4

UNITED STATES

NUCLEAR REGULATORY COMMISSION
~ WASHINGTON, D.C. 20555-0001

March 30, 2009

- SECRETARY COMMISSION VOTING RECORD
DECISION ITEM: SECY-09-0029

TITLE: ' REPORT TO CONGRESS ON ABNORMAL
OCCURRENCES: FISCAL YEAR 2008

The Commission (with all Commissioners agreeing) approved the subject paper as récorded in
the Staff Requirements Memorandum (SRM) of March 30, 2009.

This Record contains a summary of voting on this matter together with the individual vote
sheets, views and comments of the Commission.

Annette L. Vietti-Cook
Secretary of the Commission

Attachments:
1. Voting Summary
2. Commissioner Vote Sheets

cc: Chairman Klein
Commissioner Jaczko
Commissioner Lyons
Commissioner Svinicki
OGC
EDO
PDR

SECY Note: To be made publicly available 5 days after dispatch of the report to Congress



CHRM. KLEIN
COMR. JACZKO
COMR. LYONS

COMR. SVINICKI

VOTING SUMMARY - SECY-09-0029

RECORDED VOTES
NOT
APRVD DISAPRVD ABSTAIN PARTICIP COMMENTS DATE
X X 3/7/09
X 3/24/09
X X 3/9/09
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COMMENT RESOLUTION

In their vote sheets, all Commissioners approved the staff's recommendation and some
provided additional comments. Subsequently, the comments of the Commission were
incorporated into the guidance to staff as reflected in the SRM issued on March 30, 2009.
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‘Chairman Klein’s Comments
SECY-09-0029

| approve the proposed Fiscal Year 2008 Abnormal Occurrence Report to Congress,
and the proposed forwarding letters, with editorial corrections and comments.

1. Page 2, “Cause(s)” Paragraph. Rewrite last sentence to read “The NRC special
inspection is complete, and the results are being evaluated for significance and
potential regulatory action. The final report will be issued when the evaluation is
complete.” :

2. Update Appendix D, page 26, based on final Commission decision on indian
Point Siren enforcement (enforcement actions complete)

3. Enclosure 2, letter to Joseph Biden, the salutation should read, “Dear Mr.
President:” The first sentence of the second paragraph should read: “The NRC
initially promulgated the AO criteria in a Commission policy statement published
in the ..."

4. Enclosure 3, letter to Nancy Pelosi, first sentence of the second paragraph — see -
comment 6 above.

5. See other editorial comments (pages 24, 25, and 26) attached.

Dotepce.-

Dale E. Klein -~ 3/7/27 Date




APPENDIX D
UPDATES OF PREVIOUSLY REPORTED OTHER EVENTS OF
INTEREST

This appéndix discusses “Updates of Previously Reported Other Events of Interest” that the
" NRC previously reported in the “Report to Congress on Abnormal Occurrences: Fiscal Year (FY)
2007" at two U.S. commercial nuclear power plants. During this reporting period, updated

siren system.

NUCLEAR POWER PLANTS

Backaround — The issue of security officer inattentiveness at the:P
Station (PBAPS) came to NRC's attention on Marc 27:.200 en it received an allegatlon

: e in security watch towers and
Allegation Review Board, which

May 4, 2007. During th'a""""r‘i‘specti’b : gional inspectors made unannounced tours of the
r everal w did not find any security officers to be

ﬁnc; of, and later provided with, video

RC staff immediately contacted Exelon to
atory actions were taken. Shortly afterwards, NRC dispatched -
:am;:(AlT) and a follow-up team to investigate. An AlT is an
infrequent react e’:zmsectlo conducted for the purpose of eyent assessment and follow-up
actions. SThe events -to-this-inspection-began-when-e/Peach Bottom security officer hgd
videotaped multlple'ln rces of several secunty ofﬁcers inattentive to duty at the station’s
(former power block ° ready rooms.” The ready rooms are locations within the protécted area
where officers are staged for response functions while not conducting security patrols.

The AIT conducted a public exit meeting on October 9, 2007, and concluded that Exelon’s
prompt compensatory measures and immediate actions were appropriate to ensure PBAPS’
continued ability to properly implement the Security Plan. NRC determined that the inattentive
security officers and deficiencies in Exelon’s behavioral dpservation program, which could have
identified and corrected the problem, represent a White finding. In accordance with
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NRC's reactor oversight program, a White finding is an NRC-identified or self-revealing issue of
concern that is associated with a licensee performance deficiency of low-to-moderate safety
signifi cance

Update on Actions Taken To Prevent Recurrence --

NRG—mcervaﬂ-ﬂB—pereeH—ef—heeneeewspeneee—%@ Bulletln 2007 01 “Secunty Ofﬁcer
Attentiveness.” )T o-NE e = esSpe

oRcludediha ensees-provided-answersto-all-guestions S S
After reviewing all licensee responses to the-seeurity-Bulletir the,
for additional information. To gather that information, NRC issy
lnformatlon (RAls) to all licensees in July 2008 H

port regarding the inattentive
t the PBAPS security force -
ections, enhanced inspection
( :):to Exelon to confirm NRC
‘expectations regarding the licensee's rogt:cause:determinatic and effective implementation of
corrective actions. Upon completion of '
August 28, 2008.

securuty officers. NRC has taken extensive actions t"
- remains attentive to its duties, including:

gainst Exe|on/ issuing a Severity Level I}
tances of willful security officer

any ’

ew Sirens (pré\/ious|y reported as EOI-02 in NUREG-0090,

NRC issued a Conﬁrmatory Order modifying the Indian
sional action directed by the Energy Policy Act of 2005. This
sed to alert the public in the 10-mile emergency planning zone
h population density (for which the Indian Point nuclear station,
tine, located 24 miles’ ortt ¢ York City on the Hudson River, was the only affected site) be
E P, prowded with backup ver. Entergy (the Indian Point licensee) decided to install a new siren
system rather than refrofit the existing sirens.

. electcicad
The backup power supply was to be operable by January 30, 2007. However, Entergy
requested, and NRC granted, a relaxation of the Order until April 15, 2007. On April 13, 2007,
NRC received an additional extension request from Entergy; however, NRC denied the
additional extension request because Entergy did not demonstrate good cause.

around sites W

NRC issued a violation of the siren Order on April 23, 2007, and imposed a significant civil
penalty of $130,000 for failing to have the new siren system fully operable in the timeframes
directed by the Order and the granted extension. On May 23, 2007, Entergy acknowledged the
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violation, paid the crvul penalty, and committed to having the siren system fully operable by
August 24, 2007. NRC issued a second Order on July 30, 2007, requrnng Entergy to meet the
August 24, 2007 commitment. ’

Entergy also failed to fully meet the terms of the second Order since the Federal Emergency
Management Agency (FEMA) had not performed its acceptance review by August 24, 2007.
'NRC issued a violation of the second Order to Entergy on August 30, 2007. On September 12,
2007, FEMA concluded that the new siren system was not adequate in. that it did not meet
several performance criteria set forth in FEMA guidance. On Janua -, 2008, the NRC issued
another notice of violation with a proposed civil penalty of $650,0 n February 22, 2008,
: Entergy responded to the notice of violation and pard the civil pe Entergy’s response is

FEMA communlcated to NRC that “the old siren syste
the required thresholds for reliability during routine
more than adequate in terms of audibility and cov
zone.” This provided reasonable assurance that:
the healt nd safety of the public while issues w

performing above
dged to be
1 .;.plannlng

e NRC O er requrred the system to pass
ctuation rate of at least 97 percent. Those

en system was operational on August 27,
licly avallable through ADAMS, under Accession

issue ‘ts»ﬂnal technical review of the prehmrnary siren design
:will be submitted to FEMA after approximately one year of

leted. The NRC Order also requires that Entergy receive FEMA
approval prior ie old siren system. FEMA indicated its plans to grant permission
to drsmantle the old:siren: stem after completron of the revrew of the final desrgn report.

operate rehable manner, Frnal NRC closeout rncludmg additional enforcement action’y

(if any), regarding this issu€ are pending.
y e b2 UPM(_‘atkd o lafest info
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NOTATION VOTE

RESPONSE SHEET
TO: Annette Vietti-Cook, Secretary
_ FROM: | COMMISSIONER JACZKO
SUBJECT: SECY-09;0029 — REPORT TO CONGRESS ON -

ABNORMAL OCCURRENCES: FISCAL YEAR 2008

Approved __X Disapproved Abstain
Not Participating

COMMENTS:  Below ____ Attached __ None Y_

SIGyATURE

03/ 24/ 12009
DATE

Entered on “STARS” Yes X No




NOTATION VOTE

RESPONSE SHEET
TO: Annette Vietti-Cook, Secretary
FROM: COMMISSIONER LYONS
SUBJECT: SECY-09-0029 — REPORT TO CONGRESS ON

ABNORMAL OCCURRENCES: FISCAL YEAR 2008

Approved __ X Disapproved Abstain |

Not Participating

COMMENTS: Below _X Attached ___ None ____

[ note that the medical event that occurred at Geisinger Wyoming Valley Hospital
(NRCO08-04) was the result of the physician modifying his original written directive
without revising or issuing a new written directive. The physician modified the original
written directive since he realized that the amount of I-131 prescribed in the original
directive was incorrect. The change to the original written directive resuited in the
patient receiving the correct dosage.

The intent of the Abnormal Occurrence (AO) report to Congress is to highlight events or
incidents that are significant from the standpoint of public health and safety. Although
this medical event does meet the criteria for consideration as an AO, the patient did
receive the correct dosage as intended by the physician. | believe that this medical
event does not meet the threshold for an AO and should not be included in the report to
Congress.

| also support the Chairman’s editorial comments and comments.

e

SIGNATURE({/
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NOTATION VOTE

RESPONSE SHEET
TO: Annetté Vietti-Cook, Secretary
 FROM: COMMISSIONER SVINICKI
SUBJECT: SECY-09-0029 - REPORT TO CONGRESS ON

ABNORMAL OCCURRENCES: FISCAL YEAR 2008

Approvéd _ XX Disapproved ___ Abstain

Not Participating

COMMENTS: Below _XX Attached _XX_None ____

| concur in the removal of medical event NRC 08-04 for tﬁe reasons

stated by Commissioner Lyons; support the Chairman’s edits and
comments; and approve the report as further edited in the attached.
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SIGNATURE

0319109

DATE
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through regulations specifying requirements that ensure the safe use of radioactive materials.
Those regulations contain design, operation, and quality assurance criteria appropriate for the
various activities regulated by NRC. Licensing, inspection, and enforcement programs provide a
regulatory framework to ensure compliance with the regulations. In addition, NRC is striving to
make the regulatory system more risk-informed and performance-based, where appropriate.

REPORTABLE EVENTS C Commigsion

NRC initially promulgated the AO criteria in a-,policy statement
the Federal Register on February 24, 1977 (42 FR 10950) foll

Appendix A.

Review and response to operating experience ar
conducted safely. Toward that end, the regulations:
incidents or events to NRC. Such reporting helps to'ld”'"" '
corrective actions are taken to prevent recurrence.

ntify safety concerns. NRC
ulatlons In addltlon the

NRC and industry review and evaluate
responds to risk significant issues through:lic
agency maintains operational data in com;
storage, retrieval, and evalu

Section 274 of the’Atomic rgy Act, as amended, authorizes the Commission to enter into
agreements with State ereby the Commission relinquishes, and the States assume,
regulatory authority over byproduct, source, and special nuclear materials in quantities not
sufficient to form a critical mass. States that enter into such agreements with NRC are known as
Agreement States. Agreement States must maintain programs that are adequate to protect
public health and safety and are compatible with the Commission’s program for such materials.
At the end of FY 2008, there were 35 Agreement States.

Agreement States report event information to NRC in accordance with compatibility criteria
established by the “Policy Statement on Adequacy and Compatibility of Agreement State _
Programs,” which the agency published in the Federal Register on September 2, 1997 (62 FR
46517). NRC has also developed and implemented procedures for evaluating materials events

X
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ABNORMAL OCCURRENCES IN FISCAL YEAR 2008 O&‘ﬁm?@%z-a_ oL
o
. FORALL LICENSEES Pk [P,
A. Human Exposure to Radiation from Licensed Material . //’( )9
During this reporting period, one event at an NRC-licensed facility and one event at an

Agreement State-licensed facility were significant enough to be reported as abnormai
occurrences (AOs) based on the criteria in Appendix A to this reps

AS08-01 Human Exposure to Radiation at St ;
Pennsylvania

Criterion 1.A.2, “Human Exposure to Radiation from Lj
report provides that any unintended radiation expos
18 years of age) resulting in an annual total effe
“or to an embryo/fetus resulting in a dose equivale
considered for reporting as an AO.

Date and Place — April 11, 2008, Beth

- Nature and Probable Consequences — St
therapeutic dose of 4,958 MBq (134 mCi)‘

cs the hospltal on April 28, 2008. Subsequent
approximately 4-6 days following her

dose to the embryo/fetus of 350 mSv (35 rem) no immediate .
d. On May 2, 2008, the patient met with a perinatologist and

Licensee — The licensee:is providing additional instructions to its staff to strongly emphasize to

patients the risks associated with becoming pregnant following the administration of radioiodine
treatments.

State — The State conducted a follow-up inspection on June 10, 2008, and did not take any
enforcement action regarding this event.

This event is closed for the purpose of this report.



Insert the following either as a paragraph right after the titie or as a footnote associated with the
title:

“The following is a brief explanation of the outline numbering system used in this section of the
report. Appendix A provides the specific criteria for determining when an event is an abnormal
occurrence (AO) and provides guidelines for reporting other events of interest which may not
meet the AO criteria but which the Commission has determined should be in this report.
Appendix A contains four major categories: I. For All Licensees, Il. For Commercial Nuciear
Power Plant Licensees, Ill. Events at-Facilities Other Than Nuclear Power Plants and all
Transportation Events, and V. Other Events of Interest. Category IV events are discussed in
Appendix C of the report and Categories |, I, and lll are discussed in this section. The first 3
categories each contain significant subelements labeled A, B, C, and one category subelement
goes to D. The following information will discuss each of the first 3 categories but will only
discuss the specific subelement in each category which has an AO being reported. For
example, item | only discusses subelement A. Also, the identification number for all Agreement
State AO reports start with the letters “AS”. Slmllarly the |dent|f|cat|on number for all NRC AO
reports start with the letters “NRC”.

Reason for the insertion: The numbering system can be very confusing to the general reader
who has not memorized appendix A and does not instinctively know that AS in an identification
number means Agreement State and NRC in an identification number means Nuclear
Regulatory Commission. If you read the report in plain language, ltem | has an A but no B, Item
[l has no subelements, and Item lll has a C but no A or B. If you read the whole report and put
Appendix A next to this section, you could figure out the numbering system, but | would not
expect the general public or Congressional staff would have the time analyze the report in that
detail.



NRC08-01 - Human Exposure to Radiation at Wilford Hall Medical Center on
" Lackland Air Force Base in San Antonio, Texas

Criterion 1.A.2, “Human Exposure to Radiation from Licensed Material,” of Appendix A 1o this
report provides that any unintended radiation exposure to any minor (an individual less than

18 years of age) resulting in an annual total effective dose equivalent of 50 mSv (5 rem) or more,
or to an embryoffetus resulting in a dose equivalent of 50 mSv (5 rem) or more, shall be
considered for reportlng as an AO. /p\/ﬂwf ,/411

Date and Place - June 4, 2008, San Antonio, Texas

Nature and Probable Consequences Wilford )-lall Medlcal

thyrondectomy therapy to a patlent resulted’in a dose to:
Two days prior to administration of the rafiiciodine-134
patient and it yielded a negative result. Later, on Jur

The hospital's radlatuon safety staff imm investigation, in consultation with
' ‘ ;or_l the total dose calculated of

This estimated condltlg
administration. In addit
had been increased

| AF t it followed its policies and standards of
) typlcally have the capability to detect a pregnancy at such an

will be used for detectlng pregnancy for patients with the physnologlcal capacity for becoming
pregnant.

Department of the Air Force — The United States Air Force (USAF) Radioisotope Committee
(RIC) is performing a root-cause analysis of this event. As part of its reviews, the USAF RIC is
identifying other hospitals, under its Master Materials license, and asking them to review
radioiodine procedures for the past two years to determine if patients had become pregnant
either before or after receiving a radioiodine procedure. The USAF RIC will also review the
policies and procedures of these hospitals. In addition, the USAF RIC is arranging to send an
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‘Cause(s) — The VA{M

. EVENTS AT FACILITIES OTHER THAN NUCLEAR POWER PLANTS AND ALL
TRANSPORTATION EVENTS

C. Medical Licensees
During this reporting period, five events at NRC-licensed or regulated facilities and four events at

Agreement State-licensed facilities were significant enough to be reported as AOs, based on the
criteria in Appendix A to this report.

NRC08-02 Medical Events at the Department of Vete
Pennsylvania

s Affairs in Philadelphia,

provideg in part that a medlcal event that results in a
(1,000 rad) to any organ or tissue (other than a ma

prescrlbed dose to th
Of these 35 patient_:

al Center - Philadelphia identified three root causes as a result of
these events in its Report of Administrative Board of Investigation dated September 5, 2008:

(1) no corrective action was taken when post-implant dosimetry was performed and low doses
were observed, (2) inadequate supervision by the physician/authorized users and (3) post-
treatment plans were not performed on patients due to computer interface problems. In addition,
two factors contributed to these events: (1) internal procedures were not followed and (2) the
succession of minor technical errors that stemmed from a misperception that other team
members performed safety checks.




Actions Taken To Prevent Recurrence

Licensee — Corrective actions taken by the VA Medical Center - Philadelphia included: (1) the
prostate brachytherapy program has been suspended until a standardized brachytherapy
program is established and implemented; (2) a physician and medical physics consultant, who
are experts in performing prostate implants, were hired to evaluate the prostate implant program;
and (3) several key staff directly involved in the prostate brachytherapy procedures are no longer
employed by the VA Medical Center - Philadelphia.

NRC - The NRC Regibn Il Office conducted a reactive inspecti 1 July 23-25, 2008. Based
' y __identiﬁed, NRC '

Phy5|cs Program due to the multiple medical events” ‘
treatments. The CAL documents the commitmentsr
problems that have led to medical errors and to.
through inspections, that the items in the CAL ha

action is pending.

This event is closed for the purpose o

NRC08-03

nsees,” of Appendix A to this report
.2 dose that is equal to or greater than 10 Gy

Criteria [11.C.1.b and I);C.2"
provide$ in part that

area adjacent to'th
caused the MRl s
side and vice versa).

i error in the setup of the magnetic resonance imaging (MRI) unit
versed (i.e., the image of the right side of the head was on the left
he patient and the referring physician were informed of this event.

Prior to the treatment, the medical physicist, authorized user physician, and neurosurgeon
reviewed the MRI scan and treatment plan but failed to recognize the reversed MRI images.
The reversed MRI images were scanned into the gamma knife treatment planning computer,
and a treatment plan was generated based on the reversed MRI| images. The authorized user
physician and neurosurgeon reviewed and approved the treatment plan generated from the -
reversed MRI images, and again the reversed MRI images were not recognized.



The NRC staff conducted a reactive onsite inspection on October 29, 2007. The NRC-
contracted medical consultant reviewed the case and agreed with the licensee’s analysis, statlng
that no significant adverse health effect to the patient is expected.

Cause(s) - The medical event was caused by the MRI technologist who inadvertently performed
the MR scans in the “caudal” mode (from the jaw to the top of the head) rather than the “cranial”
mode (from the top of the head to the jaw). This change in device mode caused the MRI images
to be reversed.

Actions Taken to Prevent Recurrence

the likelihood of
cluded (1) weekly meetings

communication and (2) new written procedures and,
facility staff that require dual verification of the variol

. cancer using an:lridium-192:source with an activity of 185 GBq (5.0 Ci). The authorized user
physician prescribéd.five fractionated doses of 600 cGy (600 rad) each to be administered using
tandem and ovoid ap tors. The licensee calculated that during the first, second, and third
fractionated treatments;‘the patient received a total dose of 470 cGy (470 rad) to the treatment
area and 1,300 cGy (1,300 rad) to the vaginal region inferior to the treatment area.. The patient
and the referring physician were informed of this event. The licensee conciuded that no
significant adverse health effect to the patient is expected.

- Cause(s) — The medical event was caused by human error due to the incorrect catheter length
entered into the treatment planning system. The incorrect value of 128 cm was entered as the
length instead of 120 cm, resulting in the 86 mm displacement. An HDR service technician
identified the error in the treatment planning system on March 25, 2008.



Actions Taken to Prevent Recurrence

Licensee — The licensee committed to taking several corrective actions as a result of the medical
event, including (1) verification of the length of all disposal catheters and checking the integrity of
the catheters prior to treatment, (2) placing an order for and use of a single set of reusable
catheters for HDR cervical cancer treatments, (3) the treatment plan and catheter measurement
will be independently checked prior to treatment, and (4) review and modification, if necessary,
of the quality assurance plan to ensure accuracy.

State — The State cited the licensee with two violations for failing t& erify the treatment plan.

This event is closed for the purpose of this report.

Fdkdedkddk

AS08-03 ~ Medical Event at Southw olusia Healthcare Corpi
in Orange City, Florida ~ '

Criteria lil.C.1. b and I11.C.2.b(i), “For Medical Licensee‘ péndix A to this report provide* in

60 rad) to the: thyr0|d and a whole body effective dose equivalent
uthonzed user physician ordered an iodine thyroid uptake scan

examination was scl d in their Radiology Information System, (2) the patient had a
prescription from the ordering physician, but did not make it availabie for verification, (3) the
isotope for the incorrect exam was ordered without verifying the prescription, and (4) the
technologist involved in the admiinistration did not recognize the error when the written directive
was presented.

Actions Taken to Prevent Recurrence

Licensee — The licensee impiemented corrective actions by providing counseling and re-training
" to the hospital personnel involved in the medical event and notified hospital personnel that
iodine-131 and iodine-123 studies must be verified prior to scheduling patients for these types of
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procedures. In addition, the technologists have been instructed to visually verify the authorized
user physician’s order on the written directive before ordering the radioisotope and the
technologist and radiologist will review the written directive prior to patient administration.

State — The State conducted an investigation and reviewed the licensee’s corrective actions and
found the corrective actions to be adequate.

This event is closed for the purpose of this report.

dededededededeok

AS08-04 Medical Event at Southern Baptist H
Jacksonville, Florida

:of Florida in

Criteria 11.C.1.b and I1.C.2.b(j), “For Medical License i
part that a medical event that results in a dose thatisiequal to or greater than'{ Gy (1,000 rad)
to any organ or tissue (other than a major portion:of:the bone m rrow, or lens of the:e
gonads) and represents a prescribed dose or dosag_"' that uses he wrong radlopharmaceutlcal
shall be considered for reporting as an AQO.

“of Appendix A to report provide¥ in

: resulted in'the patient receiving a dose of
dy.effective dose equivalent of 180 cGy -

Licensee — The licensee implemented corrective actions by rewriting its procedures such that all
written directives will be completed and reviewed by the authorized user physician prior to the
administration to patients.

State — The State conducted an investigation and reviewed the licensee’s corrective actions and
found the corrective actions to be adequate.

This event is closed for the purpose of this report.



N ,
NRC08-04 Medical Event at Geisinger Wyoming Valley Hespital in
\\ Wilkes-Barre, Pennsylvvania

Cntena I11.C.1.b and lll.C.2.a, “For Medical chensees " of Appendix A to this report prowdeg in
part that- -a medical event that results in a dose that is equal to or greater than 10 Gy (1 000 rad)
to any organ or tissue (other than a major portion of the bone marrow, or lens of the €ye, or the
gonads) and.represents a dose or dosage that is at least 50 percent greater than, that prescribed
shall be consndered for reporting as an AO. , ,,‘f’

Date and Place - F-.ebruary 7, 2008, Wilkes-Barre, Pennsylvani

nt was not informed of this cvmnt
istered for treatment.

received 288 Gy (28 'ooo "r'acf } to the thyroid.

Thlg,event is closed for the purpose of this report. \



NRC08-05 ‘ Medical Event at Reid Hospital and Health Care Services in
Richmond, Indiana

Criteria 1.C.1.b and 111.C.2.b(iil), "For Medical Licensees,” of Appendzx A to this report
provided in part that a medical event that results in a dose that is equal to or greater than 10 Gy
(1,000 rad) to any organ or tissue (other than a major portion of the bone marrow, or the lens of
the eye, or the gonads) and represents a prescribed dese or dosage that is delivered to the
wrong treatment site shall be considered for reporting as an AO.

Date and Place — February 27, 2008, Richmond, Indiana

‘Actions Taken to Pre\(en

_‘ecurrence

Licensee — The licensee's corrective actions to prevent recurrence included revising its

- procedure for prostate seed implants to reguire that the needle location in the prostate be
verified by x-ray imaging at the beginning of the procedure, prior to any seeds being implanted,
and halting the procedure if the location of the needle in the prostate cannot be verified with
certainty.

NRC — On July 11, 2008, NRC issued a Notice of Violation related to this event.

This event is closed for the purpose of this report.
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NRC08-06 Medical Event at Bon Secours Virginia Health Source in
Richmond, Virginia

Criteria lIl.C.1.b and lIl.C.2.b(iii), "For Medical Licensees,” of Appendix A to this report

provide$ in part that a medical event that results in a dose that is equal to or greater than 10 Gy
(1,000 rad) to any organ or tissue (other than a major portion of the bone marrow, or the lens of
the eye, or the gonads) and represents a prescribed dose or dosage that is dehvered to the
wrong treatment site shall be considered for reporting as an AO.

Date and Place — May 1, 2008, Richmond, Virginia

range of 86 cGy (86 rad).
patient, received a dose in the range of 1,142 cGy (1" :
physician were informed of this event. .

Cause(s) - The :
cause of the HDR' ai_"

instead of the intends

Actions Taken to Prevent Recurrence

Licensee - The licensee’s corrective actions taken to prevent recurrence inciuded updating
procedures to define steps that will be taken to resolve HDR device alarms.

NRC — NRC performed a reactive inspection at the facility and issued a Notice of Violation for
three violations of regulatory requirements on October 10, 2008.

11



This event is closed for the purpose of this report.

de s dedede s de g

AS08-05 fiedical Event at Lehigh Valiey Hospital in Allehtown, Pennsylvania |

Criteriz IIl.C.1.b and lll.C.2.a, "For Medical Licensees,” of Appendix A to this report provideé in X
part that a medical event that results in a dose that is equal to or greater than 10 Gy (1,000 rad)

to any organ or tissue (other than a major portion of the bone marr 6?"Iens of the eye, or the
gonads) and represents a dose or dosage that is at least 50 percet greatnr than that prescribed
shall be considered for reporting as an AOQ.

Date and Place — July 17, 2008, Allentown, Pennsylvaniz

is expected.

ause{si— The cau

involvin the admlmstraﬂon of rad(opharmaceutkca!s

State : State conducte a follow—up inspection on August 21, 2008, to ensure that the
licensee’s actions taken to prevent recurrence had been implemented and issued & Notice of
Violation. :

S

This event is clbseg‘ or purpose of this report.
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D.

5.

Any significant unauthorized disclosures (loss, theft, and/or deliberate) of
classified information that harms national security or safeguards
inférmation that harms the public health and safety.

Initiation of High-Level NRC Team Inspections.”

For Commercial Nuclear Power Plant Licensees

A

Malfunction of Facility, Structures, or Equipment

1.

Design or Safety Analysis ':D_‘ ici
Administrative:inadequacy

({},{/i"/,: o, (el dpsr)

(

Exceeding a safety limit of license techni

ecification (TS)
[10 CFR 50.36(c)]. \

Serious degradation of fuel integrity;
or primary containment boundan

jdnitiation of any Incident Investigation Teams, as described in NRC Management Directive (MD) 8.3, "NRC incident
“Investigation Program,” or initiation of any Accident Review Groups, as described in MD 8.8, "Accident investigation.”

The NRC ROP uses four colors to describe the safety significance of licensee performance. As defined in NRC . (k;)_(’/(p/-

Management Directive 8.13, "Reactor Oversight Process,” green is used for very low safety significance, white is used for vt

low to moderate safety significance, yeliow is used for substantial safety significance, and red is used for high safety ['M'(Q-,'f’" o
16 et

significence. Reactor conditions cr performance indicators evaluated to be red are considered Abnormal Occurrences.

Additionally, Criterion I1.C also includes any events or conditions evaiuated by the NRC ASP program to have a conditional
core damage probability (CCDP) or change in core damage probability (ACDP) of greater than 1x107.
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D. Any operating reactor plants that are determined to have overall unacceptable
performance or that are in a shutdown condition as a resutt of significant
performance problems and/or operational event(s).? ‘

HI. Events at Facilities Other than Nuclear Power Plants and all Transportation Events

A. Events Involving Design, Analysis, Construction, Testing, Operation, Transpor,
Use, or Disposal of Licensed Facilities or Regulated Materials

1. An accidental criticality [10 CFR 70.52(a)]

2. A major deficiency in design, constructi
significant safety implications that requir

ntrol, or operation having
immediate remedial action.

3. A serious safety-significant defi
controls.

¢y in management:or procedural

‘Svents are not of major
ts with implications for similar

importance), recurring incidents
facilities (generic incidents) that'ra

"""}?v"‘quual to"or greater than 1 Gy (100 rad) to a major portion
of the bone marrow or to the lens of the eye; or equal or greater
than 2.5 Gy (250 rad) to the gonads; or

Equal to or greater than 10 Gy (1,000 rad) to any other organ
or tissue; and . '

2 Represents either
a. A dose or dosage that is at least 50 percent greater than
that prescribed, or

9 Any plants assessed by the ROP to be in the unacceptable performance column, as described in NRC inspection Manual
Chapter 0305, "Operating Reactor Assessment Program.” This assessment of safety performance is based on the number
and significance of NRC inspection findings and licensee performance indicators.
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. violation, paid the civil penalty, and committed to having the siren system fully operable by

August 24, 2007. NRC issued a second Order on July 30, 2007, requiring Entergy to meet the
August 24, 2007 commitment. '

Entergy also failed to fully meet the terms of the second Order since the Federal Emergency
Management Agency (FEMA) had not performed its acceptance review by August 24, 2007.
NRC issued a violation of the second Order to Entergy on August 30, 2007. On September 12,
2007, FEMA concluded that the new siren system was not adequate in.that it did not meet
several performance criteria set forth in FEMA guidance. On January .24, 2008, the NRC issued
another notice of violation with a proposed civil penalty of $650,0 n February 22, 2008,
Entergy responded to the notice of violation and paid the civil penalty Entergys response is

FEMA communicated to NRC that “the old siren systemy
the required thresholds for reliability during routine s

FEMA approved the new sirén’
new siren system in ser

ng, ompleted. The NRC Order also requires that Entergy receive FEMA
approval pnort dismantlin _h’e old siren system. FEMA indicated its plans to grant permission

to dismantle the oldsiren-system after completion of the review of the final design report.

Throughout installation. of the new§|ren system, the existing siren system remained available
and operated_in-a reliable manner./ Final NRC closeout, lncludmg additional enforCL,ment actlon
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' APPENDIX E
' GLOSSARY

Absorbed Dose — as defined in 10 CFR 20.1003, means the energy imparted by ionizing
radiation per unit mass of |rrad|ated material; the units of absorbed dose are the rad and the -

gray (Gy)

Act - as defined in 10 CFR 40.4, means the Atomic Energy Act of
any amendments thereto

54 (68 Stat. 819), including

Augmented Inspect:on Team (AIT) - as defined in Management Dir &lve 8.3, “NRC Incident
Investigation Program,” is a group consisting of technic [':experts fromt gion in which an
incident took place, augmented by personnei from hg "‘quarters other regi '_s,, or contractors.

cense issued by the Commission or
)y @ Commission master material iicensee

permit the medical uée of"byproduct material

'Balloon Catheter — a catheter with an inflatable balloon tip which is used during a procedure to
enlarge a narrow opening or passage within the body. The deflated balloon catheter is
positioned, then inflated to perform the necessary procedure, and then deflated again to be
removed :

' These terms are not defined in 10 CFR, a management directive, an inspection procedure, or in a NRC policy ](
statement. Rather, these terms are defined based upon definitions in the oniineiVVlkipedia:’The Free Encyclopedia

(http://wikipedia.org).
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