DEPARTMENT OF VETERANS AFFAIRS
Medica! Center
American ! ake
Tacoma WA 98483

October 4, 1990
.RObCﬂ J. Pate, Chief in Reply Refer To S05/151
Nuclear Materials and Fuel Fabrication Branch

U.S. Nuclear Regulatory Commission, Region V Docket No. 030-18926

1450 Maria Lane, Suite 210 License No. 46-1958-01

Walnut Creek, CA 94596
SUBJECT: Additional response to Enforcement Conference of September 18, 1990

1. The enforcement conference to discuss apparent violations emphasized the necessity of
management involvement in and oversight of the radiation safety program at this medical center.

2. A medical center memorandum has been drafted that explicitly states the roles of
management in the radiation safety program, the involvement of the Radiation Safety Committee
in oversight of the program, establishment of a clear line of authority between the Radiation
Safety Officer and senior management, and the responsibilities of the Radiation Safety Officer
in keeping the Radiation Safety Committee and senior management informed of the status of the
radiation safety program. A draft of the memorandum has been enclosed for your review,

.} We have sent you this memorandum as evidence of the serious manner with which we
view the radiation safety program at this medical center and our desire to provide significant
management review of the program,

( (\

pw\ )
13( ANK TAYLO

Medical Center
Director

=1 R80280 GO4
s T D E9OE. &
192584 01
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C.

include Radiology, Storage and Distribution section of Acquisition and Materia!
Management, Research, GRECC, Building Management, Maintenance and Fire
Department sections of Engineering, Nursing, and Police.

6. Review at least annually the Radiation Safety Officer's summary report of
the entire radiation safety program to determine that all activities are conducted
in accordance with NRC regulations, the conditions of the license, and the
ALARA philosophy.

, Recommend to the Radiation Safety Officer, clinical or administrative
executive boards or medical center management remedial actions to correct any
deficiencies identified in the radiation safety program.

8. Maintain written minutes of all committee meetings.

9. Ensure that the license is amended as required prior to changes in
facilities, equipment, policies, procedures, and personnel.

i0.  Ensure compliance with the standards of the Joint Commission on
Accreditation of Health Organizations.

11.  Ensure compliance with regulations of the Department of Veterans Affairs
of the use and storage of radioactive materials not regulated by the NRC.

12, Review occupational radiation exposure records for individuals in
Radiology and Dental Services,

Radiation Safety Officer: To implement and oversee of the radiation safety

program the Radiation Safety Officer shall:

1 Enforce NRC regulations and terms and conditions of the license.
- 3 Investigate incidents, take neccessary corrective actions, and report as
necessary to the NRC, Radiation Safety Committee, and medical center
management.
3. Document and implement policy and procedures for:
(@)  Authorizing the purchase of radioactive materials
(b)  Receiving and opening packages of radioactive materials.
(¢)  Storing radioactive materials.
(d) Keeping inventory records of radioactive materials.
(e) Using radioactive 1 1terials safely.
(f)  Taking appropriate actions ** dioactive materials are lost.
(g  Performing periodic amb..... dose rate surveys and removable
contamination surveys.
(h) Perform checks of survey instruments and other safety equipment.
{i) Disposing of radioactive material.
() Training personnel who work in or frequent areas where
radioactive materials are used or stored.
4, Keep a copy of all records and reports required by the NRC, a copy of
NRC regulations, a copy of each request for use of radioactive materials, a copy
of the license, and a copy of written policies and procedures.
5 Provide an annual management briefing.
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¢ .stablish investigational levels for accupational exposure, ambient dose
raic surveys, and removable contamination surveys that will initiate an
investigetion,

B Assist the Radiation Safety Committee in the performance of its duties,

4. PROCEDURES:

Radiation Safety Committee:
(1)  Membership shall include:

Chairmar Chief, Radiulogy Service

Members: Radiation Safety Officer
Associate Director
Authorized user. Nuclear Medicine secti~n,
Radiology Service
Authorized user, Research Service
Representative, Nursing Service

Ex Officio: Quality Assurance Coordinator (non-voting)

(2) Composition of the Radiation Safety Committee may be changed upon
recommendation of the committee and approval of the Medical Center Director.
(3) The Radiation Safety Committee shall meet as often as necessary to conduct
its business, but not less than once in each calendar quarter. If a member cannot
attend a meeting, he/she may designate an alternate familiar with the member’s
service. A quorum shall consist of one-half the committee's membership,
including the Radiation Safety Officer and management representative.

(4)  Items to be discussed at Radiation Safety Committee meetings will be
listed in an agenda to be distributed to members prior to the meeting. The
Chairman shali contact each member for agenda items. To ensure appropriate
review of any of these items, the committee may require a written summary or
explanation of any issue brought before it.

(5)  The minutes of each Radiation Safety Committee meeting should include:

(a) Date of the meeting.

(b) Members present.

(¢)  Members absent.

(d)  Summary of deliberations and discussions,
(e)  Actions taken.

()  Reviews of the radiation safety program.

The minutes will be reviewed and approved by the Medical Center
Director. Copies of these minutes will be distributed to each committee member,
four copies to the CEB, and two copies (0 the Quality Assurance Coordinator.
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6.

b.

Radiation Safety Officer:

(1)  The Radiation Safety Officer shall report to the Chief of Staff.

(2)  An Assistant Radiation Safety Officer shall be appointed by the Radiation
Safety Committee to monitor the radiation safety program in the absence of the
Radiation Safety Officer.

(3)  Quarterly reparts of occupational exposures, ambient dose rate surveys and
removable contamination surveys shall be submitted to and reviewed by the
Radiation Safety Committee.

(4)  The annual review of the entire radiation safety program should include
an examination of records, summary of quarterly reports from the Radiation
Safety Officer, results of NRC inspections, status of written safety prccedures,
and an analysis of the adequacy of the management control system.

DELEGATION OF AUTHORITY

The medical center director shall delegate sufficient authority to the Radiation

Safety Officer to meet the responsibilities required by the NRC to:

a. Identify radiation safety problems.

b. Initiate, recommend or provide corrective actions

¢ Verify implementation of corrective actions
REFERENCES.

Nuclear Regulatory Commission, Title 10, Chapter 1, CFR-Energy, Part 35, Sections 35.20,
33.22, and 35.23

DM&S Circular 10-87-26, dated April 3, 1987,

6.

7

RESCISSION: Medical Center Memorandum No. 114-1, dated May 18, 1990,
FOLLOW-UP RESPONSIBILITY: Radiation Safety Officer.

FRANK TAYLOR
Medical Center
Director
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DEPARTMENT OF VETERANS AFFAIRS
Medical Center

American Lake
Tacoma WA 98493

October 22, 1990

«U.8. Nuclear Regulatory Commission In Reply Refer To:  (505/151)
Attn: Document Control Desk License No. 46-19584-01
Washington, DC 20555 Docket No. 030-18926

SUBJECT:  Reply to a Notice of Violation

Gentlemen:

The specific response to each violation listed in the notice is deta‘led in the accompanying
enclosure. All violations have been corrected as of this date and we believe we are in full
compliance with NRC regulations and the conditions of our byproduct license. Two broader
issues, the amount of time the Radiaticn Safety Officer, Dr. Birnbaum, is able to devote o his
duties and inadequate management contrel, require additional discussion,

Dr. Birnbaum originally agreed to act as Radiation Safety Officer at a time when it
appeared that the responsibilities were minimal. In retrosp.ot, this was an incorrect assumption
that was based primarily on the activities of the previous Radiation Safety Officer. Moreover,
the NRC inspection 3 years ago did not find any serious deficiencies in the program and there
was no escalated enforcement action. Dr. Birnbaur..'s qualifications ac Radiation Safety Officer
were simply that he was an authorized user under our license. He had no specific training in
this capacity. Dr. Birnbaum's principal function at this medical center is as a Research Chemist
in the Research Service. Since his salary 1s derived from a grant from the Dept. of Veterans
Affairs, his overriding concern is to perform the research necessary to ensure renewal of his
grant, As a consequence, other activities are of secondary importance to him.

Management oversight of the program was weak in part due to Dr. Birnbaum's lack of
training. He did not keep management as well informed of its responsibilities and of the
program's problems, Senior managment has also und~ “one¢ changes in the recent past,
including my assuming the position of director, a new assox ...¢ director, and relatively frequent
turnover of the Chief of Staff position. There has not been the continuity in management
necessary to provide sufficient control in the program,

Dr. Birnbaum will continue as Radiation Safety Officer. This medical center will provide
appropriate research support to allow him to fully attend to his duties as Radiation Safety
Officer. In addition, Dr. Birnbaum has recently completed « a training course for Radiation
Safety Officers that was sponsored by the Dept. of Veterans Affairs.

To strengthen management control, Dr. Birnbaum has rewritten the Medical Center
Memorandum that defines the Radiation Safety Committee and the responsibilities of the
committee and the Radiation Saf sty Officer. While not deviating much from the model charter
in Regulatory Guide 10.8, it explicitly state: the responsibilities of management, the committee,
and RSO, Before it goes into effect, it will be reviewed by me, the associate director, Chief of
Staff, and by the Ch.efs of all services with workers who are exrosed to radioactive materials.
The ALARA prc- am has also been rewritten and after review by the NRC, will be sent to all

a0lI0bLol2H






Reply to Notice of Violation Docket No. 030-18926

Cl.

C2.

License No. 46-19584-01
EA 90-150

Failure to secure licenss ©  :a..clal in an unrestricted area. The iodination or isotope
room, Rm, 110 of Builar (8 is part of the research laboratory area. The entire
building is off-limits to ungu.norized personnel. The only door that remains unlocked
durin® — mal business hours is clearly marked "Authorized personnel only." This was
consige ' ~ufficient to deter unauthorized entry,

-3t this violation, Rm. 110 is now locked except when used. Within days

of the in‘, cuon, a sign had been placed on the door indicating that the room is to
remain locked except when in use. Individuals who use the room were instructed that
they should lock the door when they were finished. No further corrective actions are
considered necessary.,
Failure to include an authorized user from nuclear medicine as a member of the
Radiation Safety Committee. The only nuclear medicine authorized users at this
medical center are several contract radiologists. It was the Radiation Safety Officer’s
belief that these individuals would not be interested in participating in the Radiation
Safety Committee. If they had any comments or problems with ihe nuclear medicine or
radiation safety programs, they were most likely to convey them to the Chief, Radiology
Service, or at the very least, the nuclear medicine technician whose supervisor was the
Chief, Radiclogy Service,

To correct this violation, the Radiation Safety Committee, at its September 12,

1990, meeting, nominated Dr. John Flood, an authorized user under our license and a
membs- of the Diagnostic Imaging NW group, as a member of the committee. This
appointment was approved by the medical center director. No further corrective actions
are considered necessary.
Failure to provide training for housekeeping and supply personnel. As described in
greater detail in the accompanying letter, Dr. Birnbaum is primarily a scientist whose
first priority is his research program. Accordingly, he neglected certain of his
responsibilities as Radiation Safety Officer.

To correct the violation, Dr. Birnbaum has held training sessions for warehouse
a1d housekeeping employees on October 3 and 10, 1990, respectively. Signs have been
posted in the warehouse and the housekeepirg foreman's office summarizing the most
it iportant aspects of the training as it pertaint to these individuals. The written ALARA
p ‘ogra.: has been revised to require that the Radiation Safety Officer report on training
e ctivities at each Radiation Safety Committee. No additional specific corrective actions
are being considered at this time.

Failure to hold Radiation Safety Committee meetings at required intervals. These
were instances in which Dr, Birnbaum was preoccupied with hi: research duties and the
necessity to hold Radiatior Tafety Committee meetings was forgotten.

To correct this violation, Radiation Safety Committee meetings have been
scheduled for a particular day of each calendar quarter. In addition, Dr. Birnbaum has
relinquished the chairmanship of the committee and Dr. T.N. Allan, Chief, Radiology
Service, and newly appointed meinber of the committee, has been appointed chairman,

1
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C3.

C4.

Cs.

License No. 46-19584-01
EA 90-150

Mr. Peter Beaty, Associate Medical Center Director, has also been appointed to the
committee and the meeting dates have been noted in his appointment calendar. No
additional specific corrective actions are being considered at this time.

Failure to perform monthly wipe or radiation surveys. Failure to perform wipe
surveys was again the result of Dr. Birubaum’s activities as a scientist. He was unaware
of the requirement to perform instrument surveys since *  “ad never been conducted
prior to his appointment as Radiation Safety Officer and h.. ..ot been cited during the
1987 inspection.

To correct this violation Dr. Birmbaum has scheduled monthly wipe and
instrument surveys in his electronic appoiniment calendar. The caiendar is designed so
that unless an entry is specifically marked as completed, it will continue to appear on
days succeeding the original entry. The written ALARA program has been revised to
ensure that Dr. Birnbaum will report to the Radiation Safety Committee at its quarterly
meeting the results of the wipe and instrument surveys. Wipe survey forms have also
been revised to include contamination levels in absolute units.

Failure to monitor thyroids of individuals working with iodine-125, This is another
instance in which Dr. Birnbaum neglected his responsibilities as Radiation Safety Officer
because of his research duties.

To correct the violation, Dr. Birnbaum has scheduled thyroid bioassays in his

electronic appointmen: calendar. In addition, the written ALARA program has been
revised to require that Dr. Birnbaum report to the Radiation Safety Committee at its
quarterly meetings, the results of thyroid bioassays. No additional specific corrective
actions are being considered at this time.
Failure of the Radiation Safety Committee and Radiation Safety Officer to perform
quarterly reviews of occupational radiation exposures, Since Radiation Safety
Committee meetings were not held for the two quarters noted, no review of occupational
exposures was performed. With respect to reviews of the nuclear medicine technician’s
occupationa! exposure, Dr. Birnbaum had been receiving copies of the dosimeter readings
until the company responsible for providing the reports was changed. The F liology
Service secretary discontinued forwarding reports at that time. Dr. Birnbaum, because
he did not keep a log of reports did not notice this change until the NRC inspection,

To correct this vioiation, copies of the Radiology Service dosimeter reports are
again being sent to the Radiation Safety Officer. The vendor who supplies the dosimeter
reports was recently changed. Since the contract for these services is negotiated by
Seattle VA Medical Center on behalf of several VA medical centers in this region, we
have not been able to redirect Radiology Service dosimeter reports directly to Dr.
Birnbaum. Once the new contract is in effect, this medical center will request that Dr.
Birnbaum receive both Radiology and Research Service dositneter reports directly. Dr.
Birnbaum has also initiated a log of incoming reports. No additional specific corrective
actions are anticipated at this time.

ro
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d. Investigational levels above those listed in Table I may be established by the
Radiation Safety Committee for an individual or group on the basis that it is consistent
with good ALARA practices. Justification for new investigational levels will be
documented.

3 Radiation Safety Committee

a. Review of nroposed users and uses
(1)  The Committee will thoroughlv review the training and experience of each
nuclear medicine physician, radiolugist cr researel, investigator who wishes to use
radioactive materials, Criteria for approval as &n avthorized user will include the
types and quantities of radioactive materials a.d methods of use that each
applicant has used and wishes to use at this medica! center. The committee will
attempt to ensure that the ap;licant will be able to take approp.iate measures to
maintain exposure ALARA.
(2)  When considering a new use of radioactive material by an authorized user,
the Radiation Safety Committee will review the training and experience of the
individual and protocols that will be established to maintain exposure ALARA,
(3)  The Radiation Safety Committee will ensure that the users justify their
procedures and that individual and collective doses will be ALARA.
b. The Radiation Safety Committee will support the Radiation Safety Officer when
it is necessary for the Radiation Safety Officer to assert authority. If the Radiation Safety
Committee has overruled the Radiation Safety Officer, it will record the basis for its
action in the minutes of the quarterly meeting.
& Review of ALARA program
(1)  The Radiation Safety Committee will encourage all users to review curient
procedures and develop new procedures as appropriate to implement the ALARA
concept.
(2)  The Radiation Safety Committee will perform a quarterly review of
oceu, ‘onal radiation exposure with particular attention to instances in which the
investigational levels in Table 1 are exceeded. The principal purpose of this
review is to assess trends in occupational exposure as an index of the quality of
the ALARA quality and to decide if action is warranted when investigational
levels are exceeded.
(3)  The Radiation Safety Committee will evaluate this medical center’s overall
efforts for maintaining doses ALARA on an annual basis. This review will
include the efforts of the Radiation Safety Officer, authorized users, and workers
as well as those of management,

4, Radiation safety officer
a, Quarterly and annual reviews

(1)  The Radiation Safety Officer will review at least monthly the external
radiation doses of authorized users and workers to determine that their doses are
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ALARA in accordance with the provisions of Section 2 of this program and will
prepare a summary report for the Radiation Safety Committee,

(2)  The Radiation Safety Officer will review radiation and ¢contamination
surveys in unrestricted and restricted areas to determine that dose rates and
amounts of cor.amination were at ALARA leveis during the previous quarter and
will prepare a summary report for the Radiation Safety Committee.

(3)  The Radiation Safety Officer will review thyroid bioassays during the
previous quarter and prepare a summary report for the Radiation Safety
Committee.

(4) The Radiation Safety Officer will perform an annual review of the
radiation safety progiam for adherence to ALARA concepts. The results of this
review will be presented at the Radiation Safety Committee that occurs during the
first calendar quarter of the year, The Radiation Safety Officer will also review
the program at a Management Briefing during the first calendar quarter of the
year,

(5)  Reviews of specific methods of use may be conducted on a more frequent
basis.

Training program

(1) The Radiation Safety Officer will schedule briefings and educational
sessions to inform workers of ALARA program efforts,

(2)  The Radiation Safety Officer will ensure that authorized users, workers,
and ancillary personnel who may be exposed to radiation will be instructed in the
ALARA philosophy and informed that management, the Radiation Safety
Committee, and Radiation Safety Officer are committed to implementing the
ALARA concept.

(3)  The Radiation Safety Officer will report to the Radiation Safety Committee
at each quarterly meeting the training sessions conducted. The repurt will include
the services involved in the training, the topics covered, and any difficulties
involved in achieving cooperation from a service for ensuring that their
employees receive appropriate training.

Cooperative efforts for development of ALARA procedures

(1)  The Radiation Safety Officer will be in close contact with all users and
workers and will encourage their participation in formulating the procedures thai
they will be required to follow,

(2)  The Radiation Safety Officer will establish procedures for receiving and
evaluating the suggestions of individual workers.

The Radiation Safety Officer will mvestlgatc all instances of deviation from good

ALARA practices to determine the causes. The Radiation Safety Officer will implement
changes in the program, subject to confirn. tion by the Radiation Safety Committee.

Authorized users

a,

New applications of radioactive materials
(1)  Each authorized user must inform the Radiation Safety Officer of any






Department of Veterans Affairs Medical Center Memorandum No., 11-7
American Lake, Tacoma, WA 98493 October 4, 1990

RADIATION SAFETY COMMITTEE AND RADIATION SAFETY OFFICER

l.  LEURPOSE:

To comply with Nuclear Regulatory Commission (NRC) and Department of Veterans Affairs
regulations governing the use of radioactive materials, This memorandum establishes a
Radiation Safety Committee and defines the committee's functions, responsibilities, and
membership. The responsibilities and duties cf the Radiation Safety Officer are defined and the
authority delegated to this individual by the medical center director is stated.

2. POLICY:

It is the policy of this medical center to establish an As Low As Reasonably Achievable
(ALARA) radioisotope usé “¢ program that is consistent with NRC regulations. The committee
will establish this program and oversee its implementation by the Radiation Safety Officer.

3. RESPONSIBILITIES:
a. Medical Center Ditector: Shall have overall responsibility for the radiation safety

program, appoint a Radiation Safety Officer and members of the Radiation Safety
Committee, and review annually the implementation of the radiation safety program.

b.  Radiation Safety Committee: Shall:

s Be familiar with all pertinent NRC regulations, the license, and
amendments.
r Review the training and experience of any proposed authorized users and

the Radiation Safety Officer to determine that their qualifications are sufficient to
enable these individuals to perform their duties safely and are in accordance with
NRC regulations and the license.

3. Review all requests to use radioactive material within the medical center,
Approval or denial of a request shall be based upon NRC regulations, conditions
of the license, experience of the user, and general adherence to an ALARA
philosophy. As a condition of use, the committee may require special conditions
be followed.

4, Review at each committee meeting the Radiation Safety Officer's report
of occupational radiation exposure records, wipe tests and surveys of areas in
which radioactive materials are used or stored, and all incidents involving
radioactive material with respect to cause and subsequent actions taken.

- Oversee the training program implemented by the Radiation Safety Officer
for all individuals whose duties may require them to work in or frequent areas
where radioactive materials arc used. Services with employees requiring training
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include Radiology, Storage and Distribution section of Acquisition and Material
Management, Research, GRECC, Building Management, Maintenance and Fire
Department sections of Engineering, Nursing, and Police.

6. Review at least annually the Radiation Safety Officer's summary report of
the entire radiation safety program to determine that all activities are conducted
in accordance with NRC regulations, the conditions of the license, and the
ALA A philosophy.

7. Recommend to the Radiation Safety Officer, clinical or administrative
executive boards or medical center management remedial actions to correct any
deficiencies identified in the radiation safety program.

8. Maintain written minutes of all committee meetings.

9. Ensure that the license is amended as required prior to changes in
facilities, equinment, policies, procedures, and personnel.

10.  Ensure compliance with the standards of the Joint Commission on
Accreditation of Health Organizations.

11.  Ensure compliance with regulations of the Department of Veterans Affairs
of the use and storage of radioactive m~terials not rcgulated by the NRC.

12.  Review occupational radiation exposure records for individuals in
Radiology and Dental Services.

To implement and oversee of the radiation safety

Radiation Safety Officer:
program the Radiation Safety Officer shall:

1. Enforce NRC regulations and terms and conditions of the license.
2. Investigate incidents, take necessary corrective actions, and report as
necessary to the NRC, Radiation Safety Committee, and medical center
management.
;B Document and implement policy and procedures for:
(@)  Authorizing the purchase of radioactive materials.
(b)  Receiving and opening packages of radioactive materials.
(c)  Storing radioactive materials,
(d)  Keeping inventory records of radioactive materials.
(e)  Using radioactive materials safely.
(f)  Taking appropriate actions if radioactive materials are lost.
(g)  Performing periodic ambient dose rate surveys and removable
contamination surveys.
(h) Perform checks of survey instruments and other safety equipment.
(i) Disposing of radioactive material.
1)) Training personnel who work in or frequent areas where
radioactive materials are used or stored.
4, Keep a copy of all records and reports required by the NRC, a copy of
NRC regulations, a copy of each request for use of radioactive materials, a copy
of the license, and a copy of written policies and procedures.
- # Provide an annual management briefing,
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