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SUBJECT: COASTAL CARDIOVASCULAR CONSULTANTS, P.A., REQUEST FOR
ADDITIONAL INFORMATION CONCERNING APPLICATION FOR
AMENDMENT TO LICENSE, CONTROL NO. 137944

Dear Dr. White:

This is in reference to your letter dated November 3, 2005 requesting to amend Nuclear
Regulatory Commission License No. 29-30743-01.  In order to continue our review, we need
the following additional information:

1.  Please provide additional details on Dr. Hojun Yoo’s training and experience as follows:

Provide indication that the physician has completed all the training outlined in 10 CFR
35.290(c)(1).  NRC Form 313A may be used to provide this information. The form is
available within NRC's website at
http://www.nrc.gov/reading-rm/doc-collections/forms/nrc313a.pdf.

The submitted 200 hours of academic training did not appear to be included on an
attestation statement by a preceptor authorized user.  The described experience did not
include some of the attributes as stated in 10 CFR 35.290(c)(ii).  The attestation
statement did not include a statement that Dr. Woo had achieved a level of competency
sufficient to function independently as an authorized user for medical uses authorized
under 35.100 and 35.200.  The amendment request also stated a letter from Dr. Frank
Lumia from Deborah Heart and Lung Center was attached.  It was not included in the
amendment request.  Please include information demonstrating that any preceptor
authorized user is an authorized user on a current license by submitting the NRC license
number, copy of the Agreement State License, or statement from the Radiation Safety
Officer that the person is an authorized user.  Please note that 10 CFR 35.290 changed
March 30, 2005.  You may view the updated version on the NRC website at
http://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0290.html.

The information we are requesting is also indicated below and may be completed and
returned by facsimile (610 337-5269) or regular mail.  Please complete each area of the
table completely. For work experience be certain to identify the supervising authorized
user who provided each part of the work experience. 
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Didactic or Classroom and Laboratory Training:

Description of
Training

Location Clock Hours Dates of Training

Radiation Physics and
Instrumentation
Radiation Protection 
Mathematics Pertaining
to the Use
and Measurement of
Radioactivity
Radiation Biology 
Chemistry of Byproduct
Material for
Medical Use

Medical Use Training and Experience: 

Description of
Experience

Name of Supervising
Individuals(s)

Location and
Corresponding
Materials License
Number

Dates and/or Clock
Hours of Experience

Ordering, receiving, and
unpacking radioactive material
safely and performing the
related radiation
Calibrating instruments used to
determine the activity of
dosages and performing checks
for proper operation of
survey meters.
Calculating, measuring, and
safely preparing patient or
human research subject
dosages
Using administrative controls to
prevent a medical event
involving the use of unsealed
byproduct material
Using procedures to safely
contain spilled radioactive
material and using proper
decontamination procedures
Administering dosages of
radioactive drugs to patients or
human research subjects
Eluting generators, measuring
and testing the eluate, and
processing the eluate with
reagent kits to prepare labeled
radioactive drugs
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If you have not already provided the required attestation statement Part II of NRC Form 313A
provides a convenient means to provide this information.

2.  The training requirements of the Radiation Safety Officer has changed.  Radiation Safety
Officers must meet the requirements of 10 CFR 35.50.  Additional information to meet the
requirements of 10 CFR 35.50 would need to be submitted.  Alternatively, you may request a
different person to be the Radiation Safety Officer and submit their training and experience.  
Please refer to the NRC website as the regulation was changed on March 30, 2005.  The
current regulation is located on the NRC website at
http://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-0050.html.

Current NRC regulations and guidance are included on the NRC’s website at www.nrc.gov;
select Nuclear Materials; Medical, industrial, and academic uses of nuclear material; then
toolkit index page.  Or you may obtain these documents by contacting the Government
Printing Office (GPO) toll-free at 1-888-293-6498.  The GPO is open from 7:00 a.m. to 9:00
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 I Office and refer to Mail Control No. 137944.  If you have any technical questions
regarding this deficiency letter, please call Dennis Lawyer at (610) 337-5366 or me at (610)
337-5308.

If we do not receive a reply from you within 30 calendar days from the date of this letter, we will
assume that you do not wish to pursue your application.

Sincerely,

Original signed by Todd J. Jackson, CHP

Todd J. Jackson, CHP
Senior Health Physicist
Commercial and R&D Branch
Division of Nuclear Materials Safety
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