ii. NRC License No.: 24-00196-07 

iii. Name of the Prescribing Physician: Medhat Osman, M.D. 

iv. Brief Description of the Event: On June 21,2011, a 115 mCi 1-131 Nal therapy dose was 
administered to a patient instead of the intended 30 mCi 1-131 Nal ablation dose. The 
discrepancy was discovered on June 24,2011, when the referring physician inquired of the 
nuclear medicine technologist what the administered dose had been. 

v. Why the Event Occurred: The Nuclear Medicine Technologist who was responsible for the 
transcription of the dose from the chart to the written directive overlooked the referring 
physician, Bruce Walz, M.D. ( Radiation Medicine Department, Authorized User for 10 CFR 
35.500, i.e., Brachytherapy) recommendation for a 30 mCi dose specified on two documents: 

(1) A courtesy copy of a “consultation note” dated May 24,2011 from Dr. Walz to a second 
referring physician group from another hospital regarding the treatment 
recommendation and plan for this patient (see Appendix A ofthis report); and 

Walz (see Appendix B of this report). 
(2) A “Physician Orders” form dated June 16, 2011 signed by the referring physician, Dr. 

It is noteworthy that there was also a “Physician Orders” form dated May 24,2011 signed by Dr. 
Walz that did not specify the dose (see Appendix C of this report). A third form, titled “Nuclear 
Medicine Service Requisition Form” (see Appendix D of this report), dated June 17,2011, and 
also signed by Dr. Walz, did not specify the recommended dose. 

The error resulted when the Nuclear Medicine Technologist noticed that a 125 mCi dose was 
recommended by Dr. Walz on page 2 of the consultation note (Appendix A), not recognizing that 
the higher 125 mCi therapy dose was recommended in lieu of a 30 mCi ablative dose, contingent 
w o n  TSH levels. The consultation note dated May 24,2011 was not conclusive as to which dose 
would be administered, pending TSH results. However, the physician order dated June 16, 
2011, which was overlooked by the Nuclear Medicine Technologist, provided a recommendation 
for a 30 mCi dose. Absent a specified dose recommendation on the Nuclear Medicine Service 
Requisition Form (Appendix C), the Nuclear Medicine Technologist relied on the information he 
had highlighted on the consultation note. These oversights led to the Nuclear Medicine 
Technologist ordering a 125 mCi dose (calculated to be 115 mCi a t  time of scheduled 
administration on June 21,2011), and recording the 115 mCi activity on the written directive 
(titled “Quality Management Program - Prescription Form”, see Appendix E of this report) for 
subsequent review and signature by the authorized user prescribing physician, Medhat Osman, 
M.D. (Nuclear Medicine Department, Authorized User for 10 CFR 35.100,35.200, and 35.300, 
i.e. inclusive of radiopharmaceutical therapy). 
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The 115 mCi dose was within the normal range prescribed by Dr. Osman for a patient with this 
type of cancer, however, medical practice a t  this institution considers the recommendation of 
the referring physician, inclusive of the radiation dose if one is specified. Dr. Osman reviewed 
the written directive, after noting the highlighted 125 mCi (115 mCi decayedfor administration 
date) dose information in the May 24,2011 consultation note, previously referenced by the 
Nuclear Medicine Technologist, and approved the 115 mCi administration dose (125 mCi to be 
ordered decayed to administration date activity Of 115 mCi). Dr. Osman had also overlooked 
the physician order form from the referring physician dated June 16,2011 which had 
recommended a 30 mCi dose. The 115 mCi dose was subsequently administered to the patient 
on June 21,2011. It is noteworthy that the Nuclear Medicine Technologist has worked in the 
department for 35 years, has been extremely reliable, and never within that time frame had 
there been any reason to doubt the accuracy of information transcribed to the written directive 
form. 

On June 24, 2011, during a follow-up conversation with Dr. Walz, a Nuclear Medicine 
Technologist had been asked what the final dose administered to the patient had been, and he 
expressed surprise that a 115 mCi dose had been administered. This led to further discussion 
with Dr. Osman, and the conclusion that a medical event may have occurred because even 
though a 125 mCi dose had been contemplated, and would possibly occur later, Dr. Osman’s 
intent was to follow the recommendation of the referring physician, Dr. Walz. 

vi. The Effect, If Any, On The Individual(s) Who Received The Administration: Although the dose 
differential between the AU prescribed and administered dose of 115 mCi is 85 mCi higher than 
the referring physician’s recommended dose of 30 mCi, with a corresponding increase in dose to 
tissue or organ (e.g. bladder wall) exceeding 50 rems, and effective dose increase exceeding 5 
rems, no harmful effects to the patient are expected. The dose administered was beneficial to 
the patient for treatment of the patient’s thyroid cancer, and would have been prescribed in 
follow-up to the 30 mCi dose. (See Appendix F, email from referring physician to Radiation 
Safety Officer.) 

vii. What Actions, if any, have been taken or are planned to prevent recurrence: This event was 
immediately reviewed upon discovery on June 24,2011, continuing through a meeting held on 
June 27,2011. Root causes of the event were reviewed and discussed, as well as corrective 
actions to prevent recurrence. In summary, three factors led to this medical event: 

1. Forms Used in the Business Practices: There are three forms that are used in the 
business practices that were involved in this medical event, as specified below. 

a. “Physician Order Form” (see Appendicies B and C) -originated by the referring 
physician. 

b. “Nuclear Medicine Service Requisition Form” (see Appendix 0) -originated by the 
referring physician. 

c. “Quality Management Program - Prescription Form”, i.e. the written directive, 
completed by the Nuclear Medicine Technologist, reviewed and signed by the 
Nuclear Medicine Authorized User (see Appendix E). 

Assessment and Corrective Action: During the review of this event, it became clear that 
the forms either need to be used consistently, i.e. always specify the recommended 
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dose (item a. and b. above) or eliminate one of the forms (item a.) It has been agreed 
that al l  three forms serve a useful business need. Moving forward, the “Physician Order 
Form” will continue to be used, but will not be reviewed by Nuclear Medicine staff for a 
recommended dose from the referring physician. Instead, the referring physician must 
specify a recommended dose on the “Nuclear Medicine Services Requisition Form”. If a 
recommended dose is absent from this form, the assigned Nuclear Medicine 
Technologist and/or the Nuclear Medicine Physician Authorized User will consult with 
the referring physician to determine whether or not they have a recommended dose. 
The recommended dose will then be specified on the requisition form. If the referring 
physician does not have a recommendation, the Nuclear Medicine Physician Authorized 
User will determine the prescribed dose to be entered on the written directive (item c. 
above.) 

2. Review of documentation by Nuclear Medicine Technologists transcribing 
recommended dose to Written Directive: Following the procedures outlined in 
Corrective Action No. 1 above, the Nuclear Medicine Technologist will be limited to 
using only the completed “Nuclear Medicine Requisition Form” to determine the 
referring physician recommended dose. Absent a recommended dose, the referring 
physician will be consulted, or the Nuclear Medicine Authorized User. 

3. Review of Written Directive by Nuclear Medicine Authorized User: Following the 
procedures outlined in Corrective Action No. 1 above, the Nuclear Medicine Authorized 
User will review the written directive (i.e.” Quality Management Program Prescription 
Form”), inclusive of the specified dose recorded by the Nuclear Medicine Technologist, 
and compare against the “Nuclear Medicine Requisition Form” to determine consistency 
with the referring physician recommended dose. Absent a recommended dose, the 
Nuclear Medicine Authorized User will consult with the referring physician. 

viii. Certification that the licensee notified the individual (or the individual’s responsible relative or 
guardian), and if not why not: The Nuclear Medicine Physician Authorized User, Dr. Osman 
consulted with the referring physician, Dr. Walz on June 24, 2011 during the discovery of this 
event. The patient, already scheduled to be seen on June 24,2011 by the referring physician, 
was notified of the medical event on that date. Dr. Walz documented his follow-up 
communications in a “Follow-up Note” dated June 24,2011 to the outside hospital referring 
physician group. (See Appendix G). 

Respectfully Submitted: Mark Haenchen, M.S., J.D. 
Director, Office of Environmental Health and Safety 

Saint Louis University 
and Radiation Safety Officer - NRC 

Dated: June28,2011 
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APPENDIX A 



SLU 
lbe Physicians 
Saint Louis Unhrersity 

my zq 20¶4 CONSULTATION NOTE 

. REFERRIN6 PHYSIClAm George Thafnpy, YD., Ph.D. (Fax 5434208) 
Paul Garln, MD. (Fax 626-4323] 
baarkSctteperie, NO,  
Suzanne AAahon, RN. Ph.D., Genetic Counselor 

DIAONDSIS: FolliaDar variant papiilaty thyto# cancer, pT3 Nx Mx. 
HI!3TORY OF PRESENT ILLNESS M r m i s  a 34-ysr-old dkbict loss preven?icm msnager form 

nt the father uf&Rdren 3 years and 5 months dd, refbed to us by br. fhempy enb.cipating r a d !  
~ t h ~ ~ f o r p a p a l a r y t h y c o k ; l c c t ~ '  

The patient developed what he thought wqls sinus infection, and saw a nurse at a w e n ' s  clinic. She 
app8mntly palpgted his neck. and he was pmnrpley referred to Dr. scheperle and on to Lk. M p y ,  hre biopsy 
showwl thyroid cancer, and on Msy 8.201 1. ihe patient underw#lt a lotel thyroidectomy. The spedmen welghed 
I28 5, and then was a 9 an mass m the left. Then were areas that were eus- for vascular invasion, but ir 
wasnatdefinlthre, thwewasm~thy~leoctenskn. Noparsthyrokltisslrcswasseen. 

Postoperatbe mveq has been uneventful, the patienthm not had any musde problems. He notices his voice 
cannot hi high Rates as well 89 he u$ed to. his v4Jce is &Mae mml. There 116 bnger is any dysphagia. He 
has had minar wxmtiom. 

PAST HISTORY: Nonwntrlbutary. The patrent has m history of cancer. No hlstoty of radiation twposwe. No 
ehemothefapy. No history of heart attack, stoke, dkbetes mellipus, high blmd pressum, or lung pmbkm. The 
patient may have hwl asthma as a chid m a n y m ' e g o .  No hfstnty oflhrer, kldney, or woad dbases. No 
depressian orpsychiattlc Blnesa. NO skin diseases, No drug allergiss, 

RevleW OF SYSTEUAS: Occasbnal headaches, which are mosfly frontal, wmetlmes m e  towd the vertex, 
end may be associated wittr strtm Good heming and balance. N m a l  eyedgtit. As dated, no dysphagia or 
odyflophagia. "he patient has cough pfoduch of nasal secretions. No shortness of breath or &est pain @I 
retrospect, the patient a8d have a little MI of dyspnea preoperablvsfy). 

Bow& ere normal dbut  Maod or mucus. No recent change. N m t  urinar~r fundion. No aches M pains 
suggesting mfmstases. 
FAMILY HISTORY: Strongly positive fdr m c e r .  His mo$ter had bmst cancer, and a sister dled from beast 
amtar, and enother sister Is In remission who has breast m c e r  he states. On@ aunt had lung cancer he States, 
end s k i  was a nommoke, One grandfatherclled of lung maw, and another cobn cancer. 

\ 



. 

d 

Bruce J, Walt, M.D., F.AC.R. 
Professw& DWOr 

,BJwEsd 
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' 5. .. 

. Saint LO& University Hospital 

- 

IF NO NUMBER SHOWING. 
PLEASE USE MOM ORDER SHEO. 
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Saint Louis Uniwersitv Hosoitaf 
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IF NO NUMBER SHOW& I 
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APPENDIX E 



NuoIear Medicine Division - Saint Louis University Hospital 
QUALITY MANAGEMENT PROGRAM - PRESCRIPTION FORM 

PROCEIJURE AM) PRESCRIPTION Mpo 

PROCEDURE 

r 3 Iiyperthyroid 
[ J Total Body l[maghrg 
[' Ablation 
[ Thyroid Cancer Treatment 
[ J Radionidide Synovectomy 
f J Relief Of Bone Pain 
[ J N o n - H o w  Lymphoma Therapy 
[ 3 Other; specify: 

UDIOPEARMACEUTICAL & ROUTE OF 

3 1 sodium iodide; PO 
[ J P-32 chromic phosphate; IC 
[ J P-32 sodium phosphatq N 
[ J Sm-153 Quadramec N 

J Sr-89 strontium chloride; rV 
; J Y-90 Zevalb therapy 
. J 0ther;specifY: 

Patient LD. bracelet matches record. r 
* r/3 D.O.B. (Date Of Birth) per patient mtche 

record. 

[ ] Patient is non-responsive or nnreliabIe; 
specfsy murcw of LD. verification: 

PREGNANCY STATUS VERIFICATION: 
[ 3 Patient is not pregnant because: 

[ ] Patient is not breast feeding. 

[ ] negative (not pregnant) 
[ 3 positlve @rquant) 

Not applicable; male patient 

VERlFICATXON OF IPRESCRIpTI ON. MEA SURED DOSE. & PATIENT IDE NTiTY 

6 t  Z I *  I The patient named above has been comtly identified, the radiopharmaceutical 
has been cormfly identified, the measured dose is within 1Wo of the prescriied 
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SLU Mail - Therapeutic I- 13 1 dose 
SAINT LOUIS 
VNIVERSWY 
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Mark Haenchen <haenchen@slu.edu> 

Therapeutic I4 31 dose 
Bruce Walz <walzbj@slu.edu> 
To: "Mark Haenchen,M.S., J .D." haenchen@slu .edu>, "Robichaux, Hugh" 
<JERRY.Robichaux@tenethealth.com>, "Medhat M. Osman, M.S.,M.D.,Ph.D." <mosman@slu.edu> 

Mark - 
This morning, I spoke personally c the referring Endocrinologist and informed him of the 11 5 

mCi dose. Our plan was eventually to give a therapeutic dose of 1-131, but start c an ablative 
dose. Many practitioners would have given the therapeutic dose at this point in the pt's course. 
No harm has been done, though technically this is a misadministration. 

Mon, Jun 27,2011 at 858 AM 

Bruce 

-- 
Bruce J. Walz, M.D., F.A.C.R. 
Professor and Chair, Radiation Oncology 
St. Louis University School of Medicine 
Director, Radiation Medicine 
St.Louis University Hospital 
3635 Vista 
St.Louis, Missouri 631 10 
voice 314-577-881 5, fax 31 4-268-51 13 

https://rnail.google.com/mail/?ui=2&ik=ad230 16d3 1 &view=pt&q=WALZBJ%LCO.. . 6/28/20 1 1 

https://rnail.google.com/mail/?ui=2&ik=ad230
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Saint Louis University 

June 24,2011 FOUW-UP NOTE 

REFERRING PHYSICIANS: George Thampy, M.D., Ph.D. (Fax 543-6298) 
Paul Gadn, M.D. (Fax 625-4323) 
Mark Scheperle, M.D. 
Suzanne Nlahon, RN. Ph.D., Genetic Counselor 
(the patient has not yet seen Dr. Mahon) 

3635 Vita &e at Grand Blvd 
St. Louis, A40 631104250 

Phone: 314-577-8015 

Bruce J. Walz, M.D., FAC.R. 
MacDonald B. L q k ,  MJ)., FACk 

John J. Dombrmki, M.D., %D. 
Julie Dawson, Ph.D. 

Fur: 314-268-5113 

DIAGNOSIS: Follicular variant papillary thyroid cancer, d in id  stage pl3  NX MX. 

Pleas see note of May 24,201 1. 

We measured Mr.=thyroW fundions, and after the Uiyrdderzomy, his free T4 was quite low at 0.7 mgldt (0.8 normd 
maximum), but his free T3 was 3.73 pglmL, in the low normal range. His thyroglobulin remains elevated at 31.6. which is the top of 
the normal maximum range. His thyroglobulin antibodies were negative. His TSH was 6.66 units. above the normal maximum of 
4.68. These tests wctlt? all done on June 13,201 1. 

It was my intent to administer an ablative d q o f  30 mCi-1-131 to the patient. 

Hwwer,thepatient recehreda~rapeuticdoseof115mCiofd131 on June21,2011. 

He returned today for a thyroid scan. He is feeling pretty good, no parZicubrside effects. He has 'solated himself from his family lo a 
great deal. 

A scan was performed, and I am awaiting the aofikiar report from nudear medicine, but the thyroid bed shows up very intensely with 
an area off to the left side, and I believe infeirorly whlch has moderate uptake. I do not see any exlra+ervical 'spotsm. 

Mr.=returned to the deparbnent afterwards, and I indicated to hm that he had received a therapeulic dose of iodine. I pointed 
out that many pradltloners would at th$ potnt in his mum have given a similar sort of dose. We measured the output of radiation 
from his body at 1 meter, regktered 3.4 mRlhr. 

Since w prefer people to be below 0.2 mWhr when 'mixing with other people'', 1 advised hm to keep a good di tana away from hh 
significant other, and good deal of distance from h~ chiklren, who are six months and three years OH. 

The patient Is to mturn again in four days for remeasurement, asking h i  to drink lot of fluids. The long-term plan is to repeat the 
thyrofd function, TSH, thyroglobulin, aMhymglobufln in several months. The patlent will be seeing Dr. Thampy in three days. 

Mr.-ay call me i f  he has any questions or problems, and I plan to see him again in four days,on the morning of Tuesday, June 
28,201 I 

I called Or. Thampy, the patient's endocrinologist, to inform about the dose d 1-131, but Or. Thaw is not available. I anlicipate 
speaking with hhn on Monday, June 27,2011. 

Thank you for referring us this very tine gentleman. d WU. n T+[ 
&+d A A - c ? ?  #/%V / I  1 

h. <)9ck* +Le/ L"?. 
%Ab 
Bruce J. Wab, M.D., FAC.R 
Professor 8 Director 

8Jwlsd L.l/- 

TSV REF# 624-~lU-rad-BWAL329O.dOC 


