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Susquenanna

The art of caring. The science of healing.

April 3, 2008
United States Nuclear Regulatory Commission =
475 Allendale Road w‘
King of Prussia, PA 19406 =0

Attention: Shirley Xu —
Report on administration of [-131 to a pregnant patient.

The patient is a 30-year-old female who was diagnosed with hyperthyroidism and
recommended for [-131 therapy by her family practitioner. She was seen by the Nuclear
Medicine physician who concurred with his recommendation and discussed with the
patient her options for therapy. The risk of pregnancy with I-131 therapy was discussed
both verbally and in a written consent form which the patient signed. The patient was
given a laboratory slip to have a pregnancy test performed prior to the therapy which was
scheduled for 3/28/08. On the day of the scheduled therapy the Nuclear Medicine
physician checked the computer for the pregnancy test results. The most recent available
pregnancy test was printed out and was negative. Unfortunately the date of that test was
1/23/08 and this was not recognized by the ordering physician. The patient stopped in the
laboratory for her pre-therapy pregnancy test immediately before coming to the

department so that the results were not yet available at the time the therapy was
scheduled to be given.

Prior to the therapy the patient signed the standard pregnancy questionnaire for women
and consent form indicating that she was definitely not pregnant. This was confirmed
verbally by the technologist who prepared the dose for therapy.

On 3/28/08 at 1:00 p.m. the patient received 17.7 mCi [-131 orally. After the patient left
the department the laboratory called to indicate that the patient was in the early stages of
pregnancy with a quantitative HCG of 159.4 ulU/ml.

On receiving this information the ordering physician immediately contacted the patient to
advise her of her pregnancy status and to urge her to drink extra fluid and void frequently

to avoid radiation exposure to the embryo. The patient’s obstetrician was notified that
same day.
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The patient’s last menstrual period was on 3/2/08 so that as of 3/28/08 she had not missed
any menstrual periods. The presumption is that she was within the first 2 weeks of her
pregnancy. A subsequent HCG level on 4/3/08 is 2250 ulU/ml.

In evaluating the root cause of this inappropriate administration there were two
significant factors:

I. The patient did not come for the pregnancy test in a timely fashion but rather
obtained it immediately before coming for the therapy, at which point the test
results were not available.

2. The ordering physician did not double check the date of the pregnancy test result
indicating it was in fact not the test she had ordered but one from two months
prior.

On the afternoon of the therapy the Williamsport Hospital Health Physicist was advised
of the problem and proceeded to calculate the potential exposure of the embryo to
radiation. His results suggest that at most the embryo received at most 4.7 rems of
exposure. Following our institutional policy for incident reporting we notified the patient
safety officer. The Nuclear Regulatory Commission was also notified on the afternoon of
the event and on 4/2/08 representatives of the Nuclear Regulatory Commission and
Pennsylvania Department of Environmental Protection met with the Nuclear Medicine
Department leaders as well as hospital administration (patient safety officer) to discuss
what transpired and how to prevent it in the future.

To prevent this in the future the following recommendations have been put in place:

1. The protocols for administration of therapeutic isotopes have been modified.
Female patients of childbearing age will have pregnancy tests performed unless
they have had a hysterectomy, tubal ligation, or are clearly post-menopausal. It is
recommended that that test be performed within a week of therapy and optimally
at 72 hours before therapy so that the results are available.

2. The QMP/written directive will now include a space for the authorized user to
record the date of the pregnancy test. This change will require the authorized user
to view the date of the test. The changes to the I-131 procedure and the 1-131
QMP written directive are enclosed for your review.

N X ’ ok Al W
ith A. ildin, M.D.
adiation Safety Officer

The Williamsport Hospital
and Medical Center
License # 37-04185-01
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Hospital Event Number: 44105

Rép Org: WILLIAMSPORT HOSPITAL Notification Date: 03/28/2008
Licensee: WILLIAMSPORT HOSPITAL Notification Time: 15:35 [ET]
Region: 1 Event Date: 03/28/2008

City: WILLIAMSPORT State: PA Event Time: 13:00 [EDT]
County: Last Update Date: 03/28/2008

License #: 37-04185-01
Agreement: N

Docket: 03003037

NRC Notified By: JUDITH GOULDIN
HQ OPS Officer: PETE SNYDER

Emergency Class: NON EMERGENCY Person (Organization):
10 CFR Section: RONALD BELLAMY (R1)
INFORMATION ONLY DUNCAN WHITE (FSME)
Event Text

UNPLANNED DOSE TO FETUS

"A written directive was completed on 3/18/08 prescribing 18 mCi of I-131 (capsule) for the treatment of
hyperthyroidism on 3/28/08. The [prescribing physician] indicated on the form that pregnancy test was negative and
she was not breastfeeding. The pregnancy test result was attached to the directive.

"Upon arrival the patient completed an assessment form and consent form and she indicated in writing that she was not
pregnant or breastfeeding. Staff and authorized user verified patient identity (name and birth date), dose, dose
calibrator setting, and route of administration. The patient received the dose as prescribed.

"Nuclear Medicine was contacted by the lab shortly after the administration with a positive pregnancy result that was
done on the day of the therapy. The patient's physician was notified. The patient was notified to increase fluids and void
frequently and advised to make an appointment with her OBGYN physician. [A] Health Physicist Consultant was also
notified and [the hospital] is awaiting the dose calculation to the embryo."

At the time of the report, the hospital had not calculated a dose to the unborn child. The hospital will provide the
calculated dose when it is available but the Radiation Safety Officer believes that the result will be less than 50
milliSieverts (< 5 rem).

http://www.nrc.gov/reading-rm/doc-collections/event-status/event/2008/20080403 en.html 04/14/2008
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Confidentiality Notice; ,

The documents adcompanying this facsimile transmission contaln information from the '
Susquehanna Heallth System, which is confidential or privilaged. The information is intended
for tho use of tha Individual named on this transmission sheet. If you are not the intended
recipient, you are hereby notified that any disclosure, copying, distribution, or taking any action

in reliance on the comments of this facsimite information Is strictly prohibited,

If you have nacoi{/ed this facsimile in error, please contract us by telephone immediately, This
is to ensure that the information is sent to the Intended party, and, that the documents you
received aro shredded, gy

THANK YOU
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Gouldin, Dr. Judith
From: Kemmier, Jéﬁ
Sent: Monday, March 31, 2008 8:38 AM
To: Gouldin, Dr. Judith; Essel, Dr. Adwoa
Ce: Dewar, Candy

Subject:  FW: 1-131 Dose’
Importance: High .
Based on Sam's calculations (see below) the dose to embryo is below 5 rad and s not reportable to the NRC. | discussed this issue

with Sam and we agree that since contact with NRC was made on Friday we should follow-up with them indicating the dose not
meeting reportable criteria and that we will continue to monitor patient and fetus S0 i

Jeff

~---Original Message-- .

From: Sam Payne [mailto:sampayne@epix.net]

Sent: Friday, March 28, 2008 8:27 PM

To: Kemmler, Jeff : : :
Subject: I-131 Dose R ; i

3/28/08

Jeff,

We did the dose calculations based on Absorbed Dose Estimate tables published by Russell ct al, (1997), which ] have
attached (see arrow for 131-I Sodium Jodide). These data are also found in the publication by Michael G. Stabin, Ph.D.,
in his article; “Iealth Concems Related to Radiation Exposure : :

of gx_e _Fcrgalc Nuclear Medicine Patient”. This is the guy from QOak Ridge who put together the MIRD tables for nuclear
medicine doses, s '

The patient received 17,7 mCi’s of 131-I Sodium Iodide or 655 MBq. As this was considercd Early pregnancy the 7.2E-
02 values was utilized in the caleulation. .

Thus:  7.2B-02 mGy/MBq * 655MBq ~ 47.15 mGy or 4.715 rad.

As a rem = rad * Q (quality factor) which for X-rays, gamma or beta radiation has a Q of 1 per 10 CFR 20.1004 “Units of
Radiation Dose", the absorbed dosc in rads is the same nutnber in rems or 4.715 rems (47.15 m8v), :

Please also note that this dose is prbbably lowet than we've calculated because of her increased thy‘rdid uptake.

Bascd on these calculatio m,ummdmtmmmmimawmmemcmm353047“Repmmnoﬁﬁmﬁmofadmemm
or anursing child”. i :

Let me know how you'd like to proceed,

Sam

3/31/2008



