. THE QUEEN'S MEDICAL CENTER

2 A B
Q o>
L0Uetns MEmeRL 0
1859

1301 Punchbow! Street = Honolulu, Hawaii 96813 = Phone (808) 538-9011 = FAX: (808) 547-4646

Docket No. 030-38265
License No. 53-16533-04MD

March 29, 2013

U.S. Nuclear Regulatory Commission

ATTN: Latischa M. Hanson, M.Sc.

Region 1V, Division of Nuclear Materials Safety
1600 East Lamar Blvd

Arlington, TX 76011-4511

SUBJECT: REPLY TO A NOTICE OF VIOLATION
The attached statement is submitted in reply to the Notice of Violation pursuant to NRC
Inspection Report No. 030-38265 / 2013-001. A copy of the memorandum to NRC licensed

areas for granting timely access to NRC inspectors is also attached for your review.

For additional information, please contact Brian Oyadomari, Radiation Safety Officer, at (808)
691-4884.

Darlena Chadwick
Vice President of Patient Care
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Licensee Response to NRC Inspection Report No. 030-38265/2013-001

License No. 53-16533-04MD — Violation {Level IV)

Failure to secure Type-A packages containing unsealed, Class 7 (radioactive material), within a
transport vehicle to prevent shifting during normal transportation conditions. This is a repeat
violation (#3 on previous inspection report dated June 8, 2011).

a) The reason for the violation:

49 CFR 177.842 requires, in part, that packages of radioactive materials be so blocked and braced
that they cannot change position during conditions normally incident to transportation. Currently,
all PET syringe doses are transported within a Type-A package that is secured within the transport
vehicle using a ratcheting cargo strap. The cargo strap secures the Type-A package from moving
vertically and from being ejected from the vehicle; however, there is no cross-bracing to prevent
shifting horizontally under above normal driving conditions.

b) The corrective steps that have been taken and the results achieved:

The RSO understands the NRC position regarding this practice. The licensee is purchasing a custom-
made transport cage constructed of 1-inch thick aluminum tubing that will be installed in the
delivery vehicle. The design of the transport cage will provide cross-bracing to prevent any lateral
shifting during normal transportation conditions for up to 3 PET dose Type-A cases. To prevent any
vertical movement, the cases are also tied down to the transport cage.

License No. 53-16533-04MD — Additional Information for Authorized Nuclear Pharmacist (ANP)

a) The following is the contact information for Blaine T. Ikeda, Pharm.D. (ANP on contract):

Business phone number: {808)487-0814

Cellular phone number: (808)347-0761

Email: blaine@pharmarxhawaii.com

Business Address:  PharmaRx Hawaii
98-021 Kamehameha Hwy, Unit 319
Aiea, HI 96701



b) Condition #11 of license 53-16533-04MD states that licensed material shall be used by, or
under the supervision of a pharmacist working or designated as an authorized nuclear
pharmacist in accordance with 10 CFR 32.72(b)(2)(i) and (4). The licensee meets this condition
as follows:

1. Blaine T. lkeda, Pharm.D. is under contract to serve as the ANP for the licensee’s
radiopharmacy operations under NRC license no. 53-16533-04MD.

2. The contracted ANP supervises the dispensing and distribution of radioactive material
(FDG) at the licensee’s radiopharmacy by conducting periodic audits and site visits to
monitor work being done.

3. The ANP reports on audits and site visits on a quarterly basis to the licensee.
The ANP conducts annual training pertaining to licensed material use and provides
additional support as needed by phone.

5. The contracted ANP is currently training a Queen’s Medical Center pharmacist to eventually
serve as the full-time ANP to oversee licensed radiopharmacy activities.

This response was prepared by:

o Dol
Brian Oyadomari, MS, DABR
Radiation Safety Officer




The Queen’s Medical Center — Honolulu, Hl

Memorandum

To: Kathy Sugai
Manager, Imaging and Nuclear Medicine

Randy Talavera
Manager, Cyclotron and PET, Radiation Therapy

From: Darlena Chadwick
VP Patient Care

Date: March 29, 2013

Subject: Access for NRC Inspectors

The NRC conducts periodic inspections to observe our licensed radioactive
material activities and review pertinent records as necessary. These inspections
can be unannounced and can occur at any time of the business day in order to
observe our morning activities or those at the end of the day. The attached
procedure has been prepared by our Radiation Safety Officer, Brian Oyadomari,
and is intended to address the situation when a NRC inspector arrives
unescorted by the RSO or Management and requests access to conduct an
inspection. The goal is to minimize delay for authorized individuals from the
NRC to perform their inspection duties while ensuring the protection of
radioactive material from theft or unauthorized access.

Please contact the RSO at x4884 for any questions. Thank you.

Attachment: Granting Access for NRC Inspection of Licensed Activities

03/29/13 bto



GRANTING ACCESS FOR NRC INSPECTION OF LICENSED ACTIVITIES

1. The Nuclear Regulatory Commission (NRC) inspectors are permitted access to
perform inspection of licensed activities after verification of professional
credentials and notification of Manager and RSO.

a) Verify Nuclear Regulatory Commission |D badge. (Must have picture)
b) Notify Manager.
c) Notify RSO (pager: 578-8209 / cell: 282-6938)

2. The NRC inspector must be escorted at all times in the following areas:

a) Nuclear Medicine Hot Lab

b) Nuclear Medicine Waste Room

c) Cyclotron Production Areas

d) Radiation Therapy HDR

e) Radiation Therapy Blood Irradiator

Reminder: All visitors must be escorted at all times by authorized QMC staff
in all areas where radioactive material is stored.

3. The NRC inspector is permitted access to all records and files related to licensed
activities. However, records are not to be removed from the department.
Contact the RSO for any questions or concerns.
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