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REGION IV,

TECHNICAL INSPECTION BRANCH
DRAFT INSPECTION REPORT

Licensee: cl+v of Faith Medical & Research Center Report: 8201

8181 South Lewis, P.O. Box 3600 License: y_icoon_n1

Tuisa, OK 74136 Category / Priority: n iv

Licensee Contact: Phti procsnr. Aset. Administrator Telephone No.:918-493-1000 '
John Q. Knochel, M.D., RSO

Inspection At: Tulsa, Oklahoma

Previous Inspection Dates: N/A Findings : tuA

Current Inspection Dates: March 15 & 16, 1982 Type Inspection: Inital j
unannour,ced

.

Inspection Findinas

n No violations, clear 591 issued
M Violations, Appendix A or equivalent attached
('] Violations , 591 issued
FT1 Regional Office Letter
n Action on Previous inspection findings, Appendix B attached

,

Recomendations

t

I 1 Change category to:
;

I 1 Change Priority to: '

Q Change next inspection Date to: March 1985
{m Inspectors coments/ supplemental information, Appendix C '

,

Persons Contacted
John Q. Knochel, M.D., RSO

!

Bill Luttrell, Chief Adm. Officer Carol Bose, Chief of Security

Phil Prosser, Asst. Adm. Dan Simmons, Director of Envr. Ser.

Chie[tf.M.!. Margret Kennedy, Coordinator ofDa T

Chr\sCrandpi .[.,' . Administrative Functions for Nu r sing
'

)}f'digionSpecialist (>f g|11| !

~

, -
,

Inspector: Ja Eli ~ 1 ten, & C. A. Hooker, Red. Spec..

Approved: / d ku
- . -. - _ _ -- ., - _ _ _ - _



' s s
. .

,

e
' ItGPE."TIO4 F.AT IWc5 E20. tap 2 of

7s7::s - netical

AREAS INsPE'. L A*O FI!CIN35.

Licensee: City of Faith Med A Pns (' t r License no:3 r, _1 o o o o _ n 3 Amenc e . no:

INSPECTION ITEMS CRITERIA FINDING

ok1. Orcani:ation

Structure of organization as described in Lic Cond 17 Per Application
recuirements?

Radioisotope Committee
(a) documented meeting minutes? Yes
(b) Meetings quarterly? Yes Radioisope Comerittee
NOTES & REMARKS:

Phil Prosser, J.Q. Knochel, M.D., Margret Kennedy, R.f.
David Leech, Chief N.M.T.

..

2. Licensee internal audits Lic Cond 17 ViofatIon

Scope and frecuency of audits as recuired? No

Conducted by appropriate persons? Records No
maintained? Reviewed by management?

Deficiencies identified & corrected? No ,

ALARA program? Out I i ned in application but not foflowed.

NOTES & REMARKS:

All applicable audits required are ALARA. Quarterly report not a va i l a t le
of personnel evoosures.

VioIatIon3. Training and oualification of oersonnel Lic Cond 17

Training & retraining conducted as recuired? No
-

Written & oral exams conoucted? Examination gfg
,results reviewed by canagement?
Instructions to workers per 19.12? No 19.12 N.M. Tech. not aware of having

been trained in this area.
Refresher Training? N/ A

f

NOTES & REMARKS:

Interviews conducted by the inspectors illustrate the lack of training i

and required instruction of 10 CRF 19.12 for Nursing and Housekeeping.

4. Radiatien erotection orecedures_ lic Cond 17 nL

Procedures available and imole. tented? Identify ,

radicpharmaceutical and dose (s)? Cover
handling of patients receiving therapeutic i
doses? Cover hancling of cadavers? t

,

!
Emergency procedures for ss1115. etc? j
Personnel uncerstanc procecares7

t
, *

#cTIS a AnuRx5s' .

!

Radiation protection procedures and Emergency procedures are ava i l a b l e
but not widely circulated. Questionable as to personnel understanding.

.

I
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INSPECT!04 RE: RT PLP2ER

c;n. .

7s7:cs - red ca:

AREAS INSPE.7D A*C FlfCING3

.

Licensee: C i t y of Faith Med 7 Pne t' t r License no: TF tooo0 6, A eac ent no
,

INSPECTION ITEM CRITERIA FINDIhG

.

5. Use of materials Lic Cond 6-8 y,,,,+1on

Procurement and use as required? " Unit dose from supplier

Special tests (moly breakthrougn, leak tests, N/A
<

etc) required?
Dese calibration checks cer#en-ed? No See item 24

Posting & labeling as required? No 20.203, 20.204(b) Nuclear Medicine
Hot Lab not posted

Approved radiopharmaceuticals? Yes 35.14(b) signs.

Possession limits? Unit dosgr-90 Eye Applicator
.

NOTE 5'& REMARKS:
~

** See inspectors notes

Vfoletion6. Storace of materials

Material secured in both restricted and No 2d.207 No locks on the temporary a

unrestricted arees? Adecuately? N.M. hot lab. :

No direct control of area.ya , gw,

7. Facilities Lic Cond 17 VIoIatIon*

As described in lic cond or application? No No locks on scanning rooms in

Any changes made? Adequacy? whIch Xe-133 is used.

som a um, Ventilation system not as de-
' - scribed in application.

Approximately 6 Xe-133 scans done since issue of license.

8. Instruments Lic Cond 17 ok

Survey meters & instruments adecuate for
program? Yes

Instruments & meters coerable? Calibrated? Yes
Calibration accouate? Every 12 months?

2 point calibration?

NOTES & REMARKS:

Ludium Model 14 C with PR-2048 probe Calibrated 8/3/81
s/n 17253

Victoreen Cuti Pie 740 F Calibrated 4/21/81
s/n 2027

Victoreen out being calibrated by physicist at time of Inspection.

.

_ . - - _ _ _ _ _ _ _ _ _ _ _ _ _ . _
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' 7071Ca - Medica.1

APIAS ItGPEC"D AJO FIFClf435
s

,

Arendment nc:
Licensee: C l t y' of Faith Med 1 Per rtr Lice'ise no: 3e_1egno_n,

s

CRITERIA FINDING
INSPECTION ITDt5

Vin!atIon9. Receiet and transfer of enaterial

Written procedures for pickup, receiving, 20.205

opening packages? Yes
Survey of' packages when received? (DOSE rate) 20.205(c)(1) go
Recores of survey of packages? 20.401(b) No

Transfer of materials proper? Transfer 30.41, 30.51 Yes
.

records maintainec? !
Authorized contairers used? Shicping papers 71.5 Yes
& package latels proper for packages on hano? .

actrs s.A.muucss
,

* I
I

Unit dose from nuclear medicine supplier

,

a

VioIatIon |
10. Penannel orotection - external 1

Personnel monitoring controls adeounte? Yes 20.101, 20.202
Exposures minimi:ed?

Exposure records (NRC-4 or 5) maintained? Yes 20.102(b), 20.401(a) ;

,

Available for emoloyee review? ,

surveys conducted? Acequate? No 20.201 DaiIy radiation surveys of

Records of monitorinfsur'veys? Yes 20.401 N.M. not made in accordance *

'

Levels in unrestricted areas within limits? Ye3 20.1,20.185Ith appiication.
- ,

,

norzs 4 ar. w ucre

Radiation surveys of N.M. made at weekly intervals in conjunction
with contamination surveys.

.

no
11. Personnel orotection - internal

. Airborne concentrations in restricted areas? 20.103 Ok

Espnsures to minors? 20.104 No minors exposed
Posting of airborne radioactivity areas? 20.203(d) N/A
Survey , monitoring adequate for airborne radio- 20.201 Air monitor buiit in to Xe-133
activity, surface contamination? Recores 20.401 deIiyery system,
maintained?

No:LC s PZ.uRJCst

Xe-133 monitor on d e l i v ery s y s t em set to alarm at 2 ricrocuries per liter.

,

e

M M
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7871ot ~ Medical

AREAS IfGPE' .w Ato F!rC!rG5.

Licensee: City of Faith PA e d 1 Per Ctr License no: 3r,-t oc co n1 Ame c ent no:

. 3
CRITERIA FINDING

INSPECTI0ri ITEM

nv
12. Effluent cont *ols. waste disoosal

Release of effluents controlled? 20.106. 20.303.

Waste disposals controlled? 20.301, 20.303. 20.304, 20.305

Procecures, receres maintair.ed? 20.401.1.ic Conc

Surveys made? Ac'ouate? Records? 20.401

Records of d'rposals 30.51(a)

Unit dose st aplied from vendor. All materials are returned to' vendor
for. disposal .

3. _ _

Ok |
13. Notificatices and -?tJrts _ _ __

19.13 ,'To individuals. t/ request .

Overexposures, exce sive levels & concentrations. 20.403, 20.405 None noted
,

incidents.
Personnel exocsures and monitoring, termination 20.407* 20.408 N/A i'

reports. ;

!
Theft or loss of licensed material. 20.402 None'

5
*ncrzt i azwuu:s

t
:
1-

byJoIn+tn,14. Posting of notices

Part 20. license & doctanents, procedures. 19.11(a) No
notice of violations posted?

19.11(c) 'NoNRC-3 posted?
i
,

norrs s AINAJuts ,
,

.

----------------------------------------------------------------------------------
Ok15. Other license conditions

Mo-99 breakthrough

(a) $ 1 uCi/ mci or C 5 uCi/ dose?
(b) records of tests?
(c) written procedures?
(d) records of training?

>

Unit dose. Letter f ro:n nuclear medicine vendor outling Mo-99
breakthrough.

.
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INSP[Uj C.*4 .ET fU3G ,

707102 - Medical
AREAS INSPECTD AfC Fl!C!NG3

' Licensee: C i t y oi Faith' Med A Res Ctr Licer.se no: Tc;_1opop n1 Amencrent noi
,

INSPECTION ITEP.5 CRITERIA FINDING-

16. Confimatory meesure*nts Ok

Unrestricted areas?' Ok Hot Lab .1 mR/h
~

Hot Lab Storage 1.2mR/h
Restr'icted areas? Ok

Xetex 304-A s/n 4982-

Calibrated 2/23/82
'

,

..

A

17. Independent insoection effort
!

- Extra time on all items.
:
,

.

t

. -

.

- .

Ok18. Incidents and events

Any incidents of misaaministrations, 35.41-44 eff. 11/10/80
contamination, etc. not otherwise

n'- covered by reports?
.

None reported since operation began,

,

4

e
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AREAS INSPECIED AND FINDINGS 78710B - Medical

19. Group III ny

elution of generator per manufacturers instructions? 35.14 (b )(4)

Unit doses from vendor ,

20. Group VI 35.14 (b) (5)

Leak tests if 100'uci? N/A

Use per label?
Quarterly inventory?

Unopened?-

,

Source count / survey prior to dismissal?

28. Groups I. II. & III use other than specified on label 35.14 (b)(6)

Chem / physical form N/A
Route of administration

- Dosage range

22. In vitro uses under 31.11? 35.14 (c )_ ok

23. Calibration and reference sources 35.14 (d-f )

Proper types? ok ,

Possession limits? ok
Leak' tests? No Ba-133 7/10/81 Recd 11/11/81 results given in
Use per label? ok Cs-137 6/2/81 cpm.
Quarterly inventory? Not available
Co-57 6.326 millicuries as of o/11/81 s/n CTR-658
Cs-137 766.7 microcuries 6/1/81 3190 9A

88-133 234.5 microcuries 7/19/81 2124MA
24 Calibration of dose calibrator? RG 10.8

, --

violationQuarterly linearity? No

Geometrical variation? No
| Annual accuracy? No
| Daily reference source check? Done-but not in accordance with Reg. Guide 10.8

|
giving a plot of data.

25. ALARA program in accordance with NRC letter of June 16. 1980? y, , ,,

Not done in accordance with license applicatlon tie down condition
reforcing Reg. Guide 10.8.

L



.. . = - . w . _ . - . - . . . - -. a _

* * .- ,.

" Appendly A,

*Po" "N**

tec . e .e er. v .m..u"c * o" * * n . paco a ..s>.s- y ;g 77 g,3 g , g q;. y,',|'d. 3.,
- i i: b_ /Ia "^ ^' ** " * w . r cs ,g.

INSPECTOR'S REPORT N Pl O 1 i a

Of fice of Inspection and Enforcement p D :(g
e , , 3 . . . .

(Continuation) c
'

- a__

l

License _ Condition 17 requires that licensed activities shall be
conducted in accordance with statements, representations, and pro-
cedures. contained in radioactive material license application dated
November 3, 1981,;with Model ALARA Program. The license appilcation
contains a commitment to follow the recommendations of Regulatory
Guide 10.8.

a. Appendix D of the Regulatory Guide requires that the dose calibrator
be tested initially for geometrical variation, quarterly for
linearity and annually for accuracy.

C6ntrary to this requirement, neither geometrical variation,
quarterly linearity or annual accuracy test had been done on
the dose calibrator during the period November 9, 1981 to March
15, 1982.

!-

' b. Appendix D of the Regulatory Guide requires that the dose calibrator
be tested daily for instrument constancy and the results of these |
daily checks be plotted on a graph as specified in Section 2.C.5.

. !
Contrary to this requirement, daily instrument constancy checks '

had not been plotted on a graph during the period November 9, 1981
to March 15, 1982. '

c. Appendix i of the Regulatory Guide requires that all elution, |
preparation, and injection areas will be surveyed daily and
decontaminated if required.

Contrary to this requirement, daily surveys of elution, preparation, |
'

and injection a r eas h a d been made weekly during the period
Noventer'9, 1981 to March 15, 1982.

d. Appendix F of the. Regulatory Guide requires that all packages
containing radioactive material will have the exposure rate
taken atcontact'and at three feet f mm t h e package. i

Contrary to this requirement, the exposure rate had not been taken
at contact and at three feet of any packages containing radioactive
material during the period November 9, 1981 to March 15, 1982.

the Regulat'ry G'ulde requires that the radiation
~

e. Appendix 0 of o
safety officer mase a quarterly review of occupational exposures
to determine that the exposures are ALARA in accordance with ,

Section 6 of this appendix.

Contrary to this requirement, th^s radiation safety officer stated [
that he had not made any quarterly reviews of occupational
exposures as required by Appendix 0 during the period November 9,1981,

to March 15, 1982.
,

,

- .,c , , . ,.,n . . ~ , - - . , , , . . .- . , - . , . , - - . . ,, -.,,.,.n----, - - , , - - , - - - - , - - - - , , - , w.. ,.
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! |NSPECTOR'S REPORT *
, , 3 . , . .c

! (Continuation)
! Office of Inspection and Enforcement ] _ _

c *o~
- .

f. Application section entitled " Facility Diagram" requires,
in part, that the nuclear medicine " hot lab" and the Xe-133
delivtry rooms have lockable doors. *

Contrary to this requirement, NRC inspectors observed that
neIther the nucIear medicine " hot Iab" or the Xe-133 deiivery
rooms had lockable doors on March 15, 1982.

t

! .

i This is a Severity level IV violation (Supplement VI.D.2).

|
,

t
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(Continuation)

Office of Inspection and Enforcement f p' e r>

- .

,

l
i

|
10 CFR 19.11(a) and (b) require that each licensee shall post

current copies of 10 CFR Part 19, 10 CFR Part 20, and the |Icense

or a notice specifying where such documents may be found and

examined.

I
' Contrary to this requirement, neither the required documents nor

a notice were posted on March 15, 1982.
.

; This is a Severity Level V violation (Supplement VI.E).
!
t

i
!

i

!

-.

Se

,

.

_ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _
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Office of Inspection and Enforcement V U' "
, , .

10 CFR 19.11(c) requires that Form NRC-3, " Notice to Employees,"

shall be posted by each licensee whereever individuals work in or

frequent any portion of a restricted area. ,

Contrary to this requirement, such a form was not posted on

f4 arch 15, 1982.

This is a Severity Level V violation (Supplement VI.E).

.
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INSPECTOR'S REPORT

' , a 3 . , e ac-
(Continuation)

Office of Inspection and Enforcement / p [e o[c

1 -

10 CFR 20.203(e) requires, in part, that each area or room in which

licensed radioactive material is used or stoyed and which contains

any radioactive material in amounts exceeding 10 times the quantitles

specified in Appendix C of this Part shall be conspicuously

posted with a sign or signs bearing the radiation caution symbol

and the words:" CAUTION R AD l 0 ACT I V E fA AT ER l A L'.' .

.

Contrary to this requirement, NRC inspectors observed that

" CAUTION RADIOACTIVE MATERIAL" signs were not posted on the doors

to the nuclear medicine hot lab which contained quantities of

radioactive material in excess of the amounts outlined in Appendix

C of Part 20 on March 15, 1982.

This is a Severity Level V violation (Supplement VI.E).

.

h

|*
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10 CFR 35.14(e)(2) requires, in part, that the results of leak test

made of calibration or reference sources containing 100 microcuries

.or more of radioactive byproduct material be'given in units of

microcuries.

Contrary to this requirement, results of leak test made on a 234

microcurie Ba-133 and 266 microcurie Cs-137 sealed calibration
source's were given in counts-per-minute on the November 11, 1981,
leak test report.

This is a Severity Level V violation (Supplement VI.E).

!

:
l

|
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Office of Inspection and Enforcement y ]c ' +o
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10 CFR 35.14(f)(2) requires, in part, that the licensee conduct a

quarterly physical inventory to account for all sealed sources
*

received and possessed.

Contrary to this requirement, a licensee representative stated that

a quarterly physical inventory of sealed sources had not been

condu,cted during the period November 11, 1981 to March 15, 1982.

This is a Severity Level V violation (Supplement VI.E).

.
.

I

a.

,

e

A.____.___.______.__
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APP 90!X C - SUPOLN. ENTNrf !?pJ .... . .
e

Licensee: C i t y of Faith Med & Res Ctr License no:3 5 - 198 9 8 -01

[ ] Uncorrected / repeated noncompliance [ ] Unresolved f tens
( l Unusual occurrence, conditions, etc ft) Inspector's consents

[ ] Basis for change of Category or Priority

The unauthorized Sr-90 applicator problem was followed to verify
that the material was received as stated, placed in storage immediately
as stated, and not used since that receipt date. According to the
information provided by the' licensee and visual observation by the
inspectors all i s. In compilance. They are currently in receipt of
their ammendmoni to possess said material,

it is the strong belief of these. inspectors that more stringent
administration of the nuclear medicine and/or radiation safety
program is required. This is most obvious when looking at the
radiation safey officers lack of understanding of the radiation
safety program.

Seeing as.a broad license is just around the corner for ORU and
City of Faith, careful consideration should be given to examining
both these programs before th'e issuance of such a i l cense. We wou l d
suggest that Clty of Faith,be reinspected in six to nine months
from the date of this inspection.

.
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