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April 12,1994

Mr. Roy Caniano
huclear Materials Saf ety Branch
United States Nuclear Regulatory Conunission
Region III
801 Warrenville Road
Lisle, Illinois 60532-4351

SUPPLEMENTAL RESPONSE

License No. 34-16621-01

Dear Mr. Caniano:

This is a supplemental response to our recent NRC licensed inspection.
Any further questions regarding these matters, please contact Janet
Sainato.

On April 13, 1994, Dr. Melnick, Cynthia Moran and Janet Sainato reviewed
.PART 35, especially 35.32, 35.33 and 35.51 and reviewed our daily
uctivities. Included were the following activities:

Linearity - Quarterly
Leak Source Test - Semiannually
Inventory - Quarterly
Daily Lab and Area Surveys
Weekly Area Room Survey
Weekly Wipe Tests
Daily Source Constancy
Personnel Exposure Records - Monthly
Survey Meter Calibration - Annually
Shipping and Receiving of Pharmaceuticals

All daily activities, as well as, PART 35 and other supplements will be
reviewed. Dr. Melnick will check and sign the documentation of our
required tests on a quarterly basis. Chuck Wissuchek, annually reviews
all nuclear activities, as well as, linearity tests, quarterly, and
personnel exposure records, monthly.
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Our quality manager.ent program was revised and a copy of that program is
enclosed.

A new beta ganna GM Probe, Victorten Probe 491-40, is being purchased
which will put us in compliance with PART 35.51. This probe will give
us the capabilities to measure up to 1000mr/hr. We are currently *

purchasing this probe through Victoreen Inc., 6000 Cochran Road,
Cleveland, Ohio 44139-3395. Victoreen will then calibrate the survey
meter and all probes.
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Janet Sainato, R.T.
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Cynthia Moran, R.T.

*

CONSUE LO ALBAfd4AN M D AHfAJL HArlZ M D JOHN MELNtCK. M D MARSHA STON M D
EHNESTO ANOTUACO.M D STEPHEN D KELM!NSON. M D KOLLI PHASAD. M D SANFORD H WEISS, M D
THOMAS F SARHETT M D B N KHie.HNA SE| TTY, M D VIKHAM A HAVAL M D
T E nHY COHEN, M D ADElf. M LIPAHf, D D PANNE E SIRfPONG, M D

1

-, -



.z.- -
3

.
'

'
..

, ,

htCORDABLE EVENT

1) The licensee shall evaluate and resp <
discovery of the recordable event.

A) Assemble the relevaint facts.
B) Identify corrective action requ-
C) Retain a record'for 3 years.

1) Each written directive.
2) Each administered radiatior

where a written directive
3) Make necessary modificati<

Any further questions, contact Dr
Sainato, R.T.
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1/3/94
YOUNGSTOWN ASSOCIATES IN RADIOLOGY

QUALITY MANAGEMENT PROGRAM (REVISED)'

POLICY

1) An 6uthorized user will date and sign a written directive prior to
ordering and to administration of any therapeutic dosage of a .

radiopharmaceutical or any dosage of quantities greater than |

30 MICR0 CURIES OF I131.

2) Prior to each administration, the technician will verify each
patient by more than one method. The patient will be asked to
confirm his or her name and at least one other verification,,

address, social security number, birth date.
,

3) The licensee will verify, before administrating the dosage that
the byproduct material is in accordance with the written directive, i

The dosage will be measured in the dose calibrator and the results -

conpared to the written directive.4

;

4) If any worker does not understand the written directive, they will
immediately question the physician on duty and the radiologist who
ordered the dosage can be contacted.

b) After administration of the dose, a record will be kept and signed
of this transaction.

6) Periodic review of this program will take place and modifications
,

will be made to meet all objectives.

MISADMINISTRATION

1) In the event of a nisadministration, the relevant facts will be

assembled. '

2) We wi'll identify the cause and corrected action will be taken.

3) Notified by telephone the NRC Operation Center no later than the
next calendar day after discovery of misadministration.

4) Submit a written report withing 15 days af ter discovery of
misadministration. .

5) Notify the referring physician and patient no later than 24 hours
after discovery.
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htCURDABLE EVENT

1) The licensee shall evaluate and respond within 30 days after
discovery of the recordable event.

A) Assemble the relevant facts.
B) Identify corrective action required to prevent reoccurrence.
C) Retain a record for 3 years.

1) Each written directive.
2) Each administered radiation dose or rr.diophanaaceutical dosage

where a written directive is required.
3) Make necessary modifications.

Any further questions, contact Dr. John C. Melnick, RSO., and/or Janet
Sainoto, R.T.
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IfjSTRUMEfJTS Pl .lCE LIST ,
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i ;| +VICTOREEN, ifJC. !6000 Cochrsa Road. Clevdand, Ohio 44130 3395 USA
'

,

*'(216) 248 9300, FAX (216) 248 9301
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Portable Portal tAonitor
100PR PortaRad Portablu Portal PAonitor with Carrying Case 5,600.00

100 TAM Tilning Alarm tAal * 950.00
. .
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GM. Scintillutlan, tJr.unon had Proportional Probes
4119-4 ipou. Gamma GM Probu (up to 16 mR/h) 225.00
401-30 Beta Garnma GM Pmbe (up to 100 mH/h) 225.00

saala10 m .m, wM Sata 4amma GM Fiobustop to :1R/h) WM*wdexd ' M220'.00;
403 b0 - Bota-Gamma GM Probe (tip to 1R/h) 175.00

$lhha Uuta-Gamrna GTA Probe (up to 80 mR/h) ' 226.004flb 3b t

469 110C ltancaku GM Probe, Aluminum Housino (up to 80 mR/h) 235.00
109110D f}Pf1 Pancake GM Probe, ABS Plastin Hous,ing

i jMilV Connector (up to HO mR/h) 215.00
489110E |fjPil Pancake GM Psobe. ABS Plastic Housing

'

'

! !!dJC Connector (up to 80 mR/h) ''30.00
4 89 tiO d Ioma Scinollation hoba (1" x 1" Plat cry 6 tau ' 500.00 ,

,
4119-66 |dainma Scmtillation hobe (1-1/4" x 1-1/2" tJa! ryystal) 726.00
489 120 dainma Schtillailon Prcbo (2* x 2 Nat crystal) ; 700.00
425-110 low Ener0y Gamma Scintillation Probe (thin fla1 crystal,

| |10 to 40 kev) ,

455 #O
466.00

fa6hhght Plastic Scantillation Probe for Alphas and Betas425-200
400.00489-200 P;uncate Gamma Scintillation Probo ,

p" x 2" x 1/?" Nal crystal)
489 60 Nipha Scintillation Probu (2nS) 680.00-
HP N Ipdopy iJuutron Wobu for 100 3,6115.00

2if)O100A IpQ un hopoition,d Alpha Peobe w/Prrramp 9b0.00
190 1000 144 nm ' Pmportional Data Gamma Probo w/ Pre-amp 050.00

' 100-100C dh} cm Pmporuenal Ga uma Octa Alpha Probe with S bh.002

Pauamp
2190 400 !Iju) cm lon Chamber with Beta Filters 950.00

190-9 ocatuation GM hobo 150.00
1'/00 iemple liohter Probo Adapter for wipo tests 3115.00
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Domua tic hico las t - l'fiqutivo .hmen s y 31, 1994
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