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Vice President, Operations
Middlesex Hospital

28 Crescent Street
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SUBJECT:  MIDDLESEX HOSPITAL, LICENSE AMENDMENT, CONTROL NO. 577731

Dear Mr. Havican:

This refers to your license amendment requests dated June 7 and 27, 2012. Enclosed with this
letter is the amended license adding Adam Y. Abou-Elias, M.D. as an authorized user.

In regards to your request to add microspheres, because you informed us that you will not be
able to supply the additional information required to complete the requested action for some
time, we have voided this part of the application. This action is taken without prejudice to the
resubmission of your request. If you wish to resubmit your request to add microspheres, you
may resubmit your application in whole or reference Control No. 577731 and provide the
following additional information:

In support of your request to add Jeffrey Takahashi, M.D. as your Authorized User (AU),
please submit evidence of the training and experience in all topics required in ltem
A.3.iii. of the Licensing Guidance — TheraSphere and SIR-Spheres Yttrium-90
Microspheres revised June 2012:

Work experience under the supervision of an AU for Y-90 microspheres or training
provided by a Y-90 microsphere manufacturer representative involving:

a) Ordering, receiving, and unpacking radioactive materials safely and performing
the related radiation surveys;

b) Performing quality control procedures on instruments used to determine the
activity of Y-90 microspheres and performing checks for proper operation of
survey meters;

C) Evaluation of each patient or human research subject for the dose/activity of Y-
90 microspheres to be administered to each treatment site;

d) Calculating and measuring the activity and safely preparing the Y-90
microspheres to be delivered to the patient or human research subject;
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e) Using administrative controls to prevent a medical event involving the use of
byproduct material (Appendix S to NUREG-1556, Volume 9 provides additional
guidance on this subject);

f) Using procedures to control and to contain spilled byproduct material, including
Y-90 microspheres, safely and using proper decontamination procedures
(Appendix N to NUREG-1556, Volume 9 provides additional guidance on this
subject. The procedures should address any special circumstances that may be
encountered, such as electrostatic charge of microspheres and proper survey
instrument and survey technique for beta emitters); and

9) Follow up and review of each patient’s or human research subject’s case history
for Y-90 microspheres.

Please review the enclosed document carefully and be sure that you understand and fully
implement all the conditions incorporated into the amended license. If there are any errors or
questions, please notify the U.S. Nuclear Regulatory Commission, Region | Office, Licensing
Assistance Team, (610) 337-5239, so that we can provide appropriate corrections and answers.

An environmental assessment for this action is not required, since this action is categorically
excluded under 10 CFR 51.22(c)(14).

Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov;
select Nuclear Materials; Med, Ind, & Academic Uses; then Licensee Toolkits, see our
toolkit index page. You may also obtain these documents by contacting the Government
Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open from 8:00 a.m. to 5:30 p.m.
EST, Monday through Friday (except Federal holidays).

We will continue our review upon receipt of this information. Please reply to my attention at the
Region | Office and refer to Mail Control No. 577731. If you have any technical questions
regarding this deficiency letter, please call me at (610) 337-5006.

Please note that the office of the Region | Division of Nuclear Materials Safety has moved
effective May 9, 2012. Our new address is:

U. S. Nuclear Regulatory Commission
Region |

2100 Renaissance Blvd, Suite 100
King of Prussia, PA 19406-2713

The NRC’s Safety Culture Policy Statement became effective in June 2011. While a policy
statement and not a regulation, it sets forth the agency’s expectations for individuals and
organizations to establish and maintain a positive safety culture. You can access the policy
statement and supporting material that may benefit your organization on NRC’s safety culture
Web site at http://www.nrc.gov/about-nrc/requlatory/enforcement/safety-culture.html. We
strongly encourage you to review this material and adapt it to your particular needs in order to
develop and maintain a positive safety culture as you engage in NRC-regulated activities.
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Thank you for your cooperation.

Enclosure:
Amendment No. 59

cc:
Joan Merton, Radiation Safety Officer

Sincerely,
Original signed by Janice Nguyen

Janice Nguyen

Health Physicist

Medical Branch

Division of Nuclear Materials Safety
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