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FORMER RADIOGRAPHER IMPRISONED

Gordon Finlay, owner of Finlay Testing Laboratories, was
convicted and sentenced, recently, in the U.S. District
Court in Honolulu, Hawaii, of criminal charges relating to
violations of U.8. Nuclear Regulatory Commission re-
quirements. He was convicted of conspiring to carry radio-
active materials on flights between Hawaiian islands and
also of making false statements to NRC investigators
looking into the matter. The company was convicted of 19
counts artsing from the same incidents.

It 1s dlegal to carry radioactive matenals on passenger
flights. Finlay ‘lesting Labs employees, acting at
Mr. Finlay's direction, placed radiography cameras in un-
marked luggage that was then checked on flights. Records
were falsified to conceal the shipping method actually
used, and false information was provided to NRC investi-
gators. Mr, Finlay was sentenced to 21 months in prison
for his actions and fined $50,000. The company was given
five years probation and fined $380,000,

In addition, the company’s manager and Radiation Safety
Officer, Timothy Carroll, was convicted and sentenced to
5 years imprisonment and fined $5000. The prison sen-
tence was suspended and he was placed on probation. An
explicit condition of his probation 1s that he not perform
any radiographic testing that requires him to travel by oth-
er than land transportation.

Previously, NRC had suspended the company's NRC li-
cense; subsequently, the license was terminated.

HOW TO MAKE UP RECORDS—~LEGALLY

The U.S. Nuclear Regulatory Commission looks on re-
cord falsification with a severely jaundiced eye. Since such
falsification must be willful, the perpetrator of such an ac-
tion 18 subject to crinunal sanctions under the Atomic En-
ergy Act, as well as civil sanctions under the Wrongdoer
Rule (10 CFR 30.10, 40.10, 70.10, and 10 CFR Part 2, Ap-
pendix C). If you are a responsible supervisor or manager
in a licensee organization and falsify records required by
NRC regulations or by license conditions, you could be
prohibited from any involvement in NRC licensed activi-
ties for several years, or for an indefinite term af any NRC
licensed faciliry This could severely affect your livelihood.
I cannot think of any record that might be missing that
could cause you this much trouble. Not only that, but
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there is a legal way of generating a record and properly
correcting the problem, when a required record 1s missing,

The NRC enforcement policy (10 CFR Part 2, Appendix
C, Secticn VII, “Exercise of Discretion™) provides for the
exercise of enforcement discretion to mitigate sanctions
for violations identified by licensees under certain circum-
stances. If the violation could not have reasonably been
prevented by a licensee's action on a previous violation or
previous licensee finding that occurred within the past 2
years, or past two inspections, and was or will be corrected
within a reasonable time, and comprehensive corrective
action is taken to prevent recurrence, NRC may mitigate
sanctions. The intent of this policy is to encourage licens-
ee self-identification and correction. Application of the
policy can allow a licensee to properly correct a record
problem and have NRC recognize the licensee's proactive
efforts.

NRC regulations and license conditions generally require
licensees to niaintain records of radiation surveys, worker
training, material receipt and disposition, and internal au-
dits. This list is not meant to be comprehensive, but just to
give some examples. Let usassume you find records miss-
ing or gaps in records of laboratory contamination surveys,
not an uncommon inspection finding. What should you
do? Investigate to find out why the survey records are
missing, Surveys could have been done and not recorded,
or surveys may not have been done. Write a report to your
license file on what you found, describe the likelihood of a
serious contamination event being undetected, and de-
scribe what you plan to do to ensure surveys in the future
are properly done and recorded. When you are inspected,
show the inspector your file report and describe the re-
sults of your corrective actions. If 1 were the Radiation
Safety Officer and I found a log book with missing survey
records, | would also probably annotate the log to ensure
that no one on the staff would be tempted to fill in blank
data.

Other similar violations should be handled in the same
fashion. You may be able to find evidence that whatever
had to be done was done, but was not recorded, or was just
not done. In either case, document that you found and
recognized the problem and you took corrective action to
prevent recurrence. Even if there is recurrence, continue
todocument and take corrective action. Even if NRC does
not exercise enforcement discretion because of repeti-
tion, your efforts could mitigate sanctions ia those few
cases that rise to monetary penalties
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Fundamentally, NRC wants you to run a safe radiation
protection program. The NRC's inspection program'’s
purpose 1s the detection of unsafe programs. Yes, the
NRC inspector has to take some kind of official recogni-
tion of even minor violations, although not always with a
Notice of Violation, However, falsification of a missing re-
cord can take a minor violation with low safety signifi-
cance and make it a career-threatening action. Don't be
foolish!

NRC RESPONDS TO FREQUENTLY ASKED
QUESTIONS ABOUT LLW STORAGE, PART 2

In the December '93/January '94 edition of the NMSS Li-
censee Newsletter, the U.S. Nuclear Regulatory Commis-
sion responded to four frequently asked questions about
low-level radioactive waste (LLW) storage. NRC ex-
amined the need for amendments to licenses to store
LLW, the level of detail required to fulfill criteria in Infor-
mation Notice 90-09, decay-in-storage of LLW, and issues
concerning the consolidation of LLW among licensees.
This second installment responds to additional questions
about LLW storage, and is meant to assist generators in
meeting needs for interim storage of LLW.

The authority to deny access to commercial LLW disposal
sites was granted under the Low-Level Radioactive Waste
Policy Amendments Act of 1985. As of this date, genera-
tors of LLW in the States of Michigan, Rhode Island, and
New Hampshire, and the Commonwealth of Puerto Rico,
are not eligible for access to either of the two LLW dispos-
al facilities at Barnwell, South Carolina, and Hanford,
Washington. On June 30, 1994, the Southeast Compact,
which regulates LIW shipments into the Barnwell facil-
ity, expects to deny access to all States located outside the



Southeast Compact. Some 28 additional States, and the
District of Columbia, will then have no access to any oper-
ating LLW disposal site.

Licensees are encouraged to monitor the status of current
siting and disposal developments in their LEW compacts
or States, and to anticipate potential needs for storage of
LLW. NRC recogmizes the need for intenim storage of
LLW while new LLW disposal capacity is deyveloped.
However, NRC does not look favorably upon long-term,
on-site storage of LLW, and NRC's preference 1s that
LLW be permanently disposed of as soon as possible after
itis generated. Information Notices 90-09 and 89-13, and
Generic Letters 85- 14 and 81-38, previously developed by
NRC, provide guidance on storage of LLW. The following
additional information answers various techinical and li-
censing questions about LLW storage. If you have other
questions about this information, please check with a
techmcal contact histed below.

Region I Betsy Ulinch (215) 337-5040
Region [1: John Potter (404) 331-5571
Region [11: Loren Hueter (708) 829-9829
Region IV, Jack Whitten (817) 860-8197
*Region Vi Jim Montgomery (510) 975-0249
NMSS Office Contact:

Richard Turtil (301) 415-6721

*Region V Licensees likely wall need to communicate
with the Region IV contact after mid- to late- 1994,

e 1. What licensing conditions must be in place to en-
able one licensee to send LLW to another licensee,
for use of the latter licensee's waste compactor, or
other waste-processing facilities?

If licensees wish to share or make available waste-
processing services to other licensees, this must be
explicitly approved and authorized in the hicense. Li-
cense conditions governing this activity will be deter-
mined on a case-by-case basis. Licensees interested in
obtaining authorization involving these activities
should contact the appropriate NRC regional or
Headquarters office, to determine the information
needed in a license amendment request of this type,
since the type of information wall vary, depending on
the scope of proposed activities. Waste generators
shipping waste to other licensees for processing must
ventfy that these licensees are authonzed by their -
cense to receive and possess the wastes planned for
shipment,

¢ 2 At the end of the nterim storage period, when
waste disposal capacity becomes available, what
length of time will generators be granted to empty
their facilities of stored LLW?

NRC has not wdentified a specific length of time for
shipment of LLW from interum storage to a LLW dis-
posal facility, This will vary from licensee to licensee,
but we expect that wastes would be shipped within a
reasonable period of time (i.e., within a few months,

up to | year). Several factors will affect the time re-
quired to ship LLW to final disposal, including:

® The emptying of storage facilities and loading of
transport vehicles with LLW for shipment to dis-
posal facilities.

®  Logisties and operations involving coordination
of multiple shipments from individual licensee
storage facilities o a limited number of disposal
sites,

® Coordination of legal and financial contracts,
agreements, and Leenses among the various par-
ticipants.

& Review of waste form and waste packaging re-
quirements and inspection of packaged waste
against transportation and disposal ¢ritena.

3. Why does Commission guidance identify § years as
the interim storage pernod?

The Commussion believes that extended on-site stor-
age would be contrary to the national policy, in the
Low-Level Radioactive Waste Policy Amendments
Act (LLRWPAA) of 1985, to accomplish the overall
objective of permanent disposal of LLW. As stated in
Information Notice 90-09, “In the interest of public
health and safety, as well as maintaining exposures as
low as 1s reasonably achievable, the lengih of time
LLW is placed in storage should be kept to a mini-
mum. Accordingly, NRC's approval of requests by
materials heensees for intenm extended storage will
generally be for a period of time no greater than five
years.” The S-year storage period is meant (o help en-
sure that storage does not become de-facto disposal.
Generic Letter 81-38 recommends that a power reac-
tor licensee obtain a Part 30 license when planning
additional storage capacity that would accommodate
more waste than would be generated during a nomi-
nal S-year penod, and for storage penods in excess of
3 years. Additional requirements to ensure safe stor-
age may be necessary i licensees require extended in-
terim storage of LLW.

4. What NRC licensing and inspection actions help
ensure the safe, interim storage of LLW?

NRC recognizes that LLW storage will be necessary
and needs to be accomplished safely. NRC's current
program for ensuring the safe storage of LLW relies
on the following three components: (a) guidance for
licensees, containing criteria for safe storage of LLW;
(b) licensing actions, by NRC, in response to informa-
tion, submitted by licensees, that describes how waste
will be safely stored, and (¢) NRC's inspection pro-
gram, which confirms that licensees are implement-
ing their license conditions, as required. The follow-
ing four documents, i conjunction with the
regulations in Parts 20, 30, 40, 50, and 70, provide the
regulatory and licensing framework for LLW storage:

Generic Letter 81-38
“Interim Storage of Utility Licensee-



Cienerated Low-Level Radactive
Waste Reactor Sites”

Genenc Letter 85-14
“Commercial Storage at Power Reactor
Sites of Low-Level Radioactive Waste
Not Generated by the Utility”

Information Notice 89-13
“Alternative Waste Management Proce-
dures in Case of Demal of Access to
Low-Level Waste Disposal Sites”

Information Notice 90-(9
“Extended Intenm Storage of Low-
Level Radioactive Waste by Fuel Cycle
and Matenals Licensees”

NRC will continue to monitor and a; sess the need for
additional regulations or guidance, .0cerning stor-
age, tosupplement the existing frame vork, as expert-
ence is gained in licensing LLW storage.

5. May centralized storage of LLW at reactors be con-
sidered a viable LLW management option for wastes
generated offsite?

As a matter of policy, NRC is opposed to any activity,
atanuclear reactor site, that is not generally support-
ive of activities authorized by the operating license or
construction permit, and that may divert the atten-
tion of licensee management from its primary task of
safe operation or construction of the power reactor.
Accordingly, interim storage of LLW within the ex-
clusion area of a reactor site, as defined in 10 CFR
100.3(a), will be subject to NRC jurisdiction regard-
less of whether or not the reactor is located i an
Agreement State, pursuant to the regulatory policy
expressed in 10 CFR 150.15(a)1).

As per Generic Letter 8514, “Commercial Storage
at Power Reactor Sites of Low-Level Radioactive
Waste Not Generated by the Utility,” for NRC to con-
sider any proposal for commercial storage at a reactor
site, including commercial storage in existing LLW
storage facilities, NRC must be convinced that no sig-
nificant environmental impact will result and that the
commercial storage activities will be consistent with,
and not compromise, safe operation of the licensee's
activities. A Part 30 license is required for commercial
LLW storage and a Part 50 license amendment may
also be required. The Office of Nuclear Reactor Reg-
ulation (NRR) will conduct an environmental review
and review the application to determine whether the
low-level waste commercial storage activities on a
reactor site impact the safe operation of the reactor.

Following NRR review, the licensing authority for
commercial storage on a reactor site under NRC ju-
risdiction (all locations in non- Agreement States and
locations within reactor exclusion areas in Agree-
ment States) is the Office of Nuclear Matenal Safety
and Safeguards. NRC will assess environmental im-

pact and will 1ssue an environmental impact state-
ment, if appropriate. NRC will provide notice in the
Federal Register of receipt and availability of any appli-
cation recewved for commercial storage activities. The
public notice will also indicate the staff’s intent re-
garding preparation ol an environmental assessment
and its circulation for public review and comment.
An environmental impact statement will most hkely
be needed, based on the envirocnmental assessment.

® 6. What radioactive waste management options are
available to licensees that possess greater-than-
Class-C(GTCC) waste, or GTCC sealed sources, and
that wish to terminate their hicenses?

‘aste management options for licensees possessing
GTCC waste or sources are limited for the following
reasons: 1. Section 61.55 states that GTCC waste is
generally not accepiable for near-surface disposal
and must be disposed of in a geologic repository, as
defined in 10 CFR Part 60, unless another disposal
method is approved by NRC pursuant to 10 CFR Part
61, No geologic repository is currently available. 2.
The LLRWPAA designates the Federal Government
as responsible for disposal of GTCC wastes, and Con-
gress has designated the U.S. Department of Energy
(DOE) as the responsible agency for disposal of
GTCC waste. DOE currently estimates that an inter-
im storage facility may be available for GTCC wastes
by the end of 1997, However, further delays in meet-
ing this schedule may occur.

Until disposal capacity becomes available for GTCC
waste, licensees may consiler amending  their
licenses (o restrict activities to possession-only li-
censed activities. When a storage/disposal facility be-
comes available, such heensees, upon transfer of their
GTCC wastes/sealed sources to the storage/disposal
facility, could then request license termination.

NRC Information Notice 93-50, “Extended Storage
of Sealed Sources,” published July 8, 1993, addresses
what information NRC considers necessary for plac-
ing a license into a possession-only status, if extended
storage of sealed sources 1s necessary. Similar general
considerations would accompany requests by licens-
ees requiring possession-only licenses to store GTCC
waste.

COMMISSION APPROVES WITHDRAWAL CF
PROPOSED RULEMAKING CONCERNING
ON-SITE STORAGE OF LOW-LEVEL
RADIOACTIVE WASTE

In a Staff Requirements Memorandum dated February 1,
1994, the Commission (with all Commissioners ugreeing)
approved the staff's recommendation to withdraw the
proposed rule that would have amended 10 CFR Parts 30,
40, 50, 70, and 72, to establish a regulatory {ramework con-
taining the procedures and criteria applicable to onsite
storage of low-level radioactive waste (LLW) after Janu-
ary 1, 1996. The staff's recommendation was forwarded to
the Commussion in SECY-93-323, on November 29, 1993.



On February 2, 1993 (58 FR 6730), the U.S. Nuclear Regu-
latory Commission published, in the Federal Register, pro-
posed amendments to 10 CFR Parts 30, 40, 50, 70, and 72
of its regulations. Under the provisions of the proposed
rule, onsite storage of LLW would not have been per-
mitted after Januvary 1, 1996 (other than reasonable,
short-term storage necessary for decay or for collection or
consolidation for shipment offsite, when a licensee has ac-
cess to an operating LLW disposal facility), unless a hi-
censee documented that it had exhausted other reason-
able waste management options, These options included
the management of the waste by the State in which a waste
generator 1s located. In addition, a reactor hicensee would
have had to document that onsite storage activities were
consistent with, and did not compromise, the safe opera-
tion of the licensee’s activities, and did not decrease the
level of safety provided by applicable regulatory require-
ments. The proposed rule would have required applicable
licensees to retain all relevant documentation for at least
Jyears and to make the documentation available for NRC
mspection. The 6-day comment peniod for the proposed
rule expired on April §, 1993

Fifty-five comment letters were received addressing the
proposed rule. The commenters' principal concerns, im-
pacting NR(’s decision to withdraw the proposed rule,
are: (1) the need to define “reasonable waste manage-
ment options™; (2) the burden imposed on licensees; (3)
the effect on the protection of the public health and safety
and the environment; and (4) the impact on the States.
SECY -93-323 includes a discussion of each of these con-
cerns. Inaddition, this commuission paper includes a sum-
mary of all the comments receved in response to the pro-
posed rule and NRC responses to these comments.

After considering the comments submitted on the pro-
posed rule, NRC does not now believe that there s a suffi-
cient connection between the requirements in the pro-
posed rule for documenting that a licensee has exhausted
reasonable disposal options and the objectives of reducing
onsite storage of LLW, or encouraging the development
of new LIW disposal capacity. The few comments re-
ceived in support of the proposed rule were based on the
general desirability of encouraging disposal over storage.
However, these commenters did not address the 1ssue of
whether the documentation procedures in the proposed
rule would prove to be an effective method for achieving
this goal. After further analysis of the rationale for the
rule prompted by the public comments, it is not clear that
this proposed rule would provide licensees a substantially
greater incentive over existing requirements to dispose of
thewr LIW at available locations in a timely manner.
Therefore, the proposed rule would neither be a neces-
sary nor significant addition to the protection of the public
health and safety. In view of these considerations, the
Commission has determined that the proposed rule
should be withdrawn,

The withdrawal of this proposed rule does not alter the
Commussion position concerning long-term onsite storage
of LEW. The Commussion considers the long-term onsite
storage of LLW 10 be a last-resort measure. NRC's pref-
erence 1s that LLW be permanently disposed of as soon as
possible after it s generated. The protection of public

o

health and safety and the environment 1s enhanced by dis-
posal rather than long-term storage of wastes. In addition,
the Commuission continues to support the goals that have
been established in the Low-Level Radoactive Waste
Policy Amendments Act of 1985. The Commission expects
LLW disposal facilities to be sited and developed in a
timely manner and that waste generators and States will
continue to take all reasonable steps to ensure that LLW
disposal capacity 1s available soon.

TWEN NRC OPERATIONS CENTER TELEPHONE
NUMBER (301-816-5100)

With the move of the NRC Operations Center to the Two
White Flint North (TWFN) building, the primary 24-hour
telephone number for the NRC Operations Center will
change from 301-951-0550 to 301-816-5100. The backup
numbers will change from 301-427-4056, 427-4259,
4928893, 951-6000, and 951-1212, to a single number,
301-951-0550 (which 1s the previous primary telephone
number). The facsimile number will change from
301-492-8187 to 301-816-5151. This change will occur on
or about May 31, 1994, After this date, both numbers will
reach the new center for no less than 90 days. After this
time, only the new phone number will reach the Opera-
tions Center.

NEW REGIONAL PHONE NUMBERS AND
FUNCTIONS

Recently, there have been a number of changes in region-
al office functions and in phone numbers. For the conve-
mience of licensees, the new primary phone numbers are
listed here:

Region |—New area code 610~ replaces 215; other-
wise, numbers remain the same; primary number is
610-337-5000.
Region [I—No change; primary number remains
404-331-4503.
Region Il —New primary number 708-829-9500; new
address:

U.S. Nuclear Regulatory Commission

Region I11

801 Warrensville Rd.

Lisle, TL 60532-4351.
Region IV—Now includes all Region V functions. It
will be assuming Uranium Recovery Field Office
(URFO) mspection functions over the next several
months. Primary number is 817-860-8100.
Walnut Creek Field Office—Formerly Region V, now
part of RIV; licensees formerly covered by RV should
address correspondence and phone calls to RIV, un-
less they have business with the Walnut Creek Office
or have been instructed otherwise. Primary phone
number is 510-975-0200.
Uranium Recovery Field Office—Primary number is
303-231-5800. Licensing is being transferred to NRC
Headquarters. In future, call High-Level Waste and
Uranium Recovery Projects Branch on 301-504-3391,
Inspection 1s being transferred to RIV. In future, call
RIV number. Individual licensees will be notified in
the next several months when responsibilities are
transferred and will be told whom to call and where to
address correspondence.



OSP DIRECTOR BANGART PRESENTS GOALS

This article 1s reprinted by permission of isoTOPICS, a
publication of NUS Corp.

U.S. Nuclear Regulatory Commission Director of the Of-
fice of State Programs Richard L. Bangart recently pro-
vided thoughtful and pertinent responses to guestions put
forth by 1s0 TOPICS.

As the new Agreement State Program’'s Director what are your
major goals and objectives?

In keeping with NRC" s primary statutory responsibility,
the most fundamental of goals i1s to ensure that Agree-
ment State programs are adequate to provide the public
protection from the hazards associated with the use of ra-
dioactive materials. Another broad objective (s to achieve
a matenials radiation safety program of regulation, among
the Agreement States and NRC, that is more consistent
and coherent in approach than now exists. From a specific
Agreement States program standpoint, however, devel-
oping and implementing the program restructuring activi-
ties called for by the Commission 1s my highest priority.
These initiatives include the development of a new com-
patibility policy (between NRC and Agreement State pro-
grams); the use of common performance indicators to as-
sess both NRC regional office and Agreement State
performance in licensing and inspection of materials li-
censees, and the development of a number of other new
policies and procedures, such as definitive criteria for
Agreement State program suspension, probation, and
reassertion of authority by the NRC'.

What would you like to see different from the current situation
in the Agreement State programs five years from now?

Achieving stability in the program, hopefully well in ad-
vance of the S-year mark, is a difference that of necessity
we must achieve. The current program initiatives and re-
structuring activities are placing unprecedented demands
on Agreement State and NRC personnel and creating un-
certainty, and in some cases apprehension, for many peo-
ple both within and outside NRC. Once the program mod-
ifications are developed and implemented, | believe the
Agreement States will find the NRC program focusing on
those program elements that relate to our collective
health and safety mission, will find that their needed flexi-
bility will not be impaired, and will find the NRC manage-
ment of the Agreement State program predictable. A
stable, consistent, coherent national matenals radiation
safety regulatory program, that because of its recognized
quality is free from the same degree of criticism that exists
today, will hopefully be the situation that we (Agreement
States and NRC) will find § years into the future.

What impact do you foresee the increased Congressional/me-
dia attention on medical programs having on the Agreement
States?

The impact on both NRC and Agreement State programs
1 similar, as one would expect. Both NRC and the Agree-
ment States are confident that their existing regulatory
programs provide an adequate level of safety for the pub-
lic. However, some believe that we cannot definitively de-

fend that position to the satisfaction of those who have re-
viewed our programs. Agreement States and NRC are
being impacted by the need to revise our programs to the
extent necessary Lo establish the increased credibility that
will address some of the current skepticism. For example,
as Agreement States promulgate their equivalent of
NRC's 10 CFR Part 35 Quality Management rule, by Jan-
uary 1995, they may find an increase in enforcement ac-
tions resulting from failure of some licensees to imple-
ment the rule's quality assurance provisions effectively,
just as NRC has expenenced. The need to have an accu-
rate database to establish the rate of medical misadminis-
tration currently exists, but “event” reporting accuracy
has been subject to question.  Accordingly, NRC s plan-
ning to establish an “events” database that will include
both NRC and Agreement States events, and a training
workshop, to promote a better understanding of the need
for accurate and complete event reporting, will be con-
ducted. Reporting of misadministration will be a key topic
in that workshop. Of course, major changes to both NRC
and Agreement State programs could occur if legislation
results from the National Academy of Sciences review of
the regulation of the use of radivactive materials and radi-
ation in the practice of medicine in the U.S.

Do you see increasing oversight and/or greater consistency of
the State programs as a goal/necessity?

Oversight will likely be somewhat different in the future,
but not necessarily increased in the sense that more effort
will be expended in oversight. The oversight NRC will ex-
ercise in the future will be at least a more effective, and
hopefully a more efficient, use of NRC resources. The
use of common performance indicators, a team of evalua-
tors, and a management review board to arrive at a final
finding of adequacy and compatibility will, if implem-
ented, be a major change in the way NRC provides over-
sight. Having established more comprehensive proce-
dures for addressing significant weaknesses in Agreement
State programs will also be a major change. The overall
long-term goal of establishing a coherent national materi-
als regulatory program among NRC and the Agreement
States has consistency as a key element. This will better
assure the public that the level of protection they are af-
forded is as good in one State as in another.

What advice would you give to the State radiation control pro-
gram directors’

NRC usually limits our comments to those provided
through the formal process of Agreement State program
evaluation and to those conclusions drawn in the process
of developing policy or program changes. Each of the pro-
gram directors 1s dedicated to our common mission of en-
suring effective regulation of the use of radioactive mate-
rials. Most, if not all, of the State program directors also
face the broader responsibility of managing the regulation
of the use of machine-produced radiation and naturally
occurring radioactive materials, and in some cases other
health-related programs. Because of this broader respon-
sibility, they often are able to provide a perspective that is
valuable to NRC as we provide oversight of their pro-
grams and work cooperatively to establish radiation pro-
tection standards and regulations. While not advice, 1
would hope that Agreement State program directors will



continue to work cooperatively with NRC to develop and
implement what [ think are positive improvements 1o the
Agreement States program,

What are your thoughts about the apparent inequity in the li-
censing and inspection fees that the NRC licensees must pay
versus those institutions in Agreement States”’

The Energy Policy Act of 1992 requires NRC to review its
policy for assessment of annual fees, solicit public com-
ment on the need for changes to this policy, and recom-
mend, to the Congress, changes, in existing law, that NRC
finds are needed to prevent the placement of an unfair
burden on certain NRC licensees. On April 19, 1993, NRC
requested comments on the NRC fee policies and re-
ceived 566 comments. One of the concerns raised by the
commenters and addressed in the policy review involved
fees paid by NRC licensees for regulatory activities that
support both NRC and Agreement State licensees. The
results of the fee policy review (SECY -93-342) are under
consideration by the Commission. After the Commission
completes its review, the required report will be sent to
the Congress.

Do you have a statement you would like to make to our read-
ership”?

The public’s expectations are demanding even greater ac-
countability from the NRC and the Agreement States in
terms of assurance that adequate levels of protection are
being provided. Because of this, licensees should also
realize that their own standards for conduct of hcensed
programs must remain high. If problems in licensee pro-
grams develop, and especially tf “events” or “accidents™
occur, both the regulator and the licensee may receive in-
tensive scrutiny and possible criticism.

For the foreseeable future, this spotlight of attention will
likely continue. There are demanding challenges that
must be addressed by the NRC, the Agreement States,
and licensees, to improve the degree of public confidence
in our programs. Although these challenges will be diffi-
cuit, I am confident the necessary program revisions will
result in improvements that will prove beneficial to NRC,
the Agreement States, the licensed community, and the
public. 1 have mentioned that in the future | envision a
more consistent, coherent, national program for the regu-
lation of the use of Atomic Energy Act matenials. That
program should be well-documented, predictable, and de-
veloped with input from all interested parties, including
the publiz. It should focus on those areas that are directly
related to safety and lead to a more effective and efficient
use of NRC and Agreement State resources. | look for-
ward to working with Agreement States, licensees, and
the public to achieve this goal.

(From May 1989 to August 1993, when he assumed the posi-
tion of NRC Director of the Office of State Programs,
Richard L. Bangart was the Director of the NRC Division of
Low-Level Waste Management and Decommissioning In
that position, he was responsible for NRC programs that en-
sure that commercial low-level radioactive waste is safely
managed. treated. and disposed of In both regional offices
and Headquarters, v Bangart has held progressively more
responsible positions throughout his 25-year career with the

NRC and its predecessor agency. the Atomic Energy Commis-
sion. His most recent prior assignment was in NRC's Region
IV office, where he served as Director of the Division of Radi-
ation Safety and Safeguards He graduated from Willamette
Uraversity in Salem, Oregon, with a Bachelor of Arts degree in
mathematics and physics. He then recetved Master of Science
and Master of Public Health degrees from the Umiversity of
Michigan in environmental science and radiological health,
respectively )

REORGANIZATION OF HLWM AND LIW
DIVISIONS INTO DIVISION OF WASTE
MANAGEMENT

The Commission has recently approved a reorganization
of waste management activities that combines the Divi-
sion of High-Level Waste Management and the Division
of Low-Level Waste Management and Decommissioning
nto a single Division of Waste Management. It is led by
Malcolm Knapp as Director and John Greeves as Deputy
Director. It consists of four branches, as shown on the top
of the next page (p. 8).

PROPOSED REVISION TO 10 CFR PAR) 34
PUBLISHED IN FEDERAL REGISTER, FOR
COMMENT

On February 28, 1994, a proposed revision to 10 CFR
Part 34 was published in the Federal Register (59 FR 9429)
for comment. The comment period ends May 31, 1994,
These revisions to the NRC regulations have been under
development for several years and are intended to im-
prove radiography safety and include a number of updated
racdhography regulations that have been adopted by the
Agreement States.

The major changes of the proposed rule include require-
ments for: 1) two qualified individuals to be present any
time radiographic operations occur outside at a temporary
jobsite; 2) mandatory certification of all radiographers; 3)
permanent radiographic installations; and 4) a radiation
safety officer.

Regulatory Guide 10.6 is also being revised to reflect the
changes in the proposed rule. It should be published for
public comment before the end of the comment period for
the proposed rule.

PART 36 DRAFT GUIDE PUBLISHED:
APPLICABILITY TO TELETHERAPY UNITS
USED FOR NON-HUMAN USE

Draft Guide: The June 1993 issue of the NMSS Newsletter
discussed the publication, in the Federal Register. of the fi-
nal rule addressing licensing and radiation safety require-
ments for large irradiators (10 CFR Part 36). The final
rule became effective on July 1, 1993. In January 1994,
NRC published, for comment, a licensing guide to support
Part 36. The guide is identified as Draft Regulatory Guide
DG-0003, “Guide for the Preparation of Applications for
Licenses for Non-Self-Contained Irradiators.” Copies of
the guide were sent to licensees subject to Part 36 require-
ments. Write to the USNRC, Washington, DC 20555, At-
tention: Office of Administration, Distribution and Mail
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Malcolm Knapp, Director
John Greeves, Deputy Director
John Surmeier, Assistant to the Director
Betty Lynn, Secretary
Eileen D). Schultz, Secretary
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(Geosciences,

Geotechnical Engineering,
including Geologic Setting,
Repository Design, Con-
struction and Operations
(RDCO), and Engineered
Barrier System (EBS)
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Services Section, to request single copies of the draft
guide (which may be reproduced) or placement on an ay-
tomatic distribution list for single copies of future draft
guides. Send written comments on the draft guide (with
supporting data) to the Regulatory Publications Branch,
DFIPS, Office of Administration, USNRC, Washington,
DC 20555 Comments will be most helpful if received by
October 1, 1994,

Applicability to Teletherapy Units: Based on contacts with
licensees and results of some inspections, it appears that
some academic and medical organizations do not recog-
nize that the requirements of Part 36 apply to their activi-
ties. Specifically, a licensee with a teletherapy-type unit is
subject to the requirements of Part 36 f: the unit's source
18 capable of delivering S grays (500 rads) per hour at 1 me-
ter from the radioactive sealed source in air AND the li-
censee uses the teletherapy-type unit either solely or par-
tally for non-human use (e.g. to irradiate animals,
materials, or objects such as blood, tissue, cells, or elec-
tronic equipment, and to calibrate radiation detect Hn in-
struments), see 10 CFR 36.1, “Purpose and scope.” "i-
censees authorized to use their teletherapy units to treat
patients must also comply with the applicable provisions
of 10 CFR Part 35,

Section 36.17 of 10 CFR Part 36 covers “Applications for
exemptions,” and 10 CFR 36.17(b) provides that, if an
applicant or licensee (applicant) wants to use a
teletherapy-type unit to irradiate maternials or objects, the
applicant may propose alternatives for the requirements
of Part 36. NRC will approve proposed alternatives if the
applicant provides adequate rationale for the proposed al-
ternatives and demonstrates that it is likely to provide an
adequate level of safety for workers and the public. To ob-
tain an exemption, existing licensees must submit an

amendment request with the information descnibed in 10
CFR 36.17(b). In the absence of an approved amendment,
the licensee is expected to comply with the requirements
of Part 36.

OM (QUALITY MANAGEMENT) NOTES

NRC has recently ssued an Information Notice (No.
94-17), that reminds licensees that are authornzed for and
using a strontium-90 eye applicator, of the need to submit
and implement a quality management program (QMP)
that meets the requirements in 10 CFR 35.32. The sub-
mitted QMP should provide high confidence that radi-
ation from the Sr-90 eye applicator will be administered
as directed by the autherized user.

NRC is aware of problems associated with assaying beta-
emitting radiopharmaceutical dosages in dose calibrators.
The staff intends to publish an information notice to clari-
fy this issue, soon. Licensees that have submitted QMPs
for radionuclide therapy are reminded of the need to re-
vise their QMPs if the procedure for measuring patient
dosages is changed. Your QMP should refiect your cur-
rent procedures.

Questions about quality management programs should be
directed to Sally L. Merchant at (301) 504--2637,

SECTION 2.206 PETTTION ON NATTIONAL
INSTTTUTES OF HEALTH INCINERATOR

On December 2, 1993, a citizen’s group known as the
North Bethesda Congress of Citizen's Associations filed a
10 CFR Part 2.206 petition to suspend a condition in the
National Institutes of Health (NIH) license (Condition
24) that permits NIH to incinerate radioactive waste in its
three incinerators on the Bethesda, Maryland, campus.
Two reasons were given by the citizen's group to support






files. NRC also continues to respond to specific requests
by the press, licensees, and members of the general public
for information on research involving human subjects.
When responding to these specific requests, NRC re-
trieves the files, reviews them following the provisions of
the Freedom of Information Act procedures, and places
the 1 un the Public Docurient Room

“RECORDABLE EVENT" IN BRACHY THERAPY

“Recordable event” is defined in 10 CFR 35.2, “Defini-
tions,” and contains six critena. Item (2) identifies a re-
cordable event as the administration of “A radiopharma-
ceutical or radiation where a written directive 1s required
without daily recording of each administered radiophar-
maceutical dosage or radiation dose in the appropriate re-
cord.”™ The term “daily recording” is not defined in
10 CFR Part 35 nor discussed in Part 35 Statements of
Consderation; therefore, clarfication is provided. Specif-
ically, for brachytherapy procedures, the failur: to pro-
vide the total source strength and exposure time or the to-
tal dose in the written directive, before completion of the
procedure, constitutes a recordable event. This clarifica-
tion is based on the following.

While formulating the “Quality Management Program
and Misadministration” final rule, U.S. Nuclear Regula-
tory Commission staff intended the da 1y recording of the
administration of a single radiopharmaceutical dosage,
daily teletherapy fraction, or an administration of a radi-
ation dose delivered within a single day for brachytherapy
or gamma stereotactic surgery procedures. NRC staft did
not intend (o apply the term “daily recording” to manual
and low-dose rate (LDR ) remote afterloading brachyther-
apy procedures, in that daily recording s not relevant
since the prescribed dose is not fractionated, and fre-
quently extends over more than a single day. Rather, the
prescribed dose is deliverzd continuously over a calcu-
lated period of time and is recorded as the total dose, or
equivalently, total source strength and exposure time.
Thus, for manual and LDR procedures, there is no re-
cording of the “daily administered dose,” but, rather,
there is only the recording of the total dose or its equiva-
lent.

NRC recognizes that the total prescribed dose may not be
determined until treatmeni plans are finalized, based on
the source strength, and anatomical location of implanted
sources. In addition, since the total source strength is
fixed when the sources are implanted, delivering the pre-
scribed dose 1s a matter of using the correct sources,
source strength, and exposure time. The definition of
written directives for brachytherapy requires licensees o
record the radu wotope, treatment site, source strength,
and exposure time (or equvalently, the total dose) before
removal of the implanted sources. Therefore, in accor-
dance with the definition of “Recordable event,” item (2),
the failure to provide the total source strength and expo-
sure time, or the total dose in the written directive, before
completion of the procedure, would constitute a record-
able event.
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A SAMPLING GOF SIGNIFICANT EVENTS RE-
PORTED TO NRC BY NRC NUCLEAR MATERIAL
LICENSEES

A. NRC LICENSEES

Event 1:  Medical Brachytherapy Misadministration
at Mountainside Hospital in Montclair,

New Jersey
Date Reported: December 3, 1993

Licensee: Mountainside Hospital, Montclair, New

Jersey

On December 1, 1993, during a routine inspection, the
U.S. Nuclear Regulatory Commuission identiiied a thera-
peutic misadministration involving a high-dose-rate
(HDR) remote afterloader, which occurred at Mountain-
side Hospital in Montclair, New Jersey, on July 1, 1993.
NRC identified the misadministration while reviewing the
licensee’s Radiation Safety Committee (RSC) meeting
minutes for 1993.

On July 1, 1993, a patient was scheduled to receive the last
of iliree brachytherapy treatments to the nght mainstem
bronchus. Each fraction was to deliver 750 centigray (¢Gy)
(750 rad) to the target using a Nucletron Micro-Selectron
HDR remote afterloader and a intrabronchial catheter.
During the July 1, 1993, treatment, the radiation oncolo-
gist mistakenly connected the catheter to the HDR after-
loader with a 750-mm (29.5-inch) transfer tube, instead of
a short connector. This prevented the source from enter-
mg the intrabronchial catheter, and while delivering a
negligible dose to the tumor, the face, the lenses of the
eyes, the thyroid, and the whole body of the patient re-
ceived unscheduled exposures.

The source strength at the time of the incident was
161,000 megabecquerel (4.35 curie) of iridium-192 and the
exposure time was 445.5 seconds. Following the recon-
struction of the incident by the licensee, the surface dose
to the lens of the left eye was determined by the licensee
to be 1.97 ¢Gy (1.97 rad); the dose to the chin (the closest
surface of the body) was 4.56 ¢Gy (4.56 rad); and the dose
to the thyroid was 3.07 ¢cGy (3.07 rad). The authorized user
identified the error on termination of the treatment and
wrote a memorandum about the incident to the hospital's
physicist and radiation safety officer (RSO).

The authorized user mistakenly o crmined that the inci-
dent was not a misadministration, and so ad. « the
RSO. The RSO, relying on the authorized use:'s judg-
ment, did not notify NRC and filed the report in the RSC
minutes folder. The radiation oncologist decided against
making up the missed third fraction of therapy.

On December 3, 1993, NRC notified the licensee, by tele-
phone, that the event constituted a misadministration and
the licensee notified the NRC Operations Center on the
same day. The licensee's written report « “ the misadminis-
tration, dated December 13, 1993, was received in the
NRC Region I office on December 17, 1993,

An error by the attending physician in connecting the
catheter to the HDR remote afterloacer, and the failure









The brainstem was stated to be the only critical structure
within the 10 percent sodose contour. Reconstruction of
the dose profile indicated that less than 10 cubic millime-
ters received no more than 2.5 gray (Gy) (250 rad). The
tolerance dose for the brainstem was stated to be 10 Gy
(1000 rad). The neurosurgeon beheved that the dose de-
livered was well below the dose-volume threshold for in-
ducing any neurological damage.

Although the images were “intuitively correct™ to the
neurosurgeon and physicist, they were perceived as incor-
rect by the computer software. The physicist was appar-
ently able 10 overnide the computer rejection of the data,
to continue with the procedure.

The floating point error 1s described as an error resident in
the calculation code of the software platform, and is not a
partof the LGP program. The licensee was assured by the
software developers that, in the future, this error message
would either cause the program to crash on the next com-
mand, or it would self-correct before the next command,
None of the participants has been able to recreate this
floaung point error,

The hicensee has implemented a policy that any computer
error message, regardless of origin or seriousness, will re-
guire termination of the preparation for treatment. The
software will not be overndden under any circumstances.
A Quality Assurance (QA) Program has been instituted
for angiographic images, including the use of proximal
and distal markers. The physicist will personally observe
the acquisition of the angiographic images. A policy has
been implemented that no treatment will be based on an-
giographic images, alone. All treatment plans are sent to
and verilied by the Director of the Hospital of the Good
Samantan n Los Angeles, California,

Event 2. Medical Brachytherapy Misadministration
at Mt. Sinai Medical Center in Miami
Beach, Flonida

Date Reported:.  December 3, 1993

Mt. Sinai Medical Center, Miami Beach,
Flonda

Licensee:

On December 3, 1993, the State of Flonida, Office of Ra-
diation Control (ORC), was notified by phone that eight
patients, with a total of 22 treatments, had received thera-
peutic exposure to parts of the body not scheduled to re-
cerve radiation. These exposures were delivered by a Nu-
cletron Micro-Selectron high-dose-rate (HDR) remote
afterloader brachytherapy treatment unit. The device
used an ridium- 192 (Ir-192) sealed source of approxi-
mately 300 gigabecquerel (K. cune), as of December |1,
1993, All the patients were receiving gynecological boost-
er treatments after external beam radiotherapy.

The licensee reported that the misadministration was
caused by the use of a 1.5-meter (4.9-foot) Obstetrical/
Gynecological (OB/Gyn) transfer tube/apphcator combi-
nation length instead of a 1.0-meter (3.3-foot) length, as
intended. Seven of the eight patients were treated with a
single transfer tube with an average exposure per treat-
ment of 3.6 centigray (cGy) (3.6 rad). The exposures were
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given at approximately St centimeters (cm) (20 inches)
from the intended site and « atside of the patients’ bodies,
with the source being approximately 30 to 34 ¢m (12 to 13
in.) from the patients’ knee areas. The licensee reported
that no physical effects were observed or expected in
these patients. One patient was treated with four cathe-
ters and one transfer tube per treatment. The transfer
tube was used to treat the vaginal vault and the four short-
er catheters were used to treat the interstitial tissues.
Since the transfer tube was longer than the four intersti-
tial catheters, it was looped over the patient’s knee, for
comfort. This patient developed skin erythema in this
area, and a conservative estimated dose of 4000 to 6000
¢Gy (4000 to 6000 rad) to the knee area was calculated.

On the same day as the telephone report of the misadmi-
mistration, an ORC inspector went to the hicensee's facil-
ity to investigate the cause and ensure that immediate cor
rective actions were taken. The ORC inspector confirmed
the two different size OB/Gyn transfer tubes, and en-
sured that immediate action was taken to segregate the
tubes, and ensured that all transfer tubes were properly
measured and marked. Since adequate actions were taken
and the authorized user physician stated that it would be
difficult and not advisable to switch from the HDR to oth-
er treatments for patients already undergoing HDR treat-
ments, the heensee was allowed to complete the therapy
on patients who were currently undergoing HDR treat-
ments. These treatments have now been completed and
the license has been temporarily amended to a “storage-
only” status.

I'he investigation will continue with emphasis on deter-
mining the causes of the use of incorrect-length transfer
tubes, and ensuring that the necessary corrective actions
are in place before initiating any new HDR treatments.

The licensee's immediate corrective actions consisted of
the following: (1) removed long transfer tubes from treat-
merni room and made inaccessible; (2) requested Nucle-
tron to place some type ¢f identification on transfer tubes:
(3) marked all existing transfer tubes in HDR room; (4)
revised the procedure and checklist used to venfy equip-
ment set-up; (5) obtained an outside consultant to help re-
view and modify the Quality Assurance Program, as need-
ed, (b) scheduled retraining by Nucletron of all individuals
involved in the use of the HDR; and (7) disallowed any
new patient treatments on the unit.

INFORMATION NOTICES AND BULLETINS
ISSUED

December 1993 - March 17, 1994

Note that these are only summanes of informatior no-
tices and bulleuns. If one of these publications appears
relevant to your licensed operation and you have not re-
cewved it, we recommend that you obtain the notices from
the U.S. Regulatory Commussion contact listed here, or
speak with the contact about its provisions.

A. “Reporting Requirements for Bankruptey,”
IN 93-100, December 22, 1993

Technical Contact: Kevin Ramsey NMSS
(301) 504-2534



This notice alerts licensees to the failure of some licens-
ees to notify NRC when they filed for bankruptcy. Such
failures have resulted in uncertainty as to the disposition
of licensed matenal and have resulted also in cases of un-
licensed trustees and creditors taking possession of radio-
active material. Regulations in 10 CFR 30.34 (h), 50.54
(cc), 70.32 (a) (9), and 72.44 (b) (6) require each licensee to
notfy the appropriate NRC Regional Administrator, in
writing, immediately following the filing of & voluntary or
of an involuntary petition for bankruptcy.

B. “Solubihty Criteria for Liguid Effluent Releases to
Sanitary Sewerage under the Revised 10 CFR
Part 20," IN 9407, January 28, 1994.

‘fechnical Contacts: Rateb (Boby) Abu-Eid, NMSS
(301) 504-3446
Cynthia G, Jones, NMSS (301) 504-2629

This notice emphasizes the changes in 10 CFR Part 20 (the
new 10CER 20.2203 (a) (1)), wath respect to liquid effluent
releases to sanitary sewerage; discusses possible ap-
proaches to determining solubility; and recommends that

any approach used be documented to demonstrate com-

phance with the regulations.

€. "Release of Patients with Residual Radioactivity from
Medical Treatment, and Control of Areas due to
Presence of Patients containing Radiwactivity, Fol-
lowing Implementation of Revised 10 CFR Part 20,”

IN 94-09, February 3, 1994

Tecthincza! Contacts: Patricia K. Holahan, NMSS
301-504- 21,94
Catherine ‘1. Haney, NMSS 301-504-2628

This information iotice informs addressees of the Com-
mission’s itent for release of patients administered ra-
dioactive matervals for diagnostic and therapeutic proce-
dures. This app ies to patients who have been confined
pursuant to 10 “FR 35.75, or released following a diag-
nostic or thera eutic procedure that does not require the
patient t, be confined. There has been some concern, in
the medical community, that a licensee, assuming com-
pliance with 10 CFR 35.75 and other applicable Part 35 re-
quirements, could be in vielation of the revised Part 20.
Specifically, release of a patient undergoing a medical
procedure involving byproduct maternial could result in a
member of the general public being exposed to radiation
exceeding the dose limits specified in 10 CFR 20.1301(a).
Since both a general regulation and a specific regulation
of the Commussion address the same subject (i.e., dose
limits), the staff, in consultation with the Commussion, has
taken an intenm position that the mere specific regula-
tion (10 CFR 35.75) prevails in this case.

Licensees should continue past practices regarding radi-
ation exposure to individual members of the public from
radioactive matenals administered to patients, whether
in-patients or out-patients. The provisions of 10 CFR
20.1301(a) should not be applied to radiation received by a
member of the general public from patients released in
accordance with 10 CFR 3575 and other applicable re-
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quirements in Part 35, Furthermore, licensees are not re-
quired to hmit the radiation dose to members of the public
(e.g., visitor in a waiting room) from a released patient
contairing byproduct matenal to 0.02 mSy (2 mrem) in any
L hour. Patient waiting rooms or hospital rooms need only
be controlled for those patients not meeting the release
criteriain 10 CFR 35.75. Licensees are reminded that they
must continue to comply with the dose limits to members
of the general public in unrestricted areas adjacent to a
restnicted area (e.g., nuclear medicine imaging room, hot
lab, posted patient room).

D. *Radiation Exposures during An Event Involving a
Fixed Nuclear Gauge,” IN 94-15, March 2, 1994

Technical Contacts: Judith A. Joustra, Rl
(215) 337-5257
Joseph E. DeCicco, NMSS (301) 504-2067

This notice alerts licensees to events, involving industrial
gauges, that resulted, or may have resulted, in unneces-
sary radiation exposure to members of the public and li-
censee personnel. A level gauge at a glass factory contain-
ing approximately 5 curies of cesium-137 was subjected to
severe heat that resulted in the loss of its lead shielding,
producing a high radiation dose rate near the source hous-
ing. The source, mounted on an excernal surface of a fur-
nace, was apparently damaged durning an electrical out-
age, when the licensee operated the furnace with natural
gas, creating a high operating temperature. In addition, an
opening in the furnace wall adjacent to the source housing
was covered by refractory board. The licensee did not con-
sider the effect of extreme heat on the source housing be-
fore removing fire brick to make the opening and failed to
follow its emergency procedures by not immediately noti-
fying the RSO when leaking lead was first discovered. In-
dividuals working near a gauge should be aware of the
hazard, and any changes in the gauge surroundings, or the
gauge itself, need to be reviewed by radiation safety per-
sonnel.

E. "Recent Incidents Resulting in Offsite Contamina-
tion,” IN 94-16, March 3, 1994.

Techmical Contacts: Roy Caniano, RIII
(708) 829-9804
Joseph E. DeCicco, NMSS (301) 504-2067

This notice a’erts licensees to three recent contamination
incidents and their root causes. In each case, a laboratory
was contaminated, indwiduals and personal property,
both on and off the licensees’ property, were contami-
nated, and access to the contaminated areas was restricted
for more than 24 hours. In all three cases, the licensee ini-
tially stated that contamination was confined to the site
and NRC special inspection teams and others, including
the licensees, subsequently found widespread contamina-
tion offsite. The root cause of the cases described was one
or a combination of the following: (1) inadequate training
of the employee in the handling and use of radioactive ma-
terial; (2) inadequate monitoring of persons and facilities
where material was used; and (3) inadequate management
oversight of licensed activities,
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