DEPARTMENT OF VETERANS AFFAIRS /‘/’;,/{ "
Medical Center
3001 Green Bay Road
North Chicago IL 60065-3096

in Reply Heler To 55WA
tnited States Nuclear Regulatory Commission
ATTN: Mr. Roy Caniano
Acting Chief, Nuclear Materials Safety Branch
799 Roosevelt Road
Glen Ellyn, Illinois 60137

Dear Mr. Caniano:

This regards our telephone conference on Thursday, January 8, 1992. During that conference you
asked for: 1) further response to the Notice of Violation based on the special safety inspection
conducted by Evelyn Matson of your office on November 12, 1992, o "review concemns
associated with activities authorized by NRC Byproduct Material License

No. 12-10057-04"; and 2) that we further describe the actions taken to prevent recurrence of the
management deficiencies cited therein.

First, I have enclosed (Enclosure 1) the addendum to our initial response to the items ifically
cited in the Notice of Violation provided by your office. This addendum was by

Dr. Sanda Loga, Radiation Safety Officer a1 this medical center. We remain confident and pleased
that all items identified in the Notice of Violation are now resolved and that appropriate actions
have been taken to prevent and/or minimize the possibility of their reoccurrence.

Second, we have aggressively acted to ensure that the management deficiencies and related
staffing concerns raised are fully addressed. To reemphasize information presented in earlier
communications:

a. the temporary shortage of technical staff is resolved. There are now four technologists
on duty (since the return of one from maternity leave on December 14, 1992);

b. the majority of workload related 1o R1A testing is now being done with different (non-
RIA) procedures by Laboratory Service. Some RIA procedures, i.e., Amikacin, Gentamicin and
Digoxin levels, are now being performed using non-RIA techniques in the Clinical Laboratory.
Hepatitis and HIV testing, now referred 1o private laboratories, will be performed in house by the
Clinical Laboratory by no later than the end of January 1993;

¢. the remaining RIA workload is being shifted to the Endocrinology Laboratory. This
remaining RIA workload (thyroid studies) will be transferred to Endocrinology Laboratory, also
by no later than the end of January 1993; and

d. plans and actions integrating radiology, scanning and ultrasound procedures under the
umbrella of a Diagnostic Imaging Service will allow the sharing of reception, adminisuation,
clerical, procurement and supervisory support duties, affecting economies of administrative and
tccgmcal support. The Clinical Executive Board (CEB) of the Medical Center met November 19,
1992
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(X) TELEPHONE () iwcomine () conversation Tiee 3:15pm oate 01/04/93
( ) ourcoins

NAME OF PERSON(S) CONTACTED ORGANIZAT 10K TELEPHONE WO,
Dr. Sanda Loga, Ph.D. V.A. Medical Center-North Chicago 708-688~1900x3125

SUBJECT
Response to Notice of Violation dated Dec 18, 1992

SLUMMAR Y

We need additional information regarding the corrective actions that
were identified in our Notice of Violation dated 12/4/92. Please submit
the following information within 15 days:

1. xenon gas trap
describe root cause (example- misinterpretation of requirements)
describe corrective actions (example- training, date, etc.) .
change record to include whether the test results were ok.
action to prevent recurrence (i.e.- quarterly audit of record)

2. weekly surveys
root ~ause (misjudgment by RS0)
preventative measures (quarterly audit of records)

3. inventory of sealed sources
preventative actions (scheduled on an annual calendar)

4. survey meter checks
route cause (misunderstanding of use of meter)
corrective actions (refresher training)
preventative actions (quarterly audit of records)

5. disposal record incomplete
root cause (oversight and lack of RSO review)
corrective actions (training on requirements)
preventative actions (quarterly review)

ACTION REQUIRED
RSO agreed to submit second response as we discussed within 1§ days.

NAME OF PERSON DOCUMENTING CONVERSATION ek R
Evelyn R. Matson ' %W“L : /‘I/ 73

ACTION TAKEN

Review second response when submitted

SIGNATURE TITLE DATE
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U.S. NUCLEAR REGULATORY COMMISSION

REGION 111
Report No. 030-15269/92001(DRSS)
Docket No. 030-15269

_License No. 12-10057-04 Category G

Licensee: V. A. Medical Center
North Chicago
3001 N. Green Bay Road
North Chicago, IL 60064

Inspection Conducted: November 12, 1992

Inspector: v
vel¥n R. Matson

Radiation Specialist

Nuclear Materials Inspection
Section 2

Priority 2

/= 173 -9
Date

W“—
ate

/CZ/?Z;?%ai

ohn A< Gro e, Chief, Date
Nucledr Materials Safety
Branch
Inspection Summary
Inspection on November 12, 1992 (Report No. 030-15269/92001(DRSS))
Argas Inspected: This was 2 special, unannounced safety inspection of the

licensee's activities to evaluate compliance with Commission rules,
regulations, and license conditions. The inspection included a review of
concerns pertaining to the radiation safety program.

fesults: Of the areas inspected, five violations of NRC requirements were
identified:
1. Failure tc tesi the xenon-133 gas trap each month of use, 10 CFR

35.205(e), (Section 5);

2. Failure to perform weekly removable contamination wipe tests in all
areas where radiopharmaceuticals are routinely prepared for use,
administered and stored, 10 CFR 35.70(e), (Section 6);

3. Failure to conduct a quarterly physical inventory to account for all

sealed sourcer possessed, 10 CFR 35.59(g) (Section 8);

O oto++ @1 0F
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4. Failure to check each survey instrument for proper operation with the
dedicated check source each day of use, 10 CFR 35.51(c), (Section 7);
and

5. Failure to keep records of surveys prior to disposal of contaminated

needles and syringes, 10 CFR 35.92(b), (Section 9),

In addition to the apparent violations, the inspecto- identified a concern
that the Nuclear Medicine Service experienced a staffing shortage which could
have potentially degraded radiation safety in that department (Section 4),

Pripr—— w——uu---lﬂ



DETAILS
Persons Contacted

*Medical Center Director- Al Pate

+Chief of Staff- Carter E. Mecher, M.D.

*Acting Chief of Staff- Charles Barsano, M.D.

*Chief of Nuclear Medicine Service- Gregory A. Gergans, M.D.
Asst, Chief of Nuclear Medicine Service-T. Balachandra, M.D.
+Radiation Safety Officer- Sanda Loga, Ph.D.

*Acting Radiation Safety Officer- Gordon Pullen, Ph.D.
*Acting Director, Clinical Operations- George Patterson
*Assistant Medical Center Director- Ear)l Falast

*Executive Assistant to the Director- Michael Tyllas, Ph.D.
*Health System Specialist, Trainee- Kevin Gormley

*I11inois Nursing Assoc. President- Kathy Kelger-Norris
*Chief, Audiclogy/Speech Pathalogy- Katherine Dong

Acting Chief Nuclear Medicine Technologist- Timothy Ross
Nuclear Medicine Technologist- Candace Watkins-Thomas
Nuclear Medicine Technolegist- Kailas Shah

Nuclear Medicine Secretary- Stacy Timmons

Housekeeper- Debbie Young

+ Interviewed by telephone.
* Indicates those present at the exit meeting held on November 12, 1992,

The last inspection was a special inspection conducted on April 16,
1991, to review a concern that a misadministration was not reported to
the NRC. As a result of the inspection, one violation was identified
against 10 CFR 35.33(c) for failure to report a misadministration to the
NRC within 15 days after it occurred on September 27, 1989. A notice of
violation was issued. Corrective actions were achieved and a similar
incident has not recurred during this inspection period.

The second to last inspection was conducted on December 21, 1990, and
one violation for failure to post xenon-133 emergency procedures was
identified. This violation was corrected and is considered closed.

Licensed Program

The V. A, Medical Center at North Chicago uses NRC licensed radioactive
materials in a nuclear medicine program and in laboratories for medical
research and development.

The Nuclear Medicine Service performs routine, diagnostic nuclear
medicine scans, bone mineral analysis, ultrasound imaging, and in-vitro
diagnostic radioimmunoassay (RIA) tests. Therapeutic use of
radionuclides is authorized but no patients have been treated for
several years. The licensee currently receives prepared unit doses from
a radiopharmacy.


















However, due to the fact that the meter is not checked each day of use,
1t cannot be determine when the meter began malfunctioning. The meter
was tagged by the inspector and removed from service on November 12,
1992.

The safety significance of this violation is mitigated somewhat by the
fact that the inspector observed technologists wearing gloves and lab
ceats while handling radiopharmaceuticals. Therefore, personnel
contamination was unlikely. Further, the unit was used to monitor
packages containing only 1 mCi quantities or less of 1-125, P-32, H-3,
and C-14 for research purposes. Another instrument was used to survey
other incoming packages.

The radiation safety officer stated that all portable survey instruments
had dedicated check sources attached and the technologists had been
instructed how to perform the daily operability checks. She stated that
they overlooked the stationary Texas Nuclear meter because it was
continuously plugged in and no one expected the battery to die. She
stated that meter would not be placed back into service until it was
repaired. As corrective action, she stated that the technologists would
again be instructed in the proper procedure for checking each meter.
Operable survey meters are readily available for use in the nuclear
medicine department.

One violation of NRC requirements was identified.

Materials

10 CFR 35.59(g) requires, in part, that a licensee in possession of a
sealed source or brachytherapy source conduct a quarterly physical
inventory of all such sources in its possession. The RSO stated and a
review of records confirmed that the licensee dia not conduct a physical
inventory of its sealed sources from January 29, 1992 to July 29, 1992,
a period in excess of one calendar gquarter. i

Quarterly inventories of sealed sources is a violation of 10 CFR
35.59(g).

The safety significance of this violation is mitigated by the fact that
the RSC conducts physical inventories every six months rather than
quarterly. A review of the inventory records revealed that al) sealed
sources were inventoried and accounted for on July 29, 1992. The RSO
stated that she was not aware that the inventory was due every quarter
and that now she will perform them quarterly. No sealed sources were
missing or reported as missing,

One violation of NRC requirements was identified.

Radioactive Effluent and Waste Disposal

The inspector observed that the licensee collects used syringes and
needles contaminated with radioactive material into a sharps box stored
behind a lead shield in the hot lab. A licensee representative stated

9
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that when the waste is no longer radioactive, it is then placed into a
second, larger sharps box in the hot lab. When full, the larger box is
surveyed and if no radioactivity is present, the box is transferred and
undergoes biohazard control procedures prior to ultimate disposal.
However, on the day of the inspection, the inspector surveyed the non-
radiocactive large sharps box and discovered that it read 22 millirem per
hour (mr/hr) at the surface. A technologist stated that apparently
someone had erroneously placed radioactive waste into this container.

The acting RS0 stated that the container would be held until it decayed
to background radiation levels beforc it was released.

The acting chief technologist stated that the large box is surveyed
prior to release as waste and he showed the inspector a record which
contained only the dates the sharps buxes were surveyed and released.
However, 10 CFR 35.92(b) requires that a licensee retain for three years
a record of each disposal of byproduct material permitted under 10 CFR
35.92(a), and that the record include the date of the disposal, the date
on which the byproduct material was placed in storage, the radionuclides
disposed, the survey instrument used, tne background dose rate, the dose
rate measured at the surface of each waste container, and the name of
the individual who performed the disposal.

As of November 12, 1992, the licensee’s records of disposal of
contaminated syringes and needles permitted under 10 CFR 35.92(a) did
not include the date on which the byproduct material was placed in
storage, the radionuclides disposed, the survey instrument used, the
background dose rate, and the dose rate measured at the surface of each
waste container. gr]g[g to maintain complete rerords is a violation of
10 CFR 35.92(a).

Since the records were incomplete, the inspecter could not verify that
the sharps boxes previously disposed of were not radicacirive. The
individual who reportedly performed the surveys was not available during
the inspection. However, according to statements of personne’
interviewed during the inspection, all waste is surveyed prior ‘o
disposal to ensure it is at background levels before disposal.

The technologists, the acting RSO and the RSO (interviewed by telephone)
stated that they were not aware that the required records wece noi kept.
The acting RSO stated that he would provide training to the
technologists and establish a complete form for recording the survey
results.

One violation of NRC requirements was identified.

Other Areas Inspected

In addition to the areas described in this report, the inspector
reviewed all areas of the radiation safety program including the
radiation safety committee, internal audits, training, instrument
calibrations, radiological protection procedures, possession and use
of radioactive materials, leak tests of sealed sources, receipt and

10
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trensfer of radivective materials, external exposure records,
rudicactive waste disposal, notificaticns and reports,
misadministrations, posting and Tabeling, and transpartstion.

No viclations o7 NRC requirements were identified.

1. Exit Meeting
At the conclusion of the inspection on November 12, 1992, the inspector
met with Lthose individuals identified in Section 1 of this report. A
summary of the areas inspected, the apparent vielations, the NRC
enforcement policy, and the forthcoming letter were discussed as well
as the licensee's proposed corrective actions. Nothing contained in
this report was identified as proprietary by the licensee.

Attachments:

A. V.A. Medical Center Organizational Chart

B. Nuclear Medicine Service Organization Chart
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