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August,11, 1989-
,

i

Mri A.B. Beach '

Director-
Division of Radiation Safety

and Safeguards
:611 Ryan Plaza Drive, Suite 1000
' Arlington, Texas 76011P

Dear Mr. Beach -

s.

In response to you letter dated July 13, 1989, regarding.the
'Sune 26 Enforcement Conference held at the Rogion IV Office,_I.
describe below some corrective measures which we have taken in
respect.to Nuclear Pharmacy at-the University of Oklahoma Health
1 Sciences Center.

We have just completed a three-day detailed audit of the
entire Radiation - Safety ' Program. I askedLour Radiation Safetyc

. Committee to suggest names of persons who were best qualified to
conduct such-a. comprehensive audit, and have engaged their first
choice, Mr.-Thomas Pitchford'of the University of Missouri.- Mr.
Pitchford will. report his flndings and recommendations in written
form to me, and I' will forward a copy of the external audit
report to your office. In addition, to address the . issue- of
-labeling radiopharmaceuticals, the product labels' for the
dispensed products are being hand corrected until new printed
labels become available.

I'have reviewed the Enforcement Conference Summary and note
there are two statements that should be corrected. It is stated
in the fourth paragraph that " management of the nuclear pharmacy
radiation safety had been left to the pharmacy director". This
statement is not correct, and should be amended to read, " day to
day management of the nuclear pharmacy radiation safety program
had: been left to the pharmacy director. " Also, on page 2 the
last sentence states "The RSO further stated he did not routinely
.vi. sit the pharmacy during these iudits". This statement should
be' corrected to read "The RSO stated that he did routinely visit
the pharmacy during these audits." I would appreciate the
' insertion of these clarifications and corrections.
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Dr. Ahluwalia has now developed'an extensive list of' items
.

to be included in the monthly eudit of the Nuclear Phatmacy
y program. In addition, we- have developed a preliminary job
' description for.the new position of Assistant Radiation Safety <

officer. .The audit list and the preliminary job description.are
| attached.

information, please feel free toIf I'may provide further
contact me. /

Sinc /|
erely,'

C ayton Rich, M.D.
Provost

/sm

Attachments

cc: Thomas Godkins, M.P.H., Assistant.to the Provost

|- Bhagwat Ahluwalia, Ph.D., Radiation Safety Officer~
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NUCLEAR PHARMACY AUDIT GECKLIST--

ACTIVITIES: IN CIMPLTANCE: .YES '10

|n ts.A>u vmn1AllaN

a Rm 139C East
b Rm 139C West
c Rm 139D
d Rm 139 HOT [

H000 UrumBLE 1EVEL INDICA 1UK

a Rm 139C East
b -Rm 139C West
c Rm 139D '

d Rm 139 ICT
-

,

'~
UJ1b1LE XtLL.1V1NGi,

CINIAINER, IDCK

DibFt;N51NG Aunvrnis
a SYRINGE SHIEID
b GIDVES
C IABCDA15
d IDOD & ukums

GUEHA'IOR F2unuN FEDLtMUKts

SUKVEY Mnut Cald12%Tlm DATE
a PACKAGE RECEIVDU
b CUIGOING PACKAGE SURVEY Mulut
c OIHER SURVEY METERS
d CHECK SOURCES
e

UU1W1NG FAQsAGt, ONIAINE Ctu.LtdlST

a CONTAINER IAE1.TNG ' (35.60) .
b CONTAINER SURVEY.
c CONIAINER SHIPPDL FAutaci. ~'

.d SHIPPDG PAPERS FOR RDIURtID nu:5.
*e

CAR TKUIE
Ed.OCKIIG, PACKING & BRACING

~~~Mt;1AL BOXFS wnH FOAM IN CAR TKUNK
"NCrr IN PASSD4GER CIEPARIMDff"

SURVEY: UU1W ING PAChAGLS

Kf IME 11Mt; UF UlbFAIUi
--~

MARKING OF "TRANSPORP D4DEX"

M>KKERS WLAR BADUtd ATFKuds BADGE
-

uty noURS REctJVING PRO h Kts

HA5Tt. CUNTAUERS

Kt2KLW281UK5

OOMMENTS:
_

BA/KU-1989
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APPROVED USER PRATICES: IN CM PLIANCE: YES- NO"

Ubt OF UNAUATSJK1bw M
,

USE OR slut <6 OF M IN UNKtsixlt:rw AKtA

.RPI kMJV1 LEU 'IU UNALTI11UK15w FIAFF
.t.

_.12<t25CENW OF AUIWJK15w UdtX

POSTING:

F0bTANG OF RADIhr1VE FRrt.KIAL SIGNS

NRC rutfl 3

Nur1CE 'IU MPIDYt.t25 (Reg. Part 19, 20 etc.)
~

FADIATI W AHLA SIGN

Dit.ttatNCY ttLA2aAJKts
-

RS FRNUAL, NRC Part 10, imA,ixts
1

[' TEST:

DOSE CALTBRATCR #1
ACCUPACY
DAILY CONS 1ANCY

DOSL CALinHar.a< 92
ACCURACY
DAILY CONNAANCY

AMLA SURVEY
RECEIVING AREA
WORK BENCH
SINK
DISPr:Nb1NG HDDD
DISTRIBlfflON AKtA
GENEPATOR AREA,

'

STORAGE AREA
WASTE CONTAIIWRS
OTHER AREA

_

CCHMDCS:
.-

*

avtu-1989
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PAGE 'IHREE OF 'IHREE
-

. ,

'

,. KtuaKUS IN CrHPLIANCE: YES 10 '
1 -.
I

STALED SOURCE WIFE RFLUMUS
"

UDSE CAI.dtkW1ud #1
f.RILY CO!GINICY
QUARIERLY LDEARnY ~

HIGH RANGE IIM RANGE

DJSE CALusW1UK #2
DAILY CONSINiCY
QUARIERIll LINEAKnY
HIGH RANGE IIF RANGE

RADIOACTIVE WAsit; DISIosAL Iu.Luus

i IJul.x Ktsulas: Mo99
1

. REI t.1F1' KtA.UHl.S
t

l
o IWCIEAR FMARM Kt1Alw MISAlliE41bnWHONS
1
1

UniluttunUN KtAu(LS

uxutR AFF10/AL RELUKL6

DAILY IEX24 UURVEY KtuRU.S
WEEKLY WIPE TEST RECORDS

FtMSONNEL DGOSUKt; RfDJKLS

FKLV1UUS ESO lIcytL: NUN Kt1UK1

BlO ASSAY RELUKUS

OfY HOURS RELL1VIIU FILuKLs

51AtY YdAlHLIG

ALL 11tMS IN GhPLIANCt;:' Yis NO

utr1CIENNm IN PREVIOUS AUDIT? YES 10
~wxKtA;1wl YES NO

CXIEENIS:

1

PERSal3 RECEIVING COPY OF Ktauxt:

AUDI'IOR:
1

RSO REVIEhi M7D CI2EERIS: I
I

I
l
l

i
i

LW/K1"1989

i
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LIniversity ofOkfahoma
' of(afwma Cig? Campus-Healtfi Sciatca Caster

DEPARTMENT oF RADIOLOGICAL SCIENCES
College of Medicine

- MEMORANDUM

TO: Eugene Patterson, Ph.D.
Chairman
Radiation Safety Committee

FROM: B. Wally Ahluwalia, Ph.D.
Director, Office of Radiation Safe

,

' DATE:- July 31, 1989

SUBJECT: OFFICE OF RADIATION ShFETY PERSONNEL AND TENTATIVE'
SCHEDULE ASSISGNMENT OF ASSISTANT TO RSO

The following lists the staff of the Office of Radiation
Safety.- This includes the proposed additional' position of

- Assistant RSO.

Radiation Safety Officer
-Assistant to the Radiation Sai'aty Officer
Radiation Safety Assistant
Radiation Safety' Secretary
Medical Physics Assistant (Student 0.5 FTE)
. Medical Physics Assistant (Student O.5 FTE)

The following is an outline of the job description for the
new position of Assistant Radiation' Safety Officer.

a. Semi annual audit of all OUHSC Minilicenses,
b. Monthly audit of Nuclear Pharmacy Medical Distribution

license activities.
c. Receipt audits of Nuclear Pharmacy.
d. Monthly preparation of papers for RSC (with input from

RSO).
e. To assist Campus RSO in audit of Nuclear Medicine at

OMH, OCMH, Therapy, Clinical Lab and etc.
f. Final inspection and clearance of all areas released

from radioactive material activity.
g. Patient room survey.
h. Assistance to RSO.
i. Ancillary staff teaching.
j. Overall-responsibility of all OUHSC licenses in the

absence of RSO from canpus.

- /db

Post office Box 26901 oklahoma Memor:al Hospitet, Room 35X oklahome city, oklahoma 73190 AC (405) 271-5125
,

u_._. _ __ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ . _ _ _ _ _ . _
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'# ''# - UNITED STATES -
'

:' \ NUCLEAR REGULATORY COMMISSION'

.

i REGION IV

f 611 RYAN Pt.AZA DRIVE Sul1E 1000g,,,
ARLINGTON. TEXAS 760119,, ,,

fff|['IIn Reply Refer To:
f'[\. " k '

License: 35-03176-04MD
Docket: 30-12750/89-02 ,[[g[13jggo N

*
EA: 89-128

' University of Oklahoma POVOSPS OFFICE
Health' Sciences Center
ATTN: Clayton Rich, M.D. g< < <

Provost and Vice President g
for Health Sciences <

<
'P.O. Box 26901 JUI 181989'

Oklahoma City, Oklahoma 73190

ASSISTANTDear Dr. Rich: TO THE PROVOST
This refers to the Enforcement Conference held at Region IV's request in the
Region IV office on June 26, 1989. This meeting related to activities
authorized by NRC License No. 35-03176-04MD. ,

The subjects discussed at the meeting are described in the enclosed Enforcement
Conference Summary. I feel the Enforcement Conference to have been beneficial
for both your staff as well as NRC and appreciate your attendance and candor

; during the conference discussion. As indicated in the Summary, we have vet to
notify you of the enforcement action to be taken.

This letter also acknowledges receipt of.your letters' dated June 23 and 30,
1989. I have forwarded your response to the Notice of Violation issued on
June 15, 1989, for technical review. You will receive separate correspondence
regarding your response and proposed corrective actions. I am pleased to note
that you are proceeding with an independent audit of your radiation safety
program. Please be advised that your review of the audit might suggest'

significant program changes that may require license amendment. These should
be appropriately submitted for NRC review prior to implementation.

In response to your comment regarding the inspection record of the University's
other licensed programs, I wish to emphasize two points, first, the lack of
significant findings during the inspection of your other programs does not
change NRC's opinion that manegement of your radiation safety program deserves
careful review. 3econdly, NRC does not expect licensees to rely on inspector
identification of items of noncompliance or safety issues. We expect and
encourage our licensees to develop programs that will provide objective
esaluation of potertial problem areas and initiate prompt corrective action.

In accordance with Section 2.790 of the NRC's " Rules of Practice," Part 2,
Title 10, Code of Federal Regulations, a copy of this letter will be placed in
the NRC's Publ1c Document Roca.

.
d)$C

E
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Should you have any. questions concerning.this m'atter we_will be pleased.to.
. ~

.

' discuss _them with you.

Sine rely.

| :, >; Q
, . . , . ,_ |

*
" '

,

V. lua, '. - fj
M r B. Beach, N ector

.-

. Division'of. Radiation' Safety'

.and Safeguards

'Enclosufe:
> Enforcement Conference Sunmary.n

~ w/ Attachment-

cc w/enclosbre:
' '

-

Oklahoma.: Radiation' Control Program Director .
,

.
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APPENDIX

ENFORCEMENT CONFERENCE SUMMARY

Licensee: University of Oklahoma
Health Sciences Center

License No.: 35-03176-04MD

Docket: 30-12750

h SUEJECT: ENFORCEMENT CONFERENCE TO DISCUSS NRC FINDINGS

On June'26, 1989, representatives of the University of Oklahoma Health. Sciences
Center (UGHSC) met with NRC personnel in the Region IV office to discuss
apparent violations of NRC requirements as observed during an inspection
conducted at the UOHSC nuclear pharmacy. The discussion included review of
those corrective actions proposed or taken by the licen.see as a result of the
inspection.

*

The NRC staff presentation focused on those violations related to the
M manufacture and distribution of capsules containing iodine-131 that were not
W approved for human use by medical licensees, the inappropriate labeling of
h radiopharmaceuticals dispensed from the nuclear pharmacy, the inoperability and

g% lack of charcoal filters in fume hoods used to process volatile liquid
iodine-131, and the Radiation Safety Officer's (RS0) and Radiation Safety
Committee's (RSC) management of the licensee's program,y

b# The licensee reviewed those corrective actions which have been implemented,
4 including restructuring the reporting responsibilities of the RSO within the !

managem'ent organization, expanding the RSO's staff, and the use of leaded glass j
'

# vial shields to prevent future errors that the licensee identified as the root
, cause of a mislabeling incident resulting in seven diagnostic

misadministration at customer hospitals. The licensee has terminated the^
'

manufacture of iodine-131, capsules and noted that they are working on an
amendment request for this activity to be submitted for NRC review. The
licensee reported that they had not taken action to correct a violation related
to a distribution _ sta_tement printed on labels of products dispensed
pharmacy.

The licensee then reviewed the R50's management of the radiation safety program
as related to the nuclear pharmacy. The RSO stated that, due to the variety of
activities conducted under the University's broad license and the number of
ir,dividuals involved in the program, management of the nuclear pharmacy
radiation safety program had been left to the pharmacy director. The RSO
explained that, although~ internal audits were performed at weekly or sc.miannual

' intervals, the sudit did not include an evaluation of activities conducted
within the pharmacy. The audits focused on monitoring byproduct material

ceipt and disposal without attention to its use or application. The RSO
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further stated that he did outinely visit the pharmacy during these audits
and that he had been unawe.re of the use of'two fume hoods to store, label, and
compound radiotodine. The licensee plans to add an additional full-time
employee t6 the RSO's staff but could not confirm how the additional staff

; r. ember would impact the nuclear pharmacy's. radiation safety program. The NRC
. staff expressed their concern that management functions of the RSC and RSO had
been inappropriately delegated to other individuals and that significant areas

| of the nuclear pharmacy program were not being properly evaluated. The NRC
l' staff emphasized the need for the licensee to review the conditions of the

license and to adequately evaluate the activities conducted in their programs
to ensure that all are authorized under the license. During the conference the-
Provost expressed his concern regarding the significance of these deficiencies
and proposed conducting an independent audit of the program by outside
consultant.

The NRC staff explained that a decision would be made as to the appropriate
enforcement action and that the licensee would be notified.

gx
Linda L. Kasner
Hea'.th Physicist-

Attachment:
Attendance List

'

.
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I ATTACHMENT
'

|t -

P , : Enforcement' Conference Attendance List"

L'. 10niversity'of Oklahoma Health. Sciences Center

Arlington,-Texas

June 26,:1989~

University lof Oklahoma Health ~ Sciences Center

- Clayton Rich, M.D., Provost and Vice President, Health Sciences
~

-; Tom Godkins, Assistant to the Provost for Administrative Affairs
Victor Yanchick .Ph.D. , Dean, College of Pharmacy

.

,

' . Stanley Mills, Ph.D.,L Director, Nuclear Pharmacy
Bhagwat' Ahluwalia, Ph.D. , Radiation Safety Officer

Nuclear Regulatory Commission, Washington, D.C.
'

.

D. B. Howe, Nuclear. Materials Safety- and- Safeguards
'

J. R.- De1 Medico 0ffice of Enforcement.

Nuclear Regulatory Commission, Arlington, Texas -

'A. BJ Beach, Director,. Division of Radiation Safety and Safeguards.
W. L. Fisher, Chief, Nuclear. Materials Safety Branch
C. L. Cain,' Chief, Nuclear Materia'is Inspection Section

'D.. A. . Powers, Chief, Nuclear Materials Licensing Section
G; F. ~Sanborn, Enforcement Officer-
W, L. Holley, Radiation ~ Specialist
L.~L. Kasner, Health Physicist;

-
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