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Inspection Summary
Inspect

|
|
: This special announced inspection was conducted to review
the misadministration evert involving a strontium-90 eye applicator
brachytherapy device that was reported by the licensee to the NRC Region 111
Office on June 15, 1994. The inspection also evaluated the development and
impliementation of the licensee’s Quality Management Program related to use of |
the device.
Results: A strontium-90 eye applicator was used for an incorrect treatment
time to treat pterygium in the left eye of a patient. The intended treatment |
time for each of three fractions was 19.1 seconds. The treatment time used ‘
for the second fraction was one minute and nine seconds. The total calculated
administered dose, 3918 cGy (3918 rads), exceeded the total prescribed dose, |
2550 cGy (2550 rads), by 53 percent. The licensee completed all rotifications, ‘
reports, and records for the misadministration. |
|
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Seven apparent violations were identified during the course of this
inspection:

X

Failure of the authorized user to prepare, date, and sign a written
directive prior to use of the strontium-90 eye applicator on June 7 and
June 14, 1994, is an apparent violation of 10 CFR 35.32(a)(1). Please
refer to Section 5.

Failure of the licensee to review all dose calculations before the total
prescribed brachytherapy dose was delivered on December 23, 1992 through
January 6, 1993, and on March 17 through 31, 1994, is an apparent
violation of 10 CFR 35.32(a)(3). Please refer to Section 5.

Failure of the licensee to confirm that the total dose from the
strontium-90 eye applicator agreed with a written directive and
treatment plan before administration of the brachytherapy doses on

June 7 and June 14, 1994, is an apparent violation of 10 CFR 35.32(a)(4).
Please refer to Section 5.

Failure of the licensee to instruct radiation oncology technologists in
the licensee's Quality Management Program for use of the strontium-90
eye applicator is an apparent violation of 10 CFR 35.25(a)(1). Please
refer to Section 5.

Failure of the licensee’s Radiation Safety Officer to investigate tne
misadministration and implement corrective actions as necessary is an
apparent violation of 10 CFR 35.21(b)(1). Please refer to Section 7.

Failure of the licensee to make a record of use for the strontium-90 eye
applicator is an apparent violation of 10 CFR 35.406(b). Please rofer
to Section 8.

Failure of the licensee to maintain the radiation safety and handling
instructions that were supplied by the manufacturer for the strontium-90
eye applicator is an apparent violation of 10 CFR 35.59(a). Please
refer to Section 8.




Persons Contacted

*#+Robert H. Smereka, M.S., Radiation Physicist

*+ Larry Genzink, Director, Diagnostic Imaging

* Sheila Susskirini, Chairperson, Radiation Safety Committee
* Ron Price, Radiation Oncology Technologist

#+ Armand Michael LaSorsa, M.D., Radiation Safety Officer

#+ Wilma Ewald, M.D., Radiation Oncology, Authorized User

# William Zimmerman, M.D., Referring Physician

+ Paul Charkowski, Assistant Director, Diagnostic Imaging

+ Randy Oostra, Assistant Vice President

-

Indicates persons present at the onsite exit meeting on June 28, 1994.
Indicates individuals contacted by telephone.
Indicates persons present At the exit teleconference on July 8, 1994.

I tion Hist

Since 1987, the licensee has established a trend ~f improving
performance during recent Region III routine inspections. The 1990
inspection included a broad review of licensed activities and closeout
of numerous violations identified in 1987. While one Severity Level IV
violation was identified in the nuclear medicine area during each of the
1990 and 1993 programmatic inspections, NRC inspectors noted that
licensee performance evaluation factors were satisfactory. An
additional inspection of the high dose rate afterloader brachytherapy
treatment device was performed in late 1993 with no adverse findings.
Because of the very infrequent use, the NRC Region III Office did not
specifically inspect the licensee’s use of the strontiun-90 eye
applicator prior to June 28, 1994.

Licensed Program

The byproduct material use program authorizes 10 CFR 35.100, 200, 300,
400, and 500 material, depleted uranium for the linear accelerator, a
sealed source containing 10 millicuries of strontium-90 for calibration
purposes, chromium-51 kits (1 millicurie, total) for in-vitro studiec. a
gas chromatograph with three electron capture detector cells containing
nickel-63 foils (8 millicuries each), and iridium-192 sealed sources
(two sources not to exceed 10 curies each) for the high dose rate
afterloading brachytherapy device that may be used for interstitial,
intracavitary, or bronchial radiation therapy.

4+ =

The licensee’s facility is a 450-bed hospital that includes the nuclear
medicine department where about 700 diagnostic nuclear medicine
procedures per month are performed. Radiopharmaceutical therapy
includes iodine-13]1 capsules for hyperthyroid treatment (about 10 per
month), and thyroid ablation (about one per month).



The radiation oncology department employs a full time physicist and two
dosimetrists who are involved with about two temporary implant
brachytherapy procedures per month and five high dose rate remote
afterloading brachytherapy patients per month. In addition they are
involved with the daily use of a linear accelerator and superficial
voltage x-ray unit for treatment of patients.

Misadministration Event Details and Chronology

In March 1994, the patient received brachytherapy without incident
involving a three fraction treatment using the strontium-90 eye
applicator for pterygium in the right eye. Similar difficulties
developed in the patients left eye. The patient was scheduled to
receive a three fraction brachytherapy treatment for pterygium in ‘he
left eye beginning on June 7, 1994. The first fraction was completed
without incident on June 7, 1994. The second fraction was scheduled at
10:00 a.m. on June 14, 1994. At approximately 11:00 a.m. the authorized
user requested the radiation oncology technologist to bring the patient
to an exam room in the radiation oncology department. The strontium-90
eye applicator was seldom used and the technologist was not accustomed
to assisting the authorized user with this type of treatment. After the
treatment site was anesthetized, the authorized user requested the
technologist to obtain the strontium-90 eye applicator from the
radiation physicist.

Tne radiation physicist was unaware of the scheduled use of the
strontium-90 eye applicator and had not prepared a treatment plan

for the June 1994 treatment. The radiation physicist removed the
strontium-90 eye applicator from the brachytherapy source storage room
and brought it to the exam room where the authorized user, technologist,
and patient were waiting.

The radiation physicist briefly left the radiation oncology department
to calculate the treatment time to be used for the standard radiation
dose fraction desired by the authorized user, 850 cGy (850 rads).

The treatment time had been calculated as 19.]1 seconds for the treatment
fractions that were completed in March 1994. The radiation physicist
determined that the physical decay of strontium-90 was negligible and it
was not necessary to recalculate the treatment time for June 14, 1994.

Upon returning to the radiation oncology aepartment, the radiation
physicist informed the technologist to use the same treatment time as
the last treatment, referring to the March 1994 treatment. The
radiation physicist was not aware that the first treatment fraction had
already been administered on June 7, 1994. He was further unaware that
the treatment time for that first fraction had been incorrectly recorded
in the treatment chart as 1.9] seconds instead of 19.1 seconds. A
different technologist had assisted the authorized user during the
treatment fraction on June 7, 1994, and that individual was not involved
with the treatment fraction on June 14, 1994,



The authorized user did not specifically hear the verbal instruction
given to the technolo?ist by the radiation physicist. The authorized
user asked the technologist what treatment time was needed for a
radiation dose of 850 cGy (850 rads). The technologist indicated that
the treatment time should be the same as the last treatment fraction.
The authorized user relied on the instruction from the radiation
physicist to the technologist and did not read the treatment chart for
the correct treatment time.

The technologist referred to the treatment chart that indicated the
last treatment on June 7, "1994. The treatment time was recorded as
“1.91 sec". This notation is similar to the practice used to desi?nate
a treatment time of one minute and nine seconds for the superficia
voltage x-ray unit. The technologist assumed that the treatment time
should be one minute and nine seconds. The technologist’s
misunderstanding about the treatment time was not apparent to the
technologist or the authorized user and there was no further discussion
between the authorized user and the technologist prior to initiation of
the treatment fraction.

The authorized user instructed the technologist to count audibly the
last several seconds of the treatment time. The technologist removed
the strontium-90 eye applicator from it's storage box, sterilized the
applicator, and handed it to the authorized user. The technologist used
a hand held stop watch to time the treatment fraction. The authorized
user placed the strontium-90 eye applicator on the medial scleral
surface of the patient’s left eye. The authorized user was not
distracted during the treatment fraction. As one minute and nine
seconds was approaching, the technologist counted the last few seconds
by saying,"... five, four, three, two, one, Stop!" The authorized user
removed the strontium-90 eye applicator from the surface of the
patient’s eye and handed it to the technologist. The technologist
sterilized the appliicator and returned it to the storage box.

While the technologist was storing the applicator, the patient remarked
that the treatment time was longer than the previous treatment fractions
that had occurred in March 1994 and more recently on June 7, 1994. The
authorized user noted the patient’'s comment and directed the
technologist to immediately contact the radiation physicist.

The immediate discussion among the authorized user, technologist, and
radiation physicist established that the intended treatment time had
been exceeded, that the total calculated radiation dose exceeded the
total prescribed dose, and that a misadministration had occurred.

These individuals concluded that the root cause of the misadministration
was human error, based on the inappropriate notation for the treatment
time for the June 7, 1994, treatment fraction, i.e. "1.91 sec" rather
than 19.1 seconds.



Devi oment ar Implementation of thi '3,1‘;’,}”'; I‘Jo'v";‘lm";"'
10 CFR 35.32(a)(]1) require in part, that the licensee establish and

maintain a written Quality Management Program which must include

| 1 L and proceaure: to meet the Spefl ( ] ( [".t)‘;v-v tive that, prioy to
aaministratior a written directive is prepared for any brachytherapy
radilatior | t
10 CFR 35.2 defines a written directive as an order in writing for a

pecific patient, dated and igned by an authorized user prior to the
agmir tration of a radiopharmaceutical or radiation and containing

ertain information includ ;] for brachytherapy, the radioisotops t he
?'.r_'l'“‘"“‘ 11e, JUTYCe trength and ‘FL‘-’.‘ ure ‘f‘”'" { ! eqQu 1(!3"‘.]y the
tot 105¢

he¢ elisef written Quality Management Program implemented or

inuary 497, section entitled Brachytherapy Quality Management
rroqgran require that P r 1 the administration of any brachy
therapy dose a radiation oncologist (authonrized er) will date and

qr I writter 11rective The written directive should include the
'd | ] “',' numpey f irees 1 f ‘!v""’ and " ;‘i 1 ”,:.v

101 N{g eqQuer i

n I ! and unt 14 1964 the authorized user did not prepare, date
ind 1an a written directve prior 1S1ng the tront m-90 evye di",'l icator
4 treat ptervagiun n the left eve of the patient. The authorized user
relied n the written directive that was {'t‘;‘a’tlf on March 17 (7”“4 Lo
treat the l’.‘“? eve of the [c\??“"' for the same condition The writter
Jirective appear in the treatment prescription section of the treatment
chart that was placed in the patient’s file and indicates for March 17,
1994 (1) the date, (?) treatment site 3) radioisotope, (4) dose per
fraction (5) overall treatment period, (6) total dose, and (7) the
authorized user’ initia)l The authorized user dic: sted some of the
prescription information inte progress notes that were pilaced in the
radiation oncology department file for the patient after completing the
treatment on June 7, 1994 tailure of the authorized user to prepare
the written directive prior t Ising the strontium-90 eye applicator on
June 7 and June 14, 1994, is an apparent violation of 10 CFR 35.32(a)(1)
After the discovery of the misadministration on June 14 1994 the
authorized user recorded the written directive 1n the treatment chart
10 CFR Part 35.32(a\ requires, in part, that the licensee establish and
maintain a written Quality Management "'qfqv to provide high confideace
that byproduct meterial or radiation from byproduct material will be
3 (it n tered i 1116 f"', f» the rln”\ rized user
FR Part 3¢ (a 3) require that the licensee'’ written Quality
Management Program must include j 1es and procedures to meet the

pe fi bjective that final plans of treatment and related

alf i1 r tor brachytherapy are n a rdance with a writter
11 7¢ 4 Vé




The licensee’s written Quality Management Program implemented on
January 27, 1992, section entitled, "Brachytherapy Quality Management
Program", requires in part that, "10. A1l dose calculations will be
reviewed before the total prescribed brachytherapy [dose] has been
delivered."

The dose calculations for the strontium-90 eye applicator brachytherapy
treatments administered December 23, 1992 through January 6, 1993, and
March 17 through 31, 1994, were not reviewed before the total prescribed
brachytherapy dose had been delivered. In December 1992 and January
1993, the radiation physicist performed dose calculations related to the
use of the strontium-90 eye applicator and determined the treatment time
necessary to administer 850 cGy (850 rads) to surface of the eye.
However, the dose calculations were not provided to the radiation
oncology physician who was using the strentium-90 eye applicator under

jpervision of an authorized user. Consequently, the dose
calculations were not reviewed before the total prescribed brachytherapy
dose was delivered. On March 17, 1994, the radiation physicist
completed the dose calculations and recorded the information that was
placed in the patient file along with the treatment chart. However, the
dose calculations were not reviewed or checked by the authorized user or
another qualified person who did not make the dose calculations.

Failure of the licensee to implement the licensee's written Quality
Management Program for brachytherapy, Item 10, to ensure that final
plans of treatment and related calculations for brachytherapy are in
accordance with a written directive is an apparent violation of

10 CFR 35.32(a) (3).

The radiation physicist conducted in-service training for the radiation
oncology staff on June 20, 1994. A purpose of the training was to
ensure that in the future, the radiation physicist, dosimetrists, and
technologists will review the treatment chart, treatment plan and
related calculations before the total brachytherapy dose is
administered. The radiation physicist prepared a physical decay chart
for the strontium-90 eye applicator that indicates the surface dose rate
and treatmont time necessary to deliver 850 cGy (850 rads). The
calculated values are updated annually through January 31, 2000. The
physical decay chart will accompany the strontium-90 eye applicator and

will be used by the dosimetrists and technologiscs to check the dose
calculations.

10 CFR Part 35.32(a) requires, in part, that the licensee establish and
maintain a written Quality Management Program to provide high confidence
that byproduct material or radiation from byproduct material will be
administered as directed by the authorized user.

10 CFR Part 35.32(a)(4), requires that the Ticensee’s written Quality
Management Program must include policies and procedures tc meet the
specific objective that each administration is in aczordance with a
written directive.



The Ticensee's written Quality Management Program implemented on
January 77, 1992, section entitled, "Brarhytherapy Quality Management
Program", requires that, "3. Before admi.istration of a brachytherapy
dose, the radioisotope, treatment site, and total dose are to be
confirmed by the person administering the treatment to verify agreement
with the written directive and treatment plan."

On June 7 and June 14, 1994, the authorized user administering a
brachytherapy dose did not confirm that the total dose from the
strontium-90 eye applicator agreed with a written directive and
treatment plan before administration of the brachytherapy dose.
Specifically, a written directive, treatment plan, and related
calculations had rnot been prepared for the treatment and consequently
the dose rate, treatment time, and total dose for the use of the
strontium-90 eye applicator were not indicated for the treatment.

Had the authorized user attempted to verify agreement prior to
administration a misadministration may have been avoided. Failure of

the licensee to implement the | icensee’s written Quality Management
Program for brachytherapy, Item 3., to ensure that each administration
is in accordance with a written directive is an apparent violation of
10 CFR 35.32(a)(4).

10 CFR 35.25(a)(1) requires, in part, that a licensee that permits the
use of byproduct material under the supervision of an authorized user
shall instruct the supervised individual in the licensee’s written
Quality Management Program.

The inspector interviewed the radiation oncology technologists who
indicated that they did not receive training in the Quality Management
Program for use of the strontium-90 eye applicator and that they are
involved in the use of the strontium-90 eye applicator when they assist
the radiation oncology physicians who use the strontium-90 eye
applicator to treat the patients. The radiation physicist indicated
that an oversight had occurred because the technologists were not
included in the licensee's Quality Management Program training sessions
since they are not involved with the use of the brachytherapy sources,
except for the strontium-90 eye applicator.

instruct the radiation oncology technologists in the licensee’s written
AT VW K B (| A
apparent vio

On June 20, 1994, the radiation physicist conducted a Quality Management
Program training session for the radiation oncology department
personnel. The training session dealt with the licensee’s written
Quality Management Program for brachytherapy, including the strontium-90
eye applicator.

Four apparent violations of NRC requirements were identified.




Notifications and Reports

On June 14, 1994, the radiation physicist explained the
misadministration to the licensee’'s Radiation Safety Officer. The
radiation physicist also notified the Director of Diagnostic Imaging,
who requested the radiation physicist te prepare a written report of the
misadministration.

me 14, 1994, the authorized user notified the patient by telephone
and explained that wore radiation was given during the second treatment
fraction so that the patient need not return for the third treatment
fraction that was scheduled for the following week. The authorized user
requested the patient to return on June 15, 1994, so that a follow up
examination of the left eye could be accomplished.

On June 14, 1994, the authorized user explained the misadministration to
the referring physician. They alio discussed the patient’s prognosis,
that no adverse effect was expectei. 1ine ceferring physician did not
object to the notification of the paticnl aoout the misadministration by
the authorized user. The letter dated June 17, 1994, from the
authorized user to the referring physician confirmed the June 14, 1994,
discussions with the referring physician.

On June 15, 1994, the radiation physicist notified the NRC Operations
Center of the misadministration and an inspector from the NRC Region II1]
Office contacted the radiation physicist to discuss details of the
event. The physicist reported that the calculated total administered
dose (3918 rads) exceeded the total prescribed dose (2550 rads) by

53.6 per cent, i.e. greater than 20 per cent. The radiation physicist
indicated the root cause of the misadministration was human error, based
on failure of the authorized user to terminate the treatment after

19.1 seconds. The physicist indicated that the licensee’s written
Quality Management Program does not specifically address use of the
strontium-90 eye applicator.

The licensee’s written report of the misadministration dated June 16,
1994, was prepared by the radiation physicist and copies were
distributed to the Radiation Safety Officer and authorized user. On
June 27, 1994, this written report was sent by certified mail to the
referring physician, the patient, and the NRC Region 111 Office. Also,
the radiation physicist provided a copy of this written report to the
NRC inspector on June 28, 1994,

No apparent violations of NRC requirements were identified.

RSO Investigations

10 CFR 35.21(b)(1) requires, in part, that the Radiation Safety Officer
shall investigate misadministrations and implement corrective actions,
as necessary. Since June 14, 1994, the misadministration was

investigated and corrective actions were taken by other licensee staff
members without the direct involvement of the Radiation Safety Officer.

9



After learning of the misadministration, the Radiation Safety Officer
did not appear to be involved in the daily operation of the licensee’s
byproduct material program and did not conduct an investigation of the
misadministration. Failure of the licensee’s Radiation Safety Officer
to investigate the misadministration that occurred on June 14, 1994, and
implement corrective actions as necessary is an apparent violation of
10 CFR 35.21(bi(1).

During the week of July 11, 1994, the licensee's Radiation Safety
Officer of Records resigned and the licensee designated the Radiation
Physicist as the interim Radiation Safety Officer. Tne licensee
proposed to submit a request to amend the license to name the Radiation
Physicist as the Radiation Safety Officer. As of the date of this
inspection report, the amendment request was not received.

One apparent violation of NRC requirements was identified.

Other Brachytherapy Program Areas

The licensee's administrative chain of command for the strontium-90 eye
applicator includes: the Chief Operating Officer (Bruce Hagen),
Assistant Vice President (Randy Oostra), Director of Diagnostic Imaging
(Larry Genzink), and Radiation Physicist (Robert Smereka). The
inspector evaluated other program areas relating to the use of the
strontium-90 eye applicator. No problems were evident in the following
areas: physical inventories, surveys, leak tests, posting, labeling,
and security.

10 CFR 35.406(b) requires that a licensee make a record of brachytherapy
source use, including: (1) the names of the individuals permitted to
handle the sources; (2) the number and activity of sources removed from
storage, the patient’s name and room number, the time and date they were
removed from storage, the number and activity of the sources in storage
after the removal, and the initials of the individual who removed the
sources from storage; (3) the number and activity of sources returned to
storage, the patient’'s name and room number, the time and date they were
returned to storage, the nunber and activity of sources in storage after
the return, and the initials of the individual who returned the sources
to storage.

As of June 28, 1994, the licens2e’s record of brachytherapy source usage
did not include the strontium-90 eye applicator. The device is stored
in an upper cabinet of the brachytherapy source storage room. The room
is properly posted and lTocked. However, there was no specific record to
account for the location of the device at all times, although the device
is only used in the radiation oncology department and is not transported
away from the radiation oncology department.

make a recor

device, the patient's name, date and time removed, date and time
returned, and initials of the person(s) handling the device is an
apparent violation of 10 CFR 35.406(b).
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The Radiation Physicist prepared a log to record the date and time and
other details pertaining to the strontium-90 eye applicator when it is
removed from the brachytherapy source storage room.

10 CFR 35.59(a) requires that a licensee in possession of any
brachytherapy source shall follow the radiation safety and handling
instructions supplied by the manufacturer and shall maintain the
instructions for the duration of source use in a legible form convenient
to users.

As of June 14, 1994, the licensee did not maintain written radiation
safety and handling instructions for the strontium-90 eye applicator.
Failure of the licensee to maintain the instructions supplied by the
manufacturer of the strontium-90 eye applicator for the duration of

i form convenient to users is an apparent
1121§§3§3 5% ia %Eﬁ 5%559(.).

As a result of the misadministration, the Radiation Physicist prepared
written rules for safe handling of the strontium-90 eye applicator and
instructed the radiation oncology technologists and physicians about the
rules.

Two apparent violations of NRC requirements were identified.

Exit Meeting

During the exit meeting with those individuals identified in Section 1
of this report, the inspector and section chief summarized the
preliminary inspection findings including the violations and the
apparent causes. The section chief also described the NRC's enforcement
options. The licensee did not indicate that any information was
proprietary.

11



ENCLOSURE 2
FEDERAL REGISTER NOTICE
POLICY STATEMENT FOR
TWO-YEAR TRIAL PROGRAM
FOR CONDUCTING
OPEN ENFORCEMENT CONFERENCES
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of the trial program scheduled for July
11. 1992 Comments received after this
date will be considered if it s practical
10 do so. but the Commission I8 able to
assure consideration only for comments
received oa or before this date

Hand deliver comments to: One White
Flint North, 11558 Rockville Pike.
Rockviile, MD between 7:43 a.n. 1o 4:15
p.m.. Federal workdays.

of comments may be examined
at the NRC Public Document Room, 2120
L Street, NW. (Lower Lavel),
Washington, DC
POR FUSTYRR BaPOMMA TIO0E COMT ACT
james Lisberman. Director, Office of
Enforcement, .8, Nuclear Regulatory
Commission, Washington, DC 20555
(3015062741}

Back ground

The NRC's current policy on
enforcement conferences is addressed in
Section V of the latest revigion to the

(Enforcement Policy) 10 CFR part 2.

8 C that was on

Fi 16, 19832 (57 FR 5791). The
Enforcement states that,
“enforcemant will not
nonmally be open to the public.”
Howevee, the Commission has decided
to implement & trial program to
detenaine whether to maintain the
current poticy with regard o
enforcement conferences or to sdopt &
new policy that would sllow most
enforosment conferences to be open to
attendance by all members of the public.

Policy Stetesmant
Position

The NRC fe implementing & two-year
trial program to allow
observation of enforcement
conferences. The NRC will monitor the
program end detarmine whether (0
establish & pevmanent policy for

t

conducting enforcemen
m'ca on &n assessment of

mmm.-

(1) Whather the fact that the
conference wee open impacted the
NRC's ability to conduct & meaningful
confwrence and/oe implement the NRC's

(2) Whether the open conference

the licenses's participation in
the confereace:

(3) Whethee the NRC expended o
significant amount of resources n
making the conference public: and

(4) The extent of public interest in
opering the enforcement conference



Federnl Regieter /| Vol 87, No. 133 / Fridey, July 10, 1982 / Notose 308y
meria For Selectry (e three cetagors of Losssess will be rubject o parsonnel screening 1hat
R e T Commercial sigme. Dasaers, pesters. eic. nod Lerger

Enforcement conferences will not be
Jpan 10 the public if the sslorcament

“T0) Would b tabar agaions

(1) W be takan egeiont an
individual, or If the action, thoagh not
taken against an individual turns ca
whethar an (adividual has cammitied

(2) Evdm significant

!nﬂmowhnthNRChuntnud
that the individcal(s) lovalved
at the conference;

{3) Is based on the findiogs of an NRC
Office of lovestigations (O] report; or

(4) lavolves safeguards information,
Privacy Act information, or other
information which could be considered
proprietary.

Enforoemant conflerences lavolving
medical misedministrations or
oversxposurss will be open assuming
the comference can be coaducted
without disclosing the exposed
individual's name. In addition,
enforcensent conferences will not be
open to the public if the conference will
be conductsd by telephoos or the

enforcement
open to the public tn special cases

) osuse has bests shown aller
bale the banefit of peblic
obes.vallon against the potential mpact
on the agency’s snlorcamant action (o &

particular cass.
The NRC will strive to conduct open
enforcement conferences during the

' cond
conductad by the NRC will be opes ko
public observeoon;

(2) At loast ase open saforcement
conference will be conducted Lo sech of
the regional offices: and

(3) n enforcement conferences
will be conducted with & variety of the
types of Licensees.

To avoid powantial blas in the
selection process and 1o attempl L Deet
the three goals stated above, avery
fourth aligibie enforoement canlersnce
involving ore of three categories of
licensees will normally be open to the
public during the trial program.
However, in cases where there is en
ongoing sdjudicatory proceeding with
one or more intervenars, enf{orcement
conferences \ovolving (ssues related 1o
the subject matter of the ongaing
vdjudication may also be opened For
the purposes of this trial program, e

Gparsiing rescioos,
hospilala, and olwer iconsees, wich
will constst of Use remaining types of
licansees.

1. Acmounciey Open Enforosemeet
Coebarsmons

As socn as |t [s determined that an
enfarcement conference will be open to
public obeervation, tha NRC will arslly
notify the dcenses that the enforosment
conference will be open o public
observation as part of the agency’s trial
program and send the Hcanses & copy of
this Feders] Register notice that outiines
the program. Licensess will be askad to
estimaty the number of pertictpants it
will bring to the enforcement conference
#0 that the NRC can schaduie en
sppropriately sized conferencs room.
The NRC &lso ootify approprisss
State liaison officers that en
enforosment cosference has been
scheduled and that it ke open W public
observetion.

The NRC intends to announce open
enforcement comferemcss (O the public
normally at least 10 working days

sdvanca of the enforcament conference
mmwmm

(1) postad in the Pabiic

(2) Tokk-frwe telepbone mesee gos; end
(3) Tolk-free electronic bwiietin board

message systema, the public may call
(901) 4834731 %0 oblaln e recording of
upcoatrg open enforoement
confsrences. The NRC will isewes unother
Federal Regietur notvor &fer the toll-tree
eetablished.

[LECeElR FYPRETE XV
To ssslet the ~NRC n wmeking

[IL Conduct of Open Eaforcement
Conferences

In sccardence with current prectics,
enforcement conferences w 1l contimue
to normally be bald at the \RC regicoal
offices. Members of the public will be
allowed sccess to the NRC regional
offioss 0 sttemd open enforcement
conferences in sccordance with the
“Standard Operating Procedures For

¢ Security Sapport For NRC
Hearings And Meetings”™ published
Novembar 1. 1991 (58 FR 568251). These
procedures provide that visitors may be

Each regiomal offios will continue (o

enforcemaent conkerence (s open for
public observation, ii s not open for
public perticipa thoe.

Persons

[FR Doc. 83-16233 Fled 7-8-2X 845 am. |
Wl LB CXXCE "S-

31754
Correctiong e negiow
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NUCLEAR REGULATORY
COMBMIESIOM

Two-Year Triad Progrem for
Caonducting Open Enforcement
Conferences; Policy Statement

Correction

In notice document 92-16233 oeginning
on page X782 in the issue of Friday,
July, 10, 1982, on page X782, In the
sacond column, under DATIS, beginning
in the fifth lina, “July 11, 1982" should
read “July 11, 19647,

WL OO0 a0



