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MEMORANDUM FOR: Thomas T. Martin, Regional Administrator

THRU g, “;uw’k‘ﬁr. Malcolm R. Knapp, Director
Diviston of Radiation Safety and Safeguards
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Nuclear Materials Safety Branch, DRSS
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FROM: Mohamed M, Shanbaky, Chief
Nuclear Materials Safety Section A
SUBJECT: ENFORCEMENT CONFERENCE WITH THE VETERANS ADMINISTRATION

MEDICAL CENTER, ALBANY, NEW YORK

Enclosed 1s backgreund information for the Enforcement Conference to be held

in the DRSS Conference Room at 10:00 a.m,, on December 13, 1990 with the
Veterans Administration Medical Center, Albany, New York. The principle area
of concern fs the apparent lack of management oversight and control of the
licensed p:sycam. Significant weaknesses were identified in the |icensee's
programs for audits and corrective action, control and security of radioactive
materials, bioassay for fodine and radiological controcls training of personnel,
Also, twenty-one apparent violations were identified that indicate general lapses
in radiological controls and need for improvements in program oversight and
supervision. The meeting will include a discussion of these issues and the
apparent violations identified during a routine cafety inspection on

November 20-21, 1990.

A briefing is scheduled for 9:00 a.m., Thursday, December 13, 1990 in the

DRSS Conference Room,
ot 5 Rt

Mohamed M, Shanbaky, Chief
Nuclear Materials Safety Section A
Civision of Radiation Safety

and Safequards

Attachments:

1. Notice of lignificant Licensee Meeting Notice
. Inspection Report No. 030-10026/90-001

. Appendix A, Draft of Notice of Violation

. Enforcement History
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U.S. NUCLEAR REGULATORY COMMISSION

Name«Qf Licensee:

Name of Facility:

Docket No. s

Time and Date of Meeting:
Location of Meeting:

Purpose of Meeting:

NRC Attendees:

Licensee Attendees:

RECION 1

NOTICE OF LICENSEE MEETING

Veterans Administration Medical Center
Albany, New York

Veterans Administration Medica) Center
030-10026
10:00 a.m. on Dacember 13, 1990

U.S, Nuclear Regulatory Commiscion
475 Mlendais Road
King of Prussia, Pennsylvania 19406

Enforcement Conference regarding the violations
fdentified during routine Safe*; [nspection
No. 90-001.

Milcoim R, Knzpp. Director . Division of
Radiation Sefety and Cafeguards

Daniel J. Molody, Enforcoment Dfficer

Karia 0. Smith, Regional Attorney

Ronald R, Bellamy, Chief, Nuclear Materials
Safety Brancn

Mohameda M. ‘hanbaky, Chief, Nuclear Materials

Safety Seciion A
Christopher J. Eckert, Health Physicist

Fred Malphurs, Medical Center Director
Lawrence Flesh, M.D., Chief of Staff

Andrew Kan:, M.0., Radiation Safety Officer
John Dapilito, Health ®hysics Consultant

Note: Attendance by NRC persorne] at this meeting should be made known by
4:30 p.m. on December 12, 1990 via telepnone call to Christopher J.
Eckert, Regfon I, at FTS 8-346-5364.
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U. §. NUCLEAR REGULATORY COMMISSION

REGION 1
Report No. 030-10026/90-001
Docket No. 030-10026
Licagse No. 31-02785-0% Priority 1 Category G Program Code 2110

Licensee: Veterans Administration Medical! Center
113 Holland Avenue
Albany, New York 12208

Inspection Conducted: November 20 & 21, 1990

Inspector: f%% b A 22./6 /90
hristophér J Ackert date

Health Physicist

s B M—rﬁ* "'3)4“/ /Bt
4 ohamed M. Shanbaky, Ph.0., Chief ate

Nuclear Materials Safety Section A

Inspection Summary: Routine, unannounted, safety inspection conducted
November 20 & 21, 1990 (Inspection Report No. 030-10026/90-001)

Areas Inspected: Action on previous violations; organization and scope of
licensed activities; licensee internal audits; training and qualification of
personne |, radiation protection procedures; use of radiocactive materials;
storage of radicactive materials; facilities, radiation safety committee and
duthorized users; rece.pt and transfer of material; personnel radiological
protection = external exposure; personnel radiological protection = internal
exposure; radioactive waste disposal; misadministrations; and instruments,

Results: Twenty one apparent vivlations were identified: failure to perform an
annual radiation safety program audit (Section 4); failure to provide an
adaquate training program (Section 5); consumption of foed and beverages in
vadioactive material use areas (Section 5); failure of individuals to survey
themselves for radicactive contamination (Section 6); failure to perform
calculations to determine compliiance with 10 CFR 20, Appendix B (Section 6);
failure t> calculate spilled gas clearance times (Section 6); failure to
measure imaging room ventilation rates (Section 6); failure to establish area
survey trigger levels (Section 6); failure to perform contamination swipes in
a radiopharmaceutical therapy rcom prior to release for unrestricted use
(Section 6); failure to perform sealed source leak tests (Section 6); failure
to obtain a license amendment prior to usirg xenon in a new location (Section
9); failure cf authorized users to notify the RS0 and Radiation Safety
Committee of personnel and laboratory location changes (Section 10); failure
to secure licensed material from unauthorized removal (Section 11), faflure te
wear required personnel dosimetry (Section 12); failure te¢ pe~form bicassays
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(Section 13); fatlure to maintain solid waste disposal records (Section 14);
failure to maintain acequate records of radicactive relesses to the sanitary
sewerage system (Section 14), failure to maintain sdeq.ate dose calibrator
linearity records (Section 16); failure to maintain adewuate dose calibretor
constancy records (Section 16); failure to maintain adequate dose calibrator
geometry records (Sectfon 16); failure to perform dose calibrator accuracy
tests (Section 16),
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DETAILS

Persons Contacted

*Fred Malphurs, VAMC Director

"Mary Ellen Piche, QA Coordinator

*Sue Lawrenson, Nuclear Medicine Technologist
*Kristine Cipperly, Nuclear Medicine Technologist

*tiLawrence H. F1 sh M.D., Chief of Staff

*Andrew Kang M.D., Radiation Safety Officer
Or. Arnold Johnson, Researcher

Or. Min Fu Tsan, Researcher

Or. Patricia Prillips, Researcher

Or. Donald Pa.quale, Researcher

Or. Richard Chu, Researcher

Peter McCa thy, Administrative Officer for Research
James I 'ng, Acting Radiation Safety Officer
Walter McDonald, Housekeeping

Sue Cahill, Secretary

James Baegly, Laberatory Technologist

Andrew Dickson, Laboratory Technologist

*Indicates those present at exit interview

Licensee Actic on Previous Viclations

(Open) Inspection No. 89-001, failure to perform sealed scurce inventories
on a qui terly frequency. The inspeccer reviewed inven.ory records for
1990, This area will remain open pending further review by the NRC.

(Closed) Inspection No. 89-001, failure to record the required information
for molybdenum concentration checks. The inspector reviewed mo lybdenum
concentration records, The records indicate that the licensee is now
recording a'l required informavion.

Organization and Scope

The licensee conducts activities under a broad scope license which i.cludes
a small nuclear medicine clinic, a radioimmunocassay laboratory (RIA) and

a research program. The nuclear medicine clinic is staffed by 1 full

time physician who also is the RSO, | part time physician and 3 nuclear
medi~ine technologists. The technologists stated and recards confirmed,
tha* 5-6 patients per day are treated and radio‘~dine therapy procedures
are performed 1 -~ 2 times per year.

The RIA laboratory is staffed by 2 technologists who perform several
hundred assays per week. The technologists stated that only iodine-125
1s used and the radicactive material inventory seldom exceeds

200 microcuries.
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The licensee is required by 10 CFR 35,22 and their established ALARA
program to conduct a formal audit of the radfation safety program annvally,
The inspector reviewed the audit report for 1988 which was prepared by

the previous RSO, There was no audit report available for 1089 and the
current RSO confirmed that an audit had not been performed,

The inspector stated that the failure to perform an annua! radiation
safety pregram audit for 1989 is an apparent violation of 10 CFR 38,22,
Furthermore, the failure to perform an annual audit indicates a lack of
management oversight of the licensed program,

Training and Qualification of Personnel

The inspector interviewed staff members from Nuclear Medicine, Resea:ch
and Housekeeping. All individuals seemed to be aware of their applicable
duties and radiation safety practices with the exception of ¢ me research
workers, [nterviews with the research staff indicated that not a))
laboratory personne! knew that contamination surveys were required after
performing experiments with radicactive material, or the requirement for
maintaining accurate radfoactive materta) inventories and waste disposal
records, The inspector noted that the research ctaff training was limited
to reading the radiation safety menual without any apparent aaditional
clarification or guidance. The inspestor questioned one authorized user
regarding his authorization to dispose of licensed materia) through the
sanitary sewer and how much material had been disposed of in this manner.
The authorized user did not know whether he was authorized to dispose of
rad.oactive material to the sanitary sewer or whether any ingividuals
under his supervision had been utilizing the sanitary sewer for liguid
radicactive was.e disposal,

The inspector stated that the failure to provide an adequate training
program is an apparent violation of 10 CFR 19.12,

A laboratory technologist working under the supervision of a different
authorized user was questioned by the inspector &s to the maintenance nf
solfd waste disposal records. The technologist stated that he knew the
approximate amount of radioactive material that he placed into the waste
barrel after each experiment but aid not keep an actual record because
the amount was so small, and that he could remember the total amount of
radioactive materfal disposed of from one waste pickup to another.
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The inspector asked the RSO if he had parformed calculations to determine
if the room air flow rates were sufficient to assure that the concentration
of radicactive gases in the room would not exceed the limits established

in 10 CFR 20, Appendix B. The RSO stated that these calculations had not
been performead for this room prior to use and further stated that spilled
gas clearance times had not been calculated and that the room air flow
rates were not being checked at the required 6 month frequency.

“The inspector stated that failure to perform calculations to determire
compliance with 10 CFR 20, Appendix 8, ir accordance with the )icensee's
established procedure, is another example of an apparent violation of
10 CFR 35.21. The inspector also stated that failure to calculate and
post spilled gas clearance times is an apparent violation of 10 CFR 35.208,
Furthermore, the failure to measure the imaging room air flow rates at
the required € month freguency is another example of an apparent violation
of 10 CFR 35.208.

Records of area surveys were reviewed for the Nuclear Medicine Uepartment,
The records did not contain established trigger levels for each area
surveyed as required by 10 CFR 35.70. The licensee stated that ro trigger
levels for area surveys have been established.

The inspector stated that failure to establish trigger levels for area
surveys is an apparent violatien of 10 CFR 35.70.

A discussion with the RSO revealed that a radioiodine therapy procedure
utilizing in excess of 100 millicuries of fodine 131 had been performed
in July 1990, A review of the records indicated and the RSO confirmed
that no swipes to detect removable radicactive contamination had been
performed in the therapy room prior to its release for unrestricted use.
The RSO stated that ne obtained advice on the appropriate radiation safety
procedures for radioiodine therapies from the radiation staff at a

., hearby medical center ang felt that an area survey was adequate to
detect residual contamination,

The inspector stated that failure to perform removable contamination
surveys before releasing the radiopharmaceutical therapy room for
unrestricted use is an apparent violation of 10 CFR 3%5.316.

The inspector reviewed radicactive sealed source leak test records for
1989 and 1990. 10 CFR 35.59 requires that sealed sources be tested tor
leakage at fntervals not to exceed six months. Records indicated and
the RSO confirmed that sealed source leak tests had not been performed
since October 1989, a period in excess of six months.

The inspector stated that failure to perform sealed source leakage
tests at intervals not to exceed 6 months is an apparent violation
of 10 CFR 35.59.

10 CFR 35.59 requires that a physical inventory of all sealed sources in
the licensees possession be conducted quarterly, The inspector reviewed
inventory records for 1990. The adequacy of the sealed source invantories
and associated records will be further reviewed by the NRC,
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Use of Materials

The inspector discussed the use of licensed material with the nuclear
medicine technologists and research laboratory personnel. The nuclear
medicine technologists perform generator elutions, patient imaging,
radiopharmaceutical kit and dose preparation and are responsible for
radiopharmaceutical dose administration. The studies performed are
routine nuclear medicire scans such as bone and )iver scans. The
biproduct materials license also authorizes radiopharmaceutical therapy
and brachytherapy procedures. The RSO stated that these procedures are
rarely performed. The licensee is using a technetium=99m (fc=99m)
generator (1 Curie) to obtain material for the preparation of Tc=99m
doses. The generator fs replaced every Monday.

Interviews with authorized users in research indicated that aormally
small quantities, less than 1 millicurie, of several different
radioisctopes are used for research studies as described in Section 3
of this report. The radioisotopes utilized are received in prepackaged
kit form and no fodinations are performed.

No violations were identified.

Storage of Materials

The inspector tcured the licensee's facility and observed the storage of
licensed material, Radioactive waste from Nuclear Medicine is disposed
of by decay-in-storage and solid waste from research laboratories is
removed by a commercial radicactive waste broker. The radioisotope
generators from Nuclear Medicine are returned to the manufacturer.

No vielations were identified.
Facilities

The facilities being utilized as the Nuclear Madicine Department and

research laboratory areas were not as described in the license application.

The licensee application indicates that radiocactive xenon=133 gas studies
would be performed in room 6090. The licensee performed these studies

tn room 626D0. The RSO stated that a license amendment was not obtained
prior to using room 6260 for xenon studies.

The inspector stated that failure to obtain a license amendment
prior to using room 6260 for xenon studies ‘s an apparent violation
of 10 CFR 35.13,
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Radiation Safety Committee and Authorized Users

The Radiation Safety Committee is charged with the task of overseeing the
safe use of radioactive materia) at their facility in accordance with
applicable federal regulations, license commitments and acceptable

radiation safety practices. The committee is responsible, in part, for
approving the qualifications of new users, the locations of radiocactive
material use and storage, and the qua'‘fications of new laboratory personnel.

v In addition the committee must ensur chat 211 occupationally exposed

individuals receive the necessary .diation safety training commensurate
with their responsibilities.

while touring the research ’a. ities with the Acting RSO it became
apparent to the inspector, an’. the Acting RSO confirmed, that he was not
aware of the status of all areas where ragioactive materials were being
used. One example of this wis Room 6278 which the Acting RSO stated was
a research laboratory. How:ver, upon entering the room it was discovered
that the room had been corverted into a general storage area to which
many individuals had acc:ss. Also, there was one laboratory which the
Acting RSO indicated w's no longer used for radicactive material work
but remained posted s a restricted area. The inspector entered the
laboratory and aske. a technologist 1f radicactive materials were being
used and the techrologist stated that he was currently conducting an
experiment usine radioa...ve material (tritéum).

The inspect_r stated that failure by an authorized user to notify the
RSO and Padiation Safety Committee of a change in laboratory location or
use, in accordance with the licensee established procedure, 1s an
apparent violation of 10 CFR 235, 25.

Also, while touring the facility and reviewing authorization resords, it
became evident that some of the authorized users had undergone staffing
changes without notifying the RSO and Racdiation Safety Committee. In
one laboratory the individual responsible for performing cortamination
surveys had terminated employment and the Acting RSO and RSO were not
aware of her departure.

The inspector stat at failure by an authorized user to notify the RSO
and Radiation Safe immittee of changes in personnel, in accordance
with the licensee' cablished procedure, is another example of an
apparent violation ‘0 CFR 35.25.

Receipt and Transfer of Licensed Materia)

The inspector reviewed records and procedures for the receipt and
transfer of licensed material.
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On August 3, 1990 a package contatning | millicurie of tritium labe)led
adenosine (a radiolabelled compound used in research) was received by the
Nuclear Medicine Department secretary. The package was then placed on a
window si11 outside the Nuclear Medicine storage room, The secretary and
RSO could remembes f the KSO was notified upon receipt of the package as
required by establisned procedures. The secretary did notify the
researcher who orcered the tritium that 1t had arrived, The researcher
did not attempt to pick up the package until August 2B, 1990 when he
needed the material. At that time the package was discovered missing
which resuited in an investigation by the RSO, During the investigation,
the RSO contacted the maintenance worker was assigned to remove trash
from the Nuclear Medicine Department. The maintenance worker indicated
that he was on vacation at the time of the incident The RS0 concluded
that a substitute maintenance worker had apparently removed the package,
thinking 1t was trash. The RS0 believed, at that time, that the package
was taken for incineration.

The inspector contacted the maintenance supervisor who stated that the
regular maintenance worker was not on vacation that week and therefore,
there would not have beern a substitute. The inspector interviewed the
maintenance worker. He stated that he had been workirg but did not remember
seeing a package on the window sil]l that day. He further stateg that he
never removed any unopened packages or iftems on the window si1)1 without
permission. [t appears that the package may have been removed by an
unauthorized individua! and never incinerated, The inspector noted that
the window s111 was immediately adjacent to an emer .ncy stairway which

was unsecured, thereby a'lowing anyonc easy access to and departure from
the department. The RSO, upan discovering the loss of licensed material,
immediately notified NRC Region | Office, by telephone, of the circumstances
surrounding the incident.

As ¢ result of this incident, the RSQ revised the receipt procedures to
require the secretary to notify the RS0, a Nuclear Medicine Technologist,
or Security of & shipment of radicactive material so it could immediately
be secured upon arrival,

The inspector stated that failure to secure licensed materia! from
unauthorized removal is an apparent violation of 10 (FR 20,207,

Personnel Radiological Protection = External Exposure

Records of personne! exposure were reviewed. No exposure: («nhole body
or extremity) in excess of the licensee's I[nvestigationa al 1
(125 mrem per quarter and 1875 mrem per quarter, respectiv: ,) were noted.

The inspector measured radiation levels tnrsughout the Nuclear Madicine
Uepartment. A1l radiation levels were found to be near background.
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The inspector observed numerous individuals frequenting areas restricted
to radicactive material use without wearing film badges. The inspector
noted that the licensee's procedures required the use of Film badges by
personnel in these areas.

The f~spector stated that failure of personnel to wear iilm baages while
frequenting radioactive material areas is another example »f an apparent
violation of 10 CFR 35.25.

Perscanel Radiological Protection = Internal Exposure

The licensee is authorized to perform in-vivo radisiodine therapy
treatments and in-vitro experiments using hydrogen=3 (tritium). A
review of the applicable records indicated that the amount of hydrogen=3
being used did not exceed the licensee's established trigger level (use
cf 10 millicuries or more at one time) which required a bicassay.

An interview with the RS0 and a Nuclear Medicine Technologist revealed

that the technologist prepared and administered a therapy dose of liquid
fodine~131 (=100 millicuries) during a radiotodine therapy procedure

which occurred in July 1990, The technologist stated that she did not
Jndergo a bioassay after preparation and administration of the radiciodine.
The RSO was not able to explain why the technologist did not receive the
bioassay but did state that bicassays would have to be performed at another
hospital because the licensee's equipment was not capable of detecting
fodine~131, Bioassay records were available for the period 12/14/86
through 11/7/85 which demonstrated the licensee . familiarity with this
requirement.

The inspector stated that failure to measura the thyroid burden
(bioassay) of an individual who prepared and administered a therapy
Jose of iodine~13] 15 an apparent violation of 10 CFR 35,3168,

waste Disposal

The Acting RSO stated that all radiocactive waste from research activities
was placed fn metal waste barrels and transferred to a central waste
storage area in the animal facility. A record review at the centra)
waste storage area indicated that all waste collections were recordad and
the waste was transferred to a licensed waste broker,

The licensee established procedures which reguired authorized users to
maintain records of solid and liguid radiocactive waste disposal. Ouring
a tour of one research laboratory, a technologist stated that he did not
keep an actual written recora because he ~-uld remember the amourt placed
into the waste barre! after each experime. . The inspector stated that
each authorized user was required to maintain records of waste disposal
10 accordance with estab'ished procedures.
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The inspector stated that the failure by &an authorized user to maintain
records of solid waste disposal, a licensee established procecure, is
another example of an apparent violation of 10 CFR 35.25.

The inspector reviewed records of radfcactive liquid releases to the
sanitary sewerage system. The Acting RSO stated that in March of each
year all authorized users submitted a summary of the previous year's total
amount of radiocactive material released to the sewer from their
laboratory. These totals were then added together to obtain the total
quantity released by tte entire facility. The sewer disposal records
were reviewed and found to be confusing and disorganized. One record
fndicated that the facility released a tota) of 24,014.9 microcuries for
1988 and another record indicated a total of 971.4 microcuries for 1988,
The RSO could not explain this discrepancy. There were no sewer
disposal records available for 1989 and the RSO confirmed that the
authorized users did not submit the information.

The inspector stated that failure to maintain adequate records of releases
to the sanitary sewerage system is an apparent violation of 10 CFR 20.401.

I T —

Misaaministrations

The inspector reviewed dose administration records and interviewed the
Nuclear Medicine Department staff. There have not been any
misadministrations since the last inspection.

No violations were identified,
[nstruments

The inspector reviewed calibration records for the Keithley 36100,
Victoreen 471A, Eberline E120 and Eberline E140 survey instruments. The
instruments were calibrated at the required annrual frequency.

Records of calibration of the dose calibrator were also reviewed. The

linearity test record was inadequate as it did not contain the serial

number of the dose calibrator and the 1990 linearity tests were not

signed by the RSO. The constancy test record was inadequate as it did

not contain the model and serial number of the dose calibrator. Tha

geometry test record was inadequate as it did not contain the serial

number of the dose calibrator and was not signed by the RSC. Dose

calibrator accuracy testing 15 required annually. There were no |
accuracy records available.

The inspector stated that failure to maintain adequate records of dose
calibrator testing and failure to perform annual dose calibrator accuracy
testing are apparent violations of 10 CFR 35.50.
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Exit Interview

The inspector reviewed the inspection findings with the individuals 1isted
in Section 1. At the close of the exit interview the inspector indicated
that the numbe~ and type of violations, the length of time they continued
undetected by management, and the failure to perform adequate ‘nternal
program audits indicated an apparent lack of management oversight and
control of the licensed program,
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