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September 8, 1989

U.S. Nuclear Regulatory Commission
Region 1.

,

475 Allendale Rd. i
King of Prussia, PA 19406 '

ATTN: Mohamed M. Shanbaky, Chief Nuclear
' Material Safety Section A !;

Division of Radiation Safety & Safeguards

Dear Mr. Shanbaky:
a

'In response to' the routine safety inspection on June 8,1989, pertaining to docket
!#003-11944, license #18-16956-01. Also, please see attached.

Item'A: ;As stated in.10 CFR 35.21 (A) the RSO does insure all radiation safety -|activities are performed in accordance with approved procedures. Wipe testing'of !

radioactive shipments received will be continued. (See attached policy.)
|

' Item 'B:' All syringes containing radiopharnaceuticals intended for patient use will *

'

.be labeled'in accordance 10 CPR 35.60 (b). (See attached policy.) } ;

' Item.C:. Dose calibrators upon being installed new or replacement will be tested
for linearity and geometric function. (See attached policy.)

Item D: Wipe testing of radioactive shipments will be done on packages.
(See attached policy.)

' Should: .you need further assistaace in this response please contar+ me. Thank
you. -

Sihcerely,
fr y
J.

Ne lyles, As ciate Director '
>

.xc: Terry Jandreau, Nuclear Medicine Technologist
Dr. Madjid Yaghmai, RSO '
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CARY MEDICAL CENTER 31-016-03
, DEPARTHENT OF RADIOLOGY, Radiation Safety Committee
! NUCLEAR HEDICINE & ULTRASOUND

.

PURPOSE: To conspicuously label each syringe with a radiopharmaceutical.

31-016-03 Labeling Radioactive SyringesPOLICY: '

PROCEDURE: Each syringe that contains a radiopharmaceutical be labeled to
show the radiopharmaceutical name, or its abbreviation, or
clinical procedure to be performed or pt's name in accordance
with 10 CFR 35.60 (b) ;

.

iff AW9- mMEFFECTIVE DATE:
Madjid YagKmal, M.D.

REVIEW DATE: Director of Radiology

Lba Nd fT.
| Wanda Hale, R.T., RDMS

Rad logyManager

b
'

Lee Myles Q
Associate Director
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f CARY MEDICAL' CENTER. 31-020-04
b ' DEPARTMENT OF' RADIOLOGY, Radiation Safety Committee,

NUCLEAR MEDICINE & ULTRASOUNDV -

)h

g _ PURPOSE: .To test new and replacement DoJe Calibrators.

90LICY:. 31-020-04
'

:

p; 1,

- PROCEDURE: ; Dose Calibrators new and repla:ement''will be tested'for. i
linearity, geometric function upon installation,' prior.to being ?

4 '

utilized for patient doses.
'
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Jh W ' N/ - M'. EFFECTIVE DATE:
Madjid Yagtimai, M.D. '

' REVIEW DATE: Director of Radiology
:;

6uM4b'

Wan'da llale, R.T., RDMS .

Ra ology Manager- '!
1
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Lee Myles ]
'
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Associate D::fector |
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CARY MEDICAL CENTER 31-011-010
DEPARTMENT OF RADIOLOGY, Radiation Safety Committee
NUCLEAR MEDICINE & ULTRASOUND ,

PURPOSE: To establish a proce' dure to wipe test Generator packages, and
other Radioactive shipments to Manuf acturer to ensure that
packejes do not exceed contamination levels -- 2,200 DPH/100cm2,
as stated in 10 CFR 71.5(A), 49 CFR Part 173.411.'

POLICY: 31-011-010
Wipe Testing of Generators sent back to manufacturer for
disposal.

PROCEDURE: Put rubber gloves on, and with an alcohol swab wipe external
surface, internal surface of package then container, the area'

wiped should have no more than 2,200 DPH/100cm2 of contamination,
to be safe to ship. All wipes will be counted in the Dade Iso-
lect 15600-1, 112479 machine. .

h h,A -N iEFFECTIVE DATE: 8

Madjid'Ysghmal, M.D.-
Director of Radiology

[Ethd ' bOe '

Wanda Hale, R.T., RDMS
Rad ogy nager

Y, u

AssociateDirect(o)r
L#e dyles
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CARY MEDICAL CENTER ' 31-013-01C
I'hRA VAN BUREN RD, BOX 37
e

~ V. OF NUCLEAR MED! CINEI

11DOU, XE 04736 )'-

'
- NUCLEAR NEDICINE TECHNOLOGIST INSTRUCTIONS :

RBCEIPT OF PACKAGES CONTAINING RADIOACTIVE NATERIAL j:
-i , ,'| .
p 1. R:ceive and examine the package. Look for obvious evidence of external damage to

thJ package; set, puncture, crushing, etc. / 'j '
5

2. Put on a pair of rubber disposable gloves and measure 1 meter.(3 feet) from pack- .f
ag] then measure surface of package. Record the readings on the Record of Package

1

R;caipt/ Disposal.'

,

J

a. Surface reading should not exceed 200 Mr/Hr. ,

b. The l meter (3 foot) reading should not exceed 10 Mr/Hr. j~

c. Should readings exceed above, follow procedure Reg. Guide 10.8 App. F. ,.

f 3. Wipe the surface of the psckage with a damp material and measure the activity of the
, .

Record on the Package Receipt / Disposal Record.(- -wip).

4. Compare the identity and. strength of the material as noted on the shipping label, bill
:f Icding and purchase order. Confirm the P.O. # on'the bill.of lading.

3. Open the package and examine the contents visually for evider.ce of damage. If accep-
,

table, remove contents and perforas wipe test on actual container holding the material. ,

'

*t

' .P0rform survey of inner package and packing material. If no evidence of radioactivity 4
iove. room backgrcund), dispose of package and record disposition on Record of Package ))'-

.:31pt/ Dispensing Record.
:

7. M asure the activity of the material at the appropriate range in the dose calibrator.
'

L

R; cord the results in the appropriate section of the Isotope Receipt / Dispensing Record.

8. Rhmove and dispose of the rubber gloves in the prescrived manner as for contaminated
matcrials.

9. The radioactivity label on the shipping package should be removed / obviated prior to
dicposal of the package.

I

[n '1 '4d4 c a o
Terry Jahdrea'u,~ R .' T . (R)

' ph;/f5i
i

\ ! '|.
| .)-

DSw , k( C ~ _-- , _ _ _ , . ,

Madjid Yggheyi, M.D. .

Chief of Radiology .

"

Radiation Safety Officer

''

ITEM 13, April 1, 1986
q
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'kMNUPACTURER:

DATE OF CALIBRATION: TIME: -

'DATE OF EXPIRATION: TIME: |
|

DATE RECEIVED: TIME: |'

TETAL ACTIVITY: MCI

SPECIFIC ACTIVITY: !ACI/ml

p.
GM READINGS: 3 FEET FROM PACKAGE WR/hr |

"

js

SURFACE OF PACKAGE MR/hr

PACKAGE INTACT IF NO, EXPLAIN ON REVERSE , ;

1

pADE ISO-LECT #5600-1 12479

WIPE' TEST: SURFACE OF OUTSIDE SOURCE CONTAINER DPM BKG CPM ,

1

SURFACE OF INSIDE SOURCE CONTAINER DPM WIPE __ CPM
i

GM READING OF PACKING MATERIAL PRIOR TO DISPOSAL MR/hr EFF. 1.04 DPM

TECHNOLOGIST I__
,

DATE REMOVED TO STORAGE:

JTECHNOLOGIST:

DATE DISPOSAL: '

,

L |.

MODE: J

TECHNOLOGIST:

GM READING ON LEAD e TIME OF DISPOSAL:

DO PACKING SLIP AND VIAL CONTENTS AGREE?

c.<RADIONUCLIDE ves no difference )
1

b. AMOUNT yes no difference |

c. CHEM FORM yes no difference
]

I
1

1
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