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St. Joseph Hospital

January 29,1991

i Roy J. Canlano, Chief-
L

Nuclear Materials Safety
United States Nuclear

! Regulatory Commission
Region lil, Materials

Ucensing Section
799 Roosevelt Road
Glen Ellyn, Illinois 60137

Re: Ucense No. 21-01103 04
Docket No. 030 02003

Dear Mr. Caniano:

This letter is in response to the Notice of Violation dated January 2,1991 in the above
referenced matter'in which you requested for each violation corrective steps and results
achieved, corrective steps that will be taken to avoid further violations and, the date when:

| full compliance will be achieved.

1. 10 CFR 35.50(b) requires, in part, that the licensee test each dose calibrator for-

accuracy, linearity, and geometry. dependence upon installation.

Contrary to the above, on November 5,1990, the licensee installed a dose
calibrator and did-not test it for accuracy and geometry dependence until
November 13,1990, or for linearity until November 19,1990.

|~ Corrective Action: The staff technologists are now fully aware that the required
'

tests must begin immediately upon installation.

!

- Action-taken to orevent recurrence: Staff technologists have been instructed to
perform required tests on dose calibrator when it returns and to ascertain that tests
are complete and satisfactory prior to its use.

Date of comoliance: December 20,1990
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2. 10 CFR 35.205(d) requires, in part, that the licensee post the calculated time and
safety measures to be instituted in case of a spill of a radioactive gas at the area
of use.

I
l

Contrary to the above, on the date of inspection, the licensee had not posted the
calculated time and safety measures in case of a spill of xenon 133 gas at the area
of use.

Conective Actl00: At the time of the inspection the necessary measurements had
been made and the time was in the process of being calculated. Emergency .

Procedures for Accidental Release of Xenon 133 are now posted in the area of
use. A calculated evacuation time is included in this posting.

Action taken to orevent reoccurence: The required procedures and time are now
posted. The time will be recalculated when a substantial decrease in the exhaust
rate is observed. If a new area of use of Xenon-133 gas ir employed, the safety
measures and evacuation time will be posted before Xenon 133 gas is used in the
area.

Date of Comoliance: January 8,1991

3. 10 CFR 35.315(a)(8) requires that a licensee measure the thyroid burden of each
individual who helped prepare or administer a dosage of lodine 131 for each
patient receiving radiopharmaceutical therapy and hospitalized for compliance with
10 CFR 35.75, within three days after the administration.

Contrary to the above, as of the date of inspection, the licensee did not measure
the thyroid burden of tne physicians or technologists who helped prepare and
administer dosages of lodine-131 for patients receiving radiopharrnaceutical
therapy on June 22,1990 and July 24,1990 and hospitalized for compliance with
10 CFR 35.75, within three days of the dosages.

Corrective Action: A compliance inspection by a newly contracted physics group
on November 13,1990 identified this lapse. This was a new requirement for our
facility since we had recently renewed our license which resulted in a change of
license conditions with respect to the bioassay requirement for doses in capsule
form. On June 22 and July 24,1990 (the date of the therapies performed under
the new license conditions), the Nuclear Medicine staff was not aware that



_ . . . .

. ,

Roy J. Canlano, Chief ;'
'

* * Nuclear Materials Safety
United States Nuclear-

. Regulatory Commission
January 29,1991
Page Three

bloassay was now required for capsule doses.

On November 13,1990, the efficiency factor necessary to evaluate the bloassay
results was determined, the requirement for performing bloassay on any dose 30
mCl or greater was reviewed, and the procedure for performing bloassay was
explained to the Nuclear Medicine staff by the new consulting physicist.

Action taken to orovent recurrence: The staff has been instructed regarding this
requirement and now have the efficiency factor necessary to evaluate the bloassay
results.

Date of Comoliance: November 13,1990

if you have any further questions concerning this matter, please feel free to contact me
at (313) 762 8599.

Sincerely,

St. Joseph Hospital

/

me ea
Vice President
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Date: IP/20/90
ivpe f111[ LNO: 1770M1,

I NSPE C T fJO : _35100

DOSE CALIBRATOR GE0t1ETRICAL VARIAT10t1 TEST

Calibrator Manufacturers C,APINTEC

Model flo t CRC-30 BC Serial No.: 30706 VIAL
__

T e s. t Date: 1,PJ P0 / 90

Volume Attivity Cort et t ion
(ml) _ (mCl) Fector

__ , 90 13.40 i.0ie

1.00 13.37 1.020

S.00 13.40 ,l 0J 0,
.

j 2,. 012 _i3,64 1,000

15.00 13.60 997

r v'

\ b--

Note Cortettion factors are ourived from the quotsent of the attivity (
13.64 mCil of the referente volume divided by the riample (variable volumel
ac t i v t t ier. .

RSO:
Ver 1.2 (c ) MPC 10/00
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\Date: 12/20/90
Type: P11C CNO: 177BMI

INSPECINO: _35100

DOfE CAf.lDRATOR GEOMETRICAL VARIATION TEST

Calibrator Manufacturer: C@lNTEL

Model No t CRC-30 BC Ser ial No. : 30706 SYRINGE

Test Date: [2/P0/90

Volume Activity Correction
__LmlL . ( mCg_ Fat tor

.50 7.34 902

1,00 7.21 _l,000_

t.50 7.34 1.011

2.00 7.01 1.029

P.50 6.Yl 1 043
3.00 6.70 1.061 .h-

'

'h-

flo t e : Correction factors are derived from the quotient of the activity
( 7,21 mci) of the referente volume divided by the sample (variable volume)
attivitles.

RSO:
Ver 1.2 (c) MPC 10/89
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Date: 1J/20/90
Type NUC Cfl0 : 1770M1

INSPECTNO: _3_S100

DDSE CALIDRATOR ACCLEACY TEST

Calihrator Manufacturer: CAPINTEC

Model No.: C_9C-30 BC Ser t al flo. : 30786

C3-137 M/N: 77325 S/N

Calibrated activity a _060.00_ uC on 09/Q4/78

Measur ed ac t ivi ty = _456.00 uCi
Calculated activity v 400.6p uti

Percent error 0 . t.00 '/.=

[t_57 H/N: CTC.VI S/N: 9305MA

Calabr.sted attavity = "a500.00 uti on OJO/01/99

Meat.ured activity = 1552.00 uC
C.alculated attivaty = 1509.03 uCi

Percent error = J.9PO %

!]a-iE M/N S/N:

Calibrated activity = uti on / /,

{

| Measur ed ac t ivity = uti
'

Calculated attsvity = ' uCi

{\ 'Percent er ror e */. v

FISO :

l Ver 1.2 '(c) MPC 10/B9
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EtERCENCY PROCEDURES FOR ACCIDENTAL RELEASE OF XEtG-133

Item 10.13.4

1. Notify persons in the room that a spill ( r elease) has occured.

2. All persor4 should vacate the room at once.

3. Notify the RSO imaediately.

4. Prevent entry into the room until the calculated evacuation time has
ocrurred.

'

EVACUATION T!!1Es T = 37 HINUTES

Evacuption time (t) (- V/0) _In(CV/A) wheret=

A = the highest activity of gas in a single container (20,000 uCi).

S = rneanured airflow supply from each vent in the room
(2.62 x IOE7, 925 cfm).

0 = the total room air exhaunt determined by measuring in the airflow
to each exhaust vent in the room (3.33 x 10E7, 1175 cfm).

C = the maxinum permissible air concentration in restricted and
unrestricted areas, For Xe-133, MPC = 1 x 10E-5 uCi/ml
(restricted) and 3 x 10E-7 uCi/ml (unrestr ic ted ) .

V= the volume of the room (2.16 x IOEO),
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