UNITED STATES

\ 4 3 NUCLEAR REGULATORY COMMISSION
‘s,;'-'.'lwf:z;/ 2 REGION IH
4, & 2443 WARRENVILLE ROAD, SUITE 210
e LISLE, ILLINOIS 60532-4352

August 27, 2009

Mr. Jack Coffey

Senior Vice President
Quality and Regulatory
Nuclear Pharmacy Services
Cardinal Health

7000 Cardinal Place
Dublin, OH 43017

SUBJECT: NRC INSPECTION REPORT 030-36973/09-08 (FORM 591M Part 1) -
CARDINAL HEALTH — LAUREL, DELAWARE FACILITY

Dear Mr. Coffey:

On August 4, 2009, a Nuclear Regulatory Commission (NRC) inspector conducted a routine
inspection at your Laurel, Delaware facility, Inspection Report (IR) 030-36973/09-08 (Form 591M
Part 1). The inspection results were discussed with Willie Regits, of your staff during a final
telephonic exit briefing conducted on August 13, 2009.

This inspection was an examination of activities conducted under your license as they relate to
radiation safety and to compliance with the Commission's rules and regulations and with the
conditions of your license. Within these areas, the inspection consisted of selective
examinations of procedures and representative records, interviews with personnel, independent
measurements, and observation of activities in progress. Within the scope of this inspection no
violations of NRC requirements were identified; therefore, no response to this letter or the
enclosed NRC Form 591M is required.

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter
and its enclosure will be available electronically for public inspection in the NRC Public
Document Room or from the NRC's Agencywide Documents Access and Management
System (ADAMS). ADAMS is accessible from the NRC Web site at
http://www.nrc.gov/reading-rm/adams.html



J. Coffey -2-

Should you have any questions concerning this inspection or enclosed report, please contact
Ken Lambert of my staff at (630) 829-9633.

Sincerely,

JERo.

Tamara E. Bloomer, Chief
Materials Inspection Branch

Docket No.: 030-36973
License No.: 34-29200-01MD

Enclosure:
NRC Form 591M, Part 1

cc w/encl: State of Delaware



NRC FORM 591M PART 1 U.S. NUCLEAR REGULATORY COMMISSION

(10-2003)
10 CFR 2 201t
SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION
1. LICENSEE/LOCATION INSPECTED: 2. NRC/REGIONAL OFFICE
Cardinal Health Nuclear Pharmacy Services
10250 Stone Creek Drive U.S. Nuclear Regulatory Commission
Laurel, Delaware 19956 Region |, 475 Allendale Road
King of Prussia, Pennsylvania 19406-1415
REPORT Nos 2009-008
3. DOCKET NUMBER(S) 4. LICENSE NUMBER(S) 5. DATE(S) OF INSPECTION
030-36973 34-29200-01MD August 4, 2009
LICENSEE:

The inspection was an examination of the activities conducted under your license as they relate to radiation safety and to compliance with the Nuclear
Regulatory Commission (NRC) rules and regulations and the conditions of your license. The inspection consisted of selective examinations of
procedures and representative records, interviews with personnel, and observations by the inspector. The inspection findings are as follows:

‘X’ 1. Based on the inspection findings, no violations were identified.

D 2. Previous violation(s) closed.

D 3. The violation(s), specifically described to you by the inspector as non-cited violations, are not being cited because they were self-
identified, non-repetitive, and corrective action was or is being taken, and the remaining criteria in the NRC Enforcement Policy, NUREG-
1600, to exercise discretion, were satisfied.

D Non-Cited Violation(s) was/were discussed involving the following requirement(s) and Corrective Action(s).

D 4. During this inspection certain of your activities, as described below and/or attached, were in violation of NRC requirements and are being
cited. This form is a NOTICE OF VIOLATION, which may be subject to posting in accordance with 10 CFR 19.11.

_ Licensee’s Statement 6f Corrective Actions for Item 4, above.

I hereby state that, within 30 days, the actions described by me to the inspector will be taken to correct the violations identified. This statement of
corrective actions is made in accordance with the requirements of 10 CFR 2.201 (corrective steps already taken, corrective steps which will be taken,
date when full compliance will be achieved). | understand that no further written response to NRC will be required, unless specifically requested.
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NRC FORM 591M PART 3 U.S. NUCLEAR REGULATORY COMMISSION
(10-2003) 10 CFR 2 201 Docket File Information

SAFETY INSPECTION REPORT
AND COMPLIANCE INSPECTION

1. LICENSEE 2. NRC/REGIONAL OFFICE
Cardinal Health Nuclear Pharmacy Services o
7000 Cardinal Place U.S. Nuclear Regulatory Commission
Dublin, Ohio 43017 Region |, 475 Allendale Road

*inspection at 10250 Stone Creek Drive, Laurel, DE King of Prussia, Pennsylvania 19406-1415
REPORT NOS 2009-008

3. DOCKET NUMBER(S) 4. LICENSE NUMBER(S) 5. DATE(S) OF INSPECTION
030-36973 34-29200-01MD August 4, 2009
6. INSPECTION PROCEDURES USED 7. INSPECTION FOCUS AREAS 8. INSPECTOR
87127 1 through 7 Betsy Ullrich, RI
SUPPLEMENTAL INSPECTION INFORMATION
1. PROGRAM CODE(S) | 2. PRIORITY 3. LICENSEE CONTACT 4. TELEPHONE NUMBER
02500 2 John Miller, RSO (Laurel, DE)
Main Office Inspection Next Inspection Date:

X Field Ofice 10250 Stone Creek Drive, Laurel, Delaware 19956

Temporary Job Site Inspection

PROGRAM SCOPE

The licensee moved into its current location at Stone Creek Drive in April 2009. The new facility is as
described in the amendment. Adequate shielding, safe-handling equipment, and survey and monitoring
instruments were observed. A third hood was installed at this location, so Laurel is again handling
xenon133 and prepared capsules of lodine-123 or -131 (a change since last inspection). Tc99m is still
the main radiolabel handled, although they also handle thallium, gallium, indium111 and FDG (the latter
is transferred from another radiopharmacy for direct delivery to customers); occasional Sr89 or
samarium. Throughput is decreased slightly, to appr 200-250 dosages drawn daily. Staffing level is
similar to previous inspection (1 pharmacist, 2 techs, and 4-5 drivers per shift). The night pharmacist
begins 12:30 pm, and first deliveries begin 4:30-5 am; second deliveries begin appr. 8:30 am.

Laurel currently receives 2-3 generators per week, typically 5-6 curies per generator (down from 19
Ci/generator), so shift duration and prep may alter depending on elution availability. The inspector met
with pharmacists, techs, drivers and an intern; all appeared knowledgeable and all were observed
working properly (rings, dosimeters, gloves, coats, surveys, security etc). Facility was adequately
secured. Records were maintained and reviewed. Dose calibrators all re-calibrated after move
(geometry, accuracy, linearity, etc). Managers review dosimetry routinely and follow up on all readings
above action levels; no incidents/events since the re-location or the last inspection. The 2008 max whole
body annual dose was 1347 mrem; max rings 18180/16730 to a pharmacist.

The licensee has not been at the new location long enough to determine if the new layout improves
ALARA — insufficient number of dosimeters returned to see trends yet.
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Frieda Fisher-Tyler, Administrator
Office of Radiation Control

Division of Public Health

P.O. Box 637

417 Federal St., Jess S. Cooper Bldg.
Dover, DE 19903



