In Reply Refer To:
License: 35-07018-02
Docket: 30-10044/89-01

Mercy Health Center
ATIN: David lndouist
Vice President
4300 West Memorial Road
Oklahoma City, Oklahoma 73120-8362

Gentlemen:

This acknowledges receipt of your letter dated Dctober 10, 1989, in response to
our letter and attached Notice of Violation dated September 21, 1989. We have
reviewed your reply and find that additional information is needed.

During our revisw, we noted that you have not fully responded to these ftems
specified on Page £ of the Notice of Yiolation. Specifically, your reply does
not indicate that you heve inftiated policies or procedures that would ensure
that your corrective actions remain effective and thet the violations do not
recur. Consequently, you are required to identify those actions taken to
prevent future recurrence for each of the violations.

Additionally, we would 1ike to clarify our position regarding violations 1(b)
and the requirement to check survey instrument cperability using a dedicated
check source on each day of use. Although the Notice of Violation referenced
the requirement in 10 CFR 35.51, you should be aware that in your license
application dated April 28, 1986, you have specified that you will use the
Model Procedure shown in Appendix D, Section 1 of Regulatory Guide 10.8
(Revisior 1, 1980), for survey instrument calibration. Appendix D of the
aforementioned drcument requires that: (1) survey instruments be checked
against a dedicated reference source before each use and also after each survey
to ensure that the instrument was operational during the survey, (2) after each
maintenance or battery change, and (3) at least quarterly.

It was observed during the inspection that you had performed the reference
check at quarterly intervals during this inspection period. However, the
provision for quarterly checks is intended for those survey inscruments that
are not routinely used in the department and is not meant to exempt you from
performing the check on each day of use. Your review of this proced.re should
clarify any misunderstanding regarding conflict between your license conditions
and the regulations.

We also note that your response to Violation 2(b) addresses the requirement to
perform surveys of areas where radiopharmaceuticals are used, but does not
mention records of these surveys. Your procedure should include documentation
of such surveys as described in Item 17 of your license application dated
April 28, 1986.
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Mercy Health Center .2e

You should provide your response to this office within 10 days of the receipt
of this letter. Should you have any questiuns concerning this matter please
call Linda Kasner at (817) 860-8100.

Sincerely,
Original Signed Ay,
LAWRENCE A, YANDELLL

\6*&. Bi11) Beach, Director
Division of Radiation Safety
and Safequards

¢!
Oklahoma Radiation Control frogram Oirector
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10 CFR 35.92(b) regquires, in part, that records of each disposal of

TeEna s Heckl

e decayed waste permitted under paragraph (a) of that sectfon must include
e the dose rate measured at the surface of each waste container,

Bl Contrary to the above, the licensee had failed to include the surface dose
N rate of waste containers measured prior to disposal on the required
— .. TecOrd,
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2l __ 10 CFR 35.51(a) requires that a licensee shall calipru®e all survey
| instruments annually and following repair of the instrumen®  This shall
e {nclude: (1) calibration of al) scales with readings up to 000 millirem
4 per hour with a radiation source; (2) two separate readings on each scele
&3 that must be calibrated; and (3) determination of the apparent exposure
g " rate fron ¢ cedicated check source, as determined at the time of
calibration, anc the noting of the exposure rate and date of calibration
on the survey instrument. 35 51(c) requires the 1fcensee to check each
survey meter for proper operation with the dedicated check source each day

of use.
a. Contrary to the above, the licensee had failec to ca'ibrate *wo

Ludlum Model 5 survey instruments (Serisl Nos. 27077 ena 27093) »t
two points wa eech scele that requirew ceiibration.
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b, Contrary tr the above, the 'fcensee had failed to deternine and
nroperly nete on the instrunent the appirent exposure reading for &
dedicated cesfur13) cealed source that was used to check survey o

frssrument operadility.

Contrary to the above, the lice a2 had failed to perfora an &
operability check on two Ludium Model 5 survey instruments (Serial
Nos. 27072 and 27093) as reguired or eech day of .se. -
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12} " Congition 16 requires, in part, that licensed material be possessed and
1 . used in accorgance with statements, representations, and procedures
_ contained in an asplication cated April 28, 1986,
- § 4
= B Jtem 17 of the application specifies that waste storape, elution, 1
. preparation, and injection areas will be surveyed weekly. This e
— survey will include measurement of ambient exposure rates with @ J__
N Ty srvey meter and wipe tests to measure contamination levels. +_
e Contrary to the sbove, during the period from the date when the 44
b, 1{cense was amended to incorporate tne above noted applicetion in !
" 1986, unti] the date of the inspection, the )icensee had performed +-1
.. weekly wipe tesus in the required areas but had failed to measure ad
v ¥ the anbient evposure rates. J
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Condition 16 requires, in part, that licensed materia) be possessed and

L used in sccordance with statements, representations, and procedures
s | contained in an application dated Apri) 28, 1886.

e Wy Item 14(4) of the application specifies that incoming unit dose
rediopharmacevticals received from a local radiopharaacy will be

S surveyed the day of receipt and prior to use. This survey will

include & measurement of the surface exposure rate (expressed in

L L il

i

r~.-

R mr/hr) and & wipe test of the outer package and source container

3 (expressed in dpm), and records of such surveys will be maintained.

| Contrary to the above, during the period from the date when the

N license was amended to incorporste the above noted application in
—— 1986, unti] the day of the inspecticn, the iicensee had failed to
a3 perforw the reguired 1ncoming packege surveyte for ‘htae

13 vagioptarwacevticals routtnely received from the vadicpharmacy. The
— 1icensse had relice on and msintei i d roucords nf surveys serformed by

' the radicprarmacy prior Lo transportation and receipt of the

" material.
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RADIAYION ONCOLOGY
Sctober 10, 1889

William L. Fisher, Chief

Nuclear Moterials Safety Branch
U.8. Nuclesr Regulatory Commission
Region 1V

611 Ryan Plaza Drive, Suite 1000
arlington, Texas 76011

RE: License: 35-07018-02
Docket: 30-10044189-01

Dear Mr. Fisher:

Thia ix in response to your Nitice of Violations dated September 21ist, 1989,
resulting from (he urrennounced radietion safety inspection conducted by Ms. L.
¥rancr on Soptember fth and 8th, 1689,

1.8) The two Ludluw Model 6 (Serial Nos. 27072 and 27083) survey instruments
are calibreice sccording to 10CFR 35,51 (s.) @t 2 puints on & sceles
reagirg from X 0.1 to ¥ 190 wR/kr. The X 1000 wR/hr scele hes a vange
wp ‘e & R/kr.  Thiz scele ie celibrated at one point, 500 mR/l.
Calibreting & second point at approximetely 1.6 {/hr according to wur
NRC aporeved procedure iv dewmed & polential hazard vrder our ALARA
personne . sxposure levels. Any nse of this insirument at thia exposure
rate level would be by remote coutrol, for which this instrument is not
suited. In order to be in compliance with 10CFR 35.%1 (a4), both
instruments will be calibrated ir the future by the manufacturer in crder
to obtain the one high exposure rete celibretion point missing from our
records. Full compliunce will be achieved upon return of both instruments
from the manufacturer for its annual calibretion,

b) An exposure reeding from a dedicated cesium-137 sealed source is made
and recorded at the time of annual calibration and quarterly. This is
in compliance with the terms of our current license conditions. Recent
regulatory changes state that this reading elso be conspicuously displayed
on the instrument. We have corrected this situation to comply with your
interpretation of the conflict between our current license conditions and
more recent regulatory changes. The exposure rate readings with the check
source in specific geometry relative to tae detector has been posted on
both Ludlum Model 5 (Serial nos. 27072 and 27083) survey instruments.
Full compliance has been achieved.

¢) An operatioral check of both Ludlum Model 5 (Serial Nos. 27072 and
27093) survey instruments with the dedicated check source will be
performed each day of use. This is & visual oper+ . onal check only
and no records will be kept of these readings. Ful! _ompliance has
been achieved.

2. a) Item 14 (4) of our current license application specifies that unit
dose vials received from & local radiopharmacy will be surveyed the
day of receipt and before use, and that records of such surveys will

IC-89-40L0 —*‘g;ﬂﬁﬂéi@f?‘f’ }PF re0?
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Jf you have any otaer quev.ions, please .et we know.
‘s, Kasne: on this irspe tion. We spprec:ate ner professiorsl spprosch anc her
We feei her suggestions will heip us continue to improve our
quality control efforts in our byproduct material progrem.

thorough veview,
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be maintained. Our intent in using this specific wording was to
satisfy this condition with surveys performed by the local redio-
pharmacy on the day of receipt and before use of each unit dose
vial. Records of these surveys are in our files as required, Since
this was not & NRC recommended procedure, but one where we proposed
our own unigue wording for a license condition, we felt secure that
NRC spproval ensured compliance with 10CFR 20.205. Since the NRC
interpretation of Item 14 (4) is different than the author, we will
make the appropriate adjustments to ensure compliance. We will
perform the required surveys on incoming packages containing unit
dose vials on the day of receipt and before use, and maintain records
of these surveys. Full compliance has been achieved.

Weekly smbient exposure rate measurements with & survey meter of
waste storage, elution, preparation and injection areas have
been added to our weekly wipe tests of ‘hese sawe srees, Full
compliance has boen ach. :ved.

Surface cxprrure rate meosurements of each waste container of decuyed
werte permitted urder JOCFR 35,92 will be recordes on our dispossl
form i the past, these measurements had been made to justify
disposal, but they had rot been recorded. This has been corrected
and feli complience hes hesn achisved.

redundant review c¢i our program is apprecieted.

oc!

David Rogers, M.D., RSO
A.P. Turner, Ph.D., Medical Physicist
Dee Tucker, R.T., Radiology Manager

1t #as a p'easure working wi &

Your unannounced
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In Reply Refer To:
License: 35-07018-02
Docket: 30-10044/89-01

Mercy Mealth Center
ATIN: Gary Blan

President and C.E.0.
4300 West Memoria) Road
Oklahoma City, Oklahoma 73120

Gentlemen:

This refers to the routine, unannounced radiation safety inspection conducted
by Ms. L. Kasner of this office on September 6 and 8, 1989, of the activities
authorized by NRC Byproduct Material License 35-07018-02, and tu the discussion
of our findings held by the inspector with members of your staff at the
conclusion of the inspection.

The inspection was an examination of the activities conducted under the license

as they relate to ragiation safety and to compliance with the Commission's
rules and regulatiuns and the conditions of the license. The inspection
ronsisted of selective examinations of procedures and representative records,
:ntorvivws o1 personnel, independent measurements, and observatians by the
nipector.

During the inspectian, the nspector also reviewed the organizetion of the
auclear medicine deportment anu the effscitvecess of the Radiation Safety
Commictee (KSC) and the Radiation :afety Dfficer (RS0) in managing the varicus
aspscts of your radiation safety program. The inspector olserved that these
intividuals appeared to function well ir their respective veles and gererally
directed program avdits that adequately identified and corrected petentia’
safety problems. Mowev:r, as reviewed with nembers of your staff during the
inspecticn, the inspector observed that you nave designated many of the RSO's
Auties to be performed by your consulting medical physicist. Although the
performance of these tasks may be designated to another individual and
subsequently reviewed by the RSO, it must be emphasized that the RSO is
responsible for the overall effectiveness and compliance of the radiation
safety program with the Commission's rules and regulations and the conditions
of your license.

During this inspection, certain of {our activities were found not to be
conducted in full compliance with NRC requirements. Consequently, {ou are
required to respond to this matter in vrit1n?. in accordance with the
provisions of Section 2.201 of the NRC's "Rules of Prectice," Part 2, Title 10,
Code of Federal Regulations. Your response should be based cn the specifics
contained in the Notice of Violation enclosed with this letter.

;A
nv:»usa?[( C: NMISML C: NMSB ' I~
LLKasner: jt CLCain #}Fishor
9 20/89 Y20 /89 /55789

, .07
‘ ,Dqt"ﬁ') s
od 2pp

&



Mercy Mealth Center o &

During the inspector's discussion with your staff at the conclusion of the
inspection, the inspector reviewed the provisions of the revised 10 CFR Part 35
(effective Apri) 1987), including § 35.999. Specifically, the inspector
reviewed with your staff members that the purpose of this regulation is to
provide resolution to points of conflict between license conditions authorized
prior to April 1987, when the revised Part 35 became effective, and the
regulations. This regulation is not intended to exempt licensees from the
requirements of the regulations, but is meant only to resolve specific areas of
conflict. You should be advised that we have given carefu) consideration to
those items noted in the enclosed Notice of Violation to assure that the noted
violations of 10 CFR Part 35 (as revised in April 1887) do not conflict with
the conditions of your NRC Materials License or commitments made in your
license application,

The response directed by this letter and the accompanying Notice is not subject
to the clearance procedures of the Office of Management and Budget as required
by the Paperwork Reduction Act of 1980, PL 96-511.

Shoulv you have any auestions cocerning this letter, we will be pleaseo to
discuss them wivh yuu.

Sincerely,
Origing! €'gnsd By:
Wiillam L. Figher

William L. Fisne, Chief
Nuclear Materials Sifaty Branch

Enclozurse:
Appendix - Notice of Violation

cc:
Oklahoma Radistion Control Program Director

bee:

DMB - Original (1E-07)
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APPEND]X

NOTICE OF VIOLATION

Mercy Health Center Docket: 30-10044/89-01
Oklahoma City, Oklahoma License: 35-07018-02

During an NRC inspection conducted on September 6 and 8, 1989, violations of
NRC requirements were identified. In accordance with the "Genera) Statement of
Policy and Procedure for NRC Enforcement Actions,” 10 CFR Part 2, Appendix C
(1989) (Enforcement Policy), the violations are listed below:

1. 10 CFR 35.51(a) requires that a licensee shall calibrate all survey
instruments annually and following repair of the instrument. This sha))
include: (1) calibration of all scales with readings up to 1000 millirem
per hour with a radiation source; (2) two separate readings on each scale
that must be calibrated; and (3) determination of the apparent exposure
rate from a dedicated check source, ay determined at the time of
calibration, and the noting of the exposure rate and date of calibration
on the survey instrument. 35.51(c) requires the licensee to check each
survey meter for proper operation with the dedicated check source each day
of use.

8. Cuntrary to the above, the license? had fa‘led to calibrate two
Ludium Model 5 survey instruments (Serial Nos. 27072 end 27783) at
two points on eech 2cale cvhat required ciibration,

p. Contra. . to the abeve, the 1.censee nhad Tailed to determine and
preperiy note on the instrument the apparent gxposure reading for a
dediciled cesium-137 sealed source that was used to check survey
fretrument vperab, ity

¢. Contrary to the above, the licensee had failed to perform an
opt: .Hility check on two Ludium Modei & survey instruments (Serial
Nos. 27072 and 27093) as required for each day of use.

This is a Severity Level IV problem. (Supplement VI)

2. Condition 16 requires, in part, that licensed material be possessed and
used in accordance with statements, representations, and procedures
contained in an application dated April 28, 1986.

a. Item 14(4) of the application specifies that incoming unit dose
radiopharmaceuticals received from a local radiopharmacy will be
surveyed the day of receipt and prior to use. This survey will
include a measurement of the surface exposure rate (expressed in
mR/hr) and a wipe test of the outer package and source container
(expressed in dpm), and records of such surveys will be maintained.

Contrary to the above, during the period from the date when the

license was amended to incorporate the above noted application in
1986, until the day of the inspection, the licensee had failed to

j~{\4“15 C!.’a)a>
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perferm the required incoming pccko?e surveys for those
radiopharmaceuticals routinely received from the rediopharmacy. The
licen ee had relied on and maintained records of surveys performed by
the r:d:opharnacy prior to transportation and receipt of the
material,

This is a Severity Level IV violation. (Supplement V1)

Item 17 of the #pplication specifies that waste storage, elution,
preparation, and injection areas will be surveyed weekly. This
survey will include measurement of ambient exposure rates with a
survey meter and wipe tests to measure contamination levels.

Contrary to the above, during the period from the date when the
license was amended to incorporate the above noted application in
1986, unti) the date of the inspection, the licensee had performed
weekly wipe tests in the required areas but had fziled to measure
the ambient exposure rates.

This is & Severity Level IV violation. (Supplément VI)

10 UFR 25.82(b) requires, in part, that records o! each disposa’ of
decayed waste peraitted under puregraph (o) of that section must 1nilude
the dofe rate measured ot the surface of each waste container,

Contrary to the above, .he licensee ha fatled to frs ude Lre surface dose
rate of waste cuntainery measured prior to disp.sal o) the required
record.

This is a Severity Leve! V vio'ation. (Svop wmest Vi)

Pursuvant to the provisions of ) CFR 2.201, Merry Health Center is hereb,
required to submit to this office, within 30 days of the cate of the letter
transmitting this Noticr, & written statement or explanation in reply,
including for each violation: (1) the reason for the violation if admitted,
(2) the corrective steps which have been taken and the results achieved,

(3) the corrective steps which will Le taken to avoid further violations, and
(4) the date when full compliance will be achieved. Where good cause is shown,
consideration will be given to extending the response time.

Dated at Arlington, Texas,

this

21st  day of  September 1989



