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YOUNGSTOWN ASSOCIATES IN RADIOLOGY, INC. .

HITCHCOCK X-RAY * CRESTWOOD X-RAY * GENESIS
7250 WEST BLVD * P O. DOX 3$09 25 N CANFIELD-NILES ACAD
BOAHDMAN. OH 44513 YOUNGSTOWN CH 44515
TELEPHONE (216) 750 6353 TELEPHONE (216) 7934547
FAX (216) 758-3310 F AX (216) 793-7011

[ )
lkrch 9. 1994

United States
Nuclear Regulatory Comassion
Region 111
801 Warrenville Road
L1sle, Illinois 60632-4351
Attn: Roy J. Caniano

Chief, Nuclear Safety Brancn

Dear Mr. Caniano:

Inis letter is in response to the violations we have incurred during our
recent routine safety inspection. We will address each violation and
incluce 1) the reason for each violation, 2) corrective steps that have
been taken ano the results achieved, 3) corrective steps that will be
taken to avoid further violations and 4) date when full compliance will
be met.

We w111 review our entire nuclear program including PART 19, and PART
20. On January 5,1994, the two nuclear technicians attended a training
session conducted by Charles Wissuchek concerning the new PART 20.

,

Tnt following pages include our violations.
.

.[

9405170136 940510
PDR ADOCK 03011343
C PDR

N )
CONSULLO ALBARAAN, M D ABOUI, HAf t2, M D JOHN MELNICK. M D MARSHA STEIN.M D
EHNESTO ANGTUACO M D STEPHEN B kELMiNSON M D KOL4,1 PRA",AD M D SANFORD R WEISS. M D

RY H . O ADEL L PAR O AP EE SidtP MD

IGR 3 0 $94
. _ . _ _. . _ _ _ _ . __



_ . _ _

.

YObNGSTOWN ASSOCIATES IN RADIOLOGY, INC.
HITCHCOCK X-RAY * CRESTWOOD X-RAY a GENESIS

7250 WEST HLVD e P O. BOX 3%9 25 N CANFIELD NILES ROAD i
BOARDMAN. OH 44513 YOUNGSTOWN. OH 44515 i

TELEPHONE (216) 7sa-8353 TEL EPHONE (216) 793-5547
F AX (216) 758-3310 FAX (216) 793-7011

[ \
Pdge 2

Violation 1 - Inadequote wr1tten quality management program.

Our previous quality managment program had an oversight with 30
millicuries 45 the dose in which the program should be initiated,
instead of 30 rnicrocur1es. At our office, we are not 11 censed to use 30
millicurles, so we felt that the QM Prograrii did not apply to our
situation.

We have now instituted a new QM Program, which hds the corrected oniount
of 30 microcuries 1131. Since this regulation does apply to us, we will
fully implement the QM procedures and policies as shown in our new QM
Program. A written directive for each specific patient will be made and |

will be signed and dated by an outhorized uw prior to administration.
All patients will be identified by more than one method.

We will be more careful to keep informed on all 11RC policies by reading
these policies more careful to avoid these mistakes.

We will be in compliance on March 20, 1994

Refer to attachment #1.
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V1olation 2 Inocequate Survey Meter Collbrotion

Our Victoreer, survey meter (MH 290 W 489-1108) with attached pancake
probe (MN 489-1108) does not have the capabilities to do readings up to
1,000 millirem per hour and theref ore, was not calibrated at that level.

A generdtor is no longer used at this f ac111ty which has significontly
reduced the amount of radiation that we possess. Single unit doses are
orderea dally dnd unusec syringes are returned to Syncor, daily. We
felt at these reducted levels, a pancake probe is adequate. If we ao
return to using a generator, o survey meter and/or probe con be obtained
with the 1,000 milltrem capabilities.

I spoke to Mr. Roy Ceniono on March 9, 1994 about this particulor 1ssue,
lie mer.;1oned that he will review this issue in reference to PART 35,
35.51. He is collecting aoditional informotion at this time.

Refer to attacnment #2.
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Page 4

Violation 3 - Geometry Dependancy Test j

1) According to PART 35, 35.50, a geometry test is necessary af ter a
repoir or an installation. We did not feel that moving the dose
Cdllbrdtor Wds either of these. Therefore, a geometry test was -
not done at that time.

2) On Decenber 20, 1993, we did perform a geometry test with adequate
results following Regulatory Guide 10.8, Page C-4.

3) We will read 10 CFR more carefully, as to not be in any violations.

4) We will be in compliance Decenter 20, 1993.

Refer to attachment #3.
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Violation 4 - Return Snipments of Radiophormaceuticals.

Any spent radiopharmocueticals are packaged by the technician
approximately 4:00pm each day. These packages are not picked up until
the following 7:45am. We had felt thdt any external rociation sould be
low because of the time element.

We will now take steps to measure all cases with ony return shipment of
rod 10pharmoceuticols to be sure thay ou not exceed .5mr/hr. If the
readings exceed .5mr/hr, we will hold the case until such time that we |
will be in compliance.

A " limit quaritity" poster 1s now taped to the area of pick-up and
delivery so as to ensure we will be in compliance, j

1

We will be in ccmpliance December 20, 1993.

Refer to ottachment #4.
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V10ldtion 5

During our recent move to West Boulevoro, the requirea copies of PART
19, PART 20 were lost end not posted in our new nuclear room.

We have sent for new copies of these documents and they have been
posted.

We are in compliance on January 1,1994
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If there are any further questions concerning these violations, pledse
contact, Janet Sainato. Tnank you.

S1ncerely, !

77 ( 5 M O {/f

John C. Melnick, M.D. /'
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Janet Sainato, R.T. ;

f

JS:rd

i

.

~j
!

.

.!r

i

i

|

|
,

I

N )
CONSUELO ALBARRAN M D ABOUL HAF12 M D JOHN MELNICK M D MARSH A STEIN. M D.
E'FINESTO ANGTU ACO.V D STElHEN D KELM:NSON M D. KOLLI Pfl ASAD. M D SANFORD H WEISS. M D
THOMAS F. BARRE Ti M D. O N KRISHNA 5ETTY,M D VIKRAM A RAVAL M D
TF RRY COHEN. M D ADELE M LIPA41 DO PANNEE SiH! PONG.M D

. _ . _ _.I



- . .... . . . - .-

Attachment 1.
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gbAi1TY HAr4AGEMENT PROGRAM

i

Please fill out this form en all patients receiving 30 microcuries or
inc re. Have the authorizeo user sign and date.

PATIENT fiDiE DATE

DOC 10R has ordered a

1131 DOSE OF
'

FOR PATIENT

TO BE GIVEN ON

Physicien's dignature

Tate

This dose was ordered by _R.T. ,

*

Dose

Patient's name

To be given on_

R.T.
:
!

This dose was tulibrated and acminstered.

Patient's name

Date

Calibrated ,

i

Signature ;

'Date ~

. . . - __ . . . - - . - , _ -_ . . - - .
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VICTOREEN, Inc.
_.

6000 Cochran Road, Clovoland, Ohio 44139-3395
vicionEEN (216) 248 9300 FAX (216) 240 9301

-

~~~~F5fTf5Hsihissi6H~~
Please Deliver immediately
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Dore Calibrator Geometry

for
-

,

-

Youngstown Associates in Radiology

Manufacturer- Squibb CRC-6A

Model flumber: BDC.V1

'

Serial Number: 62613
. ,

i

Date: 12/20/93
*

Performed by: Janet Sainato, R.T.

R50 Dr.: Dr. J.C. Melnick

;

r

_

.;

}}f)umCi of T Itrst. assay:lM3, mci

Model: TJW \1 second assay:1.90 mci

S!l:_1c]Ll3
f M:d assay: 1.39 mci- .

'

average: 1,40 mciCalibrat.iun date:
.

| |1 ':XD U h ).6lO mcl dev:4.01 |
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TO: SYllCOR CORP. .

1601 flot or inn Dr.
Suli o 270

Girard. Ull 44420
!

This package confortns to the corali tions and limitations specified
in 49 CFR 173 for except ed r adioactive material l lini ted quantity,

;
4 11.0.S. Uti-2910

RADIOACTIVI: t1ATERIAL-

L I til 'l E D OUAllT I TY
,

ii.O.S. Illl-2910 i

|
i '

Table of A Va lues f or [Type A Packaufrig and 1imited quantity Shipments !

,

ISOTOPE A (CI) L ItilTED QUANTITY (MCI) |
!S7-Co 90 9-............ ................

Su-Co 20 2............ ....... ........
SI-Cr 600................ 60............

.

67-Go 100................ 10............

123-1 SO 5-
'

............ ................ ,

125-1 70 7............ ................

131-1 . . . . .'.'. . . . . . 10................'-l
'

ii1-1n............ 25 2.5................
99-tio 20 2............ ................
32-P 30 3............ ................
75-Se 40 4............ ................

99m-Tc............ 100................ 10
..

201-T1............ 200................ 20 '

133-Xe (uncompress) 1000............... 100 '

, 169-Yb............ 00 O
,

... ............

When shipping inore then one type of radioactive material in the
same package (case), the limit on the quantity that may be

'

shipped is determined by the sma l l ust (inost radioactive) A value
ass i gned to the most hazardous analer ia l..

.

1. THE AMOUNT OF TiiE RADIOACTIV!TY IN THIS PACKAGE DOES-NOT
EXCEED Tile SPECIFIED Alloulif LISTED IN'THE ABOVE TABLE.

2. NO POINT ON Tile SURFACI: OF Tills PACKAGE EXCEEDS - 0.5
mrem /hr AS DETERiflNED DY A LOW-LEVEL SURVEY HETER.

SIGNED
i

DATE I

|
!

|

).

1

)

;
,

$

, ,_ , __ m__ r mi ______--- _----_----


