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Event Text

AGREEMENT STATE REPORT INVOLVING A RADIOPHARMACEUTICAL MISADMINISTRATION

The following information was received via facsimile:

"NY-06-001

"Radiopharmaceutical Misadministration. (NYS DOH Internal Tracking No. 86)

"New York law prohibits the release of any identities in cases of medical, events. Therefore the
facility name, etc., is not contained in this report.

"Date of occurrence 4/17/2003

"The patient was prescribed 300mCi of 1-131 NaI for thyroid carcinoma but received only 233 mCi.

"Licensee received two vials from the radiopharmacy as ordered, one with 200 mCi and the other
with 100 mCi. The vials were, as per Licensee's protocol, left in the outer plastic sleeve during
assay, and the assays were within acceptable limits. Upon completion of administration to the
patient, the vials were again assayed to access the residual activity in the vials. Nothing unusual
was noted for the 100 mCi vial, however about 90 mCi remained in the 200 mCi vial. Water was
added to that vial and the patient was administered that liquid portion. The vial was again assayed
and about 70 mCi remained. The licensee asked the pharmacy for additional 1-131 but was told that
the additional dosage would not be available until the next day. Consequently the patient was
released with only having received 233 of the 300 mCi prescribed. The patient and referring MD
were notified.

"The RSO/licensee staff investigated. They noted that there was some liquid between the glass vial
and its outer plastic sleeve. Upon close examination of the vial it appears that the seal between the
vial and septum was flawed allowing material to 'leak' from the vial. Additional surveys of packaging
and area were performed. The need for bioassays of those involved in the administration was
addressed.

"We received copies of reports from both the medical licensee and radiopharmacy. It appears that
the seal on the vial was compromised thus allowing material to move outside the vial but remain
contained within the outer plastic vial. Thus it had appeared that the vial was okay for use. Bioassay
and survey measurements were performed with negative results. Actions to prevent repeat of such
an event were included in both reports.

"The licensee followed up in regard to the patient. The treating physician stated that the dose was
within the therapeutic range by existing standards. The patient was subsequently retreated with 300
mCi of 1-131 in August of 2004. This post-treatment scan was positive and he was advised to return
again in 6 - 9 months for re-evaluation. He did not, citing difficulties relating to employment etc.



I However, some time later he agreed to come in for further follow-up." I



Full Report 08/11/2009

Item Number: 060140 Last Updated: 02/27/2006

Narrative:
The licensee reported that a patient prescribed to receive 11.1 GBq (300 mCi) of 1-131 for thyroid carcinoma only received 8.6 GBq (233
mCi). The licensee received two vials from the radiopharmacy as ordered. One contained 7.4 GBq (200 mCi) and the other contained 3.7
GBq (100 mCi). The vials were left in the outer plastic sleeve during assay (per protocol) and the assays were within acceptable limits. Upon
completion of administration to the patient, the vials were again assayed to access the residual activity in the vials. Nothing unusual was
noted for the vial that contained 3.7 GBq (100 mCi); however, about 3.3 GBq (90 mCi) remained in the vial that had contained 7.4 GBq (200
mCi). Water was added to that vial and the patient was administered that liquid portion. The vial was again assayed and about 2.6 GBq (70
mCi) remained. The licensee asked the pharmacy for additional 1-131, but was told that the additional dosage would not be available until the
next day. Consequently, the patient was released with only having received 8.6 of the 11.1 GBq (233 of the 300 mCi) prescribed. The patient
and referring physician were notified. The licensee and RSO investigated the event. It was noted that there was some liquid between the
glass vial and its outer plastic sleeve. Upon close examination of the vial, it appeared that the seal between the vial and septum was flawed
allowing material to leak from the vial. Additional surveys of the packaging and area were performed. The New York State Department of
Health also stated that the seal on the vial was compromised, allowing material to move outside the vial but remain contained within the outer
plastic vial. The vial was okay for use. Bioassays and survey measurements were performed with negative results. Corrective actions to
prevent a recurrence were addressed in both the licensee and radiopharmacy reports. The licensee followed up in regard to the patient. The
treating physician stated that the dose was within the therapeutic range by existing standards. The patient was subsequently retreated with
11.1 GBq (300 mCi) of 1-131 in August of 2004. The State of New York is tracking this incident as NY-06-001 (NYS DOH internal tracking
number is 86). The INL has requested additional information for this event.

Event Date: 04/17/2003 Discovery Date: 04/17/2003 Report Date: 02/22/2006

Licensee/Reporting Party Information:
Agreement State Regulated: YS Reciprocity: NONE
License Number: NR Name: NR

NRC Docket Number: NA City: NR
NRC Program Code: NA State: NY Zip Code: NR
Responsible NRC Region: 1

Site of Event:
Site Name: NR

State: NY

Additional Involved Party:
License Number: NR Name: NR

NRC Docket Number: NR City: NR

NRC Program Code: NR State: NY Zip Code: NR

Responsible NRC Region: 1

Other Information:
NRC Reportable Event: Y Abnormal Occurrence: N
Agreement State Reportable Event: Y Investigation: Y

Atomic Energy Act Material: Y NMED Record Complete: R

Consultant Hired: N Event Closed by Region/State: N

Event Type:

MD2 - MEDICAL EVENT

Event Cause:

MD2
Cause: DEFECTIVE OR FAILED PART

Old Cause: DEFECTIVE OR FAILED PARTS

Corrective Actions Information:

Action Number: Corrective Action:
MD2

1 NOT REPORTED

Patient Information:

I



A. - ,•

Patient Number: I
Patient Informed: Y Date Informed:

Given:
Therapeutic Procedure: SODIUM IODIDE - T

Organ: THYROID
Radiopharmaceutical: SODIUM IODIDE

Radionuclide: 1-131 Activity:

Intended:
Therapeutic Procedure: SODIUM IODIDE - T

Organ: THYROID
Radiopharmaceutical: SODIUM IODIDE
Radionuclide: 1-131 Activity:

% Dose Exceeds Prescribed: NA

% Dose is Less Than Prescribed: 22.3

Effect on Patient:

Source of Radiation:
MD2

233 mCi

300 mCi

8621 MBq Dose:

11100 MBq Dose:

NR rad

NR rad

NR Gy

NR Gy

Source Number: I
Source/Radioactive Material: UNSEALED SOURCE RADIOPHARM
Manufacturer: NR

Model Number: NA

Serial Number: NA

Radionuclide or Voltage (kVp/MeV): 1-131
Activity: 0.233 Ci 8.621 GBq

DevicelAssociated Equipment:

MD2

Device Number: 1
Device Name: VIAL

Manufacturer: NR

Model Number:

Serial Number:

NA

NA

Reporting Requirements:

MD2
Reporting Requirement: 35.3045(a)(1)(ii) - Total dosage delivered differs from prescribed by.20% or more or falls outside the prescribed

range; and results in a dose that differs from prescribed by more than 0.05 Sv (5 rem) EDE, 0.5 Sv (50 rem) to
an organ or tissue, or 0.5 Sv (50 rem) SDE.
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