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SAFETY INSPECTION REPORT AND COMPLIANGE INSPECTION

A

I LIGCENSERLOCATION GNSPECW'ELD: 4, NREMEGIONAL OFFICE
8t. Francis Hospiiai 4.8, Nuclear Regulatory Commission
3401 Ludington Street Region ‘
Escanaba, i 49529 g;m% Wartenvilie Road
. Suite 2
REPORT NUMBER(S) 26 001 Lisle, Hinois 60532-4351 ;
3 DOCKET NUMBER(S) 4 LICENSEE NUMBER(S) B DATE(S) OF INSPECTION |
L036-11102 { 21-16481-01 September 14, 2010 5
LICENSEE:

The inspection was an examination of the activities conducted under your license as they relats to radiation safely and
to compliance with the Nuclear Reguiatory Commission (NRC) rules 2nd reguiations and the conditions of your license
The inspection consisled of selective examinations of proedures and representative racords, intarviews will personnel,
and observaticns by the inspectar The (napection findings are s follows:

f fiasad an the inspectian findings, no violations were identiffed,

2. Previous vielatton(s) closed.

3. The viclatian{s), specificaliy descritisd t yoil by the ingpestar as nom-citad violations, B ot balng pitod bacause tray viere noll-
identified, nan-rapetitive, snd corrective action was of s being taken, and e ramaining criterla in the MRO Enforcement Poticy, NUREG-
1600, to exarclue discretion, wers satisfied,

3

‘  Non-Cited Viotationis) wasjware disoussed invshing the following requirsment(s) and Corredtive Adtion{s):

m 4 During this inspection certain of your activities, as ceseried balow and/or attached, werg i violation of NRG requirements and & deiny :
Lied cited, This farm is g NOTICE OF VICLATION, which may be subject to posiing in aceerdance with 10 CFR 19,11, :
{ OMiotations and Cortacive Actions)

i

L 10 CFR 35.40(a) requires, in part, that a written directive must be signed by an authorized user hefore
| the administration of 1131 sodium iodide greater than 30 microcuries,

Contrary o the above, on November 7, 2008, the licenaee prepared & written directive to administer 11.0 :
Cyries of =131 sodium iodide to @ patient; however, the writlen directive was not signad by the ]
authorzed uger pricr to the administration,

The ficenses's failure to have the written directive signed by an authonizaed user was an wolated
U ocourrence. A review of subsequent administrations requiring a written directive determined that each £
- wrilten directive was signed by an authorized user before each adminisiration as required. The ;
licenses's carrective actlons will be to ensure that each wiitten directive is properly completed ncluding
thie signature of an authorized user prior to the administration,

! Licsnsea's Statement of Corrective Actions for Rern 4, above
{ hereby iatate that, within 30 days, the aofions descrbed by me to the inspeator witl be taken o suirmet the violations entifiad, This statornan of
correctivp wetisnr in made In accardance with the requirements of 10 CFR 2,201 (eorrective staps alvgady taken, conmestiva stops which will ba taier,
date when full tompliance will be achieved). | undaratand that o further written regponse to MRC will ba required. uniess specificatly requested,
Title Printed Name Signatuie o Date
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NRC FORM 591M PART 3 . . U.S. NUCLEAR REGULATORY
(10-2003) 10 CFR 2.201 Docket File Information COMMISSION

SAFETY INSPECTION REPORT
AND COMPLIANCE INSPECTION

1. LICENSEE 2. NRC/REGIONAL OFFICE
St. Francis Hospital Region Il
REPORT 2443 Warrenville Road, Suite 210
NUMBER(S) 2010-01 Lisle, IL 60532
3. DOCKET NUMBER(S) 4. LICENSE NUMBER(S) 5. DATE(S) OF INSPECTION
03011102 21-16481-01 September 14, 2010
6. INSPECTION PROCEDURES USED 7. INSPECTION FOCUS AREAS
87131 03.01-03.07
SUPPLEMENTAL INSPECTION INFORMATION
1. PROGRAM CODE(S) 2. PRIORITY 3. LICENSEE CONTACT 4. TELEPHONE NUMBER
02120 3 - Greg Stupak, Manager 906-786-5707
E Main Office Inspection Next Inspection Date: September 2013
B Field Office
E L‘;’;‘g&ﬁg Hobisite Joe Russo, Kay Carleson, and Tina Casey, NMTs

PROGRAM SCOPE

The licensee was a medical institution located in Escanaba, Michigan, with authorization by the
license for diagnostic and therapeutic nuclear medicine procedures, excluding iodine-131 for
carcinoma therapy. The nuclear medicine department was staffed with 3 nuclear medicine
technologists (NMTs) who perform an average of 15-20 diagnostic studies each day using unit
doses prepared from a generator received each week. The licensee averaged 3-4 iodine-131
administrations/cases each year. No change in RSO or NMTs since the previous inspection.

The inspector performed independent and confirmatory radiation measurements which indicated
results consistent with licensee survey records and postings.

Performance Observations

During the inspection, the licensee’s available staff demonstrated/discussed: (1) survey
instruments and required surveys; (2) package receipt and check-in procedures; (3) wipe tests
and efficiency; (4) safe use procedures including radiopharmaceutical prep and labeling;

(5) generator elutions and moly tests; (6) dose calibrator tests and procedures; (7) dosimetry and
records (<10% of part 20 limits); (8) security and storage of licensed material; (9) radiation safety
program audit results; (10) radiation safety committee meeting minutes; and (11) written
directives and iodine-131 procedures. One SL IV violation was identified for a failure to have a
written directive signed by an authorized user prior to an 11.8 millicurie administration of
iodine-131 on November 7, 2008. A review of written directives determined that the unsigned
written directive was an isolated event. The NMT described the procedure that is used for an
iodine-131 administration which included the authorized user observing the assay of the dosage
and administration. No medical event was associated with the administration.

NMED Number 090603. Follow up on a contaminated package event pertaining to a TI-210
package with contamination limits exceeding 25,000 dpm/sq.cm. The TI-201 vendor’s evaluation
of the contamination event could not determine the source of contamination and was considered
a “fluke” event. The licensee concluded that it was likely that the package became contaminated
when it was handled in the hot lab after it was delivered. Also, the licensee’s conversion factor
used to convert CPM to DPM contributed to overestimating the activity on the smears.

NMED Number 090603 is now considered closed.
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