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The inspaction waa an examinalion of the activilles sonducted under your feense 55 Ihey rolale lo radlalion safety and (6 sompliance with the Nudlear
Regulatory Commisaian (NRC) fiea and requiations and Ihe conditiona of your ficense. The inapection conslstéd of sateclive examinations of
procaduras end reprasentative records, Inferviews with peraonnel, ard observatiens by the nspector, The Inspecilon Andings are as Tollows;

l] 1. Basen on the Inspeciion Indings, no Viatallans wers igamified.

[ ™12 Previeus vislatlangs) eoead.
[ J 3, The vidldllons{s). dpacifictlly doserbad ta you by (hs (ndpacior a5 non-citad violalions, are nat balng ¢lied because hey were seli-ldonufied,
norw-tapatitive, snd comeotive actfon was or 18 balng taken, and the tamalning orllestis In the NRG Enforcement Faloy, to exsreles

diecialion, were satialled.
Non-clled violation(s) wara dizcugsed invaiving the fallowing raquirement(s):

f"/"! 4. Ouring thta Inspaction, cariain of Your activiles, #s doscribed below andidi allathed, were in vialallon of NRC requirements and are bélng
' cilad In accomence wilh NRC Enforcervent Polloy. This form t5 a NOTIGE OF VIOLATION, which may bo subject te pas(ivg (n accordance

whh 10 CFR 19.11.
(Violaltons and Comeclive Acllons)

10 CFR 20,1801 requires that licensess secure fram unauthorized removal or access flcensed materials theat are
stored in controlled or unrestricted arens. As defined in 10 CFR 20.1003, controlled arca means an aran,
outside of g restricted area but inside the site boundary, access to which can be limited by the licensee for any

reason. Conttary to the abovo:

(A) On Apni 18, 2013, the licenses faited to secure Frotn unanthorized removal af secess approximately 60
times the 10 CFR 20 Appendix C quantities of material located in the faciiity's hot lab, which is a cantrolled
aren. Spacifically, the technologist teft the Imaging coom and hot Jab doors 4jar when he laft thie aren for
anather part of the facility, and did sot malmaln control of acsess to the imaging roon or the hot lab.

Statemant of Corrective Actions

1 Herdby sta1a thel, within 30 days. (e actions descdbed by me to the Inspentor wil) b 1aken to comect the wolations fdenlified. This atalement of
comeetive acllons I8 mage Iy a¢cordance vith the mautrementa of 10 CFR 2,801 (comeedve Atepe already laken, corettive stepa which will b taken,
ante when full compllancs will be sctiaved). { vnderatand that no further wrillen response Lo NRC will ba requlred, unlase apecifically requested.
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(B) On April 18, 2013, the licensee failed to secure from unauthorized removal or access a limited quantity of
Technetium-99m in the form of injection waste in a locked and shielded sharps container located in the facility's
imaging room, which is also a controlled area. Specifically, the technologist left the imaging room door ajar when he
left the area for another part of the facility, and did not maintain control of access to the imaging room.

In accordance with Section 6.7.D.6 of the NRC's Enforcement Policy, these examples represent a Severity Level IV
violation.

The inspector discussed the requirement to secure licensed material with the technologist, who promptly locked the hot
lab door throughout the remainder of the inspection whenever he left the immediate vicinity of the imaging area. The
inspector also discussed the requirement with the technologist and Dr. Reddy during the preliminary exit meeting. The
licensee agreed to create a procedure for securing the lab under various circumstances, and also committed to securing

the leaded sharps box in the imaging area at all times. The technologist provided a draft copy to the inspector on April
23, 2013.
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lv'| Main Office Inspection Next Inspection Date: April 2018

[ Field Office Inspection

PROGRAM SCOPE

The licensee is a physician's office authorized by its NRC materials license to use unsealed byproduct material for
diagnostic procedures under 10 CFR 35.200 at its facility in Bay City, Michigan. A local radiopharmacy delivers unit
doses of Technicium-99m to the clinic for cardiac studies. The department is staffed Monday through Friday by one
full-time nuclear medicine technologist, who performs approximately two to four procedures per day. The physician's
office retained the services of a medical physics consultant to perform instrument calibrations and quarterly audits.

Performance Observations

The inspector toured the nuclear medicine laboratory, where the nuciear medicine technologist demonstrated package
receipt procedures, daily and weekly area surveys as well as waste handling practices. The inspector witnessed the
preparation and administration of two cardiac stress tests and noted satisfactory use of ALARA principles. The
inspector performed independent and confirmatory surveys of the hot lab, injection and imaging rooms, and
interviewed the nuclear medicine technologist who demonstrated adequate knowledge of radiation safety principles and
procedures. The inspector reviewed a selection of licensee records, including those for package receipt, area surveys,
dose calibrator quality control, well counter quality control, inventories and quarterly audits. The inspector also
reviewed monthly dosimetry records, which indicated annual whole-body and extremity doses below regulatory limits.

The inspector identified one violation of 10 CFR 20.1801 for failure to secure from unauthorized removal or access
licensed materials that are stored in controlled or unrestricted areas.
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