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Docket No.        03001323
License No.       08-03309-01
Control No.       583889
 
Kurt Newman, M.D.
CEO and President
Children's National Medical Center
111 Michigan Ave NW
Washington, DC  20010
 
SUBJECT:             CHILDREN'S NATIONAL MEDICAL CENTER, REQUEST FOR ADDITIONAL INFORMATION

CONCERNING APPLICATION FOR RENEWAL OF LICENSE, CONTROL NO. 583889
 
Dear Dr. Newman:
 
This is in reference to your application dated April 20, 2014 requesting to renew Nuclear Regulatory
Commission License No. 08-03309-01. In order to continue our review, we need the following
additional information:
 

1.       To facilitate future communications, please provide your facsimile number.
2.       In item 5a. I. you have requested 2Ci of F18 and have its use listed as diagnostic imaging and

localization studies.  This use is covered under the Item 5a. B 35.200 and therefore does not
need to be listed separately.  Did you wish to request a 2 Ci possession limit of F18 for
research use? If so, please provide the location where it will be used and provide shielding
information for this location.

3. In item 5a. D. you list byproduct material permitted by 10 CFR 31.11 prepackaged sources
and list use as, “calibration, transmission, flood field, and reference sources.” Typically 10 CFR
31.11 materials are used for in-vitro clinical or laboratory testing.  Please clarify if the material
requested should be categorized as 10 CFR 31.11 prepackaged kits or 10 CFR 35.500 sealed
sources for diagnosis or 10 CFR 35.65 sources. Please provide the manufacturer, model
number, serial number, isotope, and activity for any sealed source that does not meet the
criteria listed in 10 CFR 35.65.

4.       Please provide an organizational chart that shows the relationship of the RSC and RSO to the
management structure or state how the committee structure and RSO report to the CEO.  In
addition, please describe executive management’s involvement with the program and
describe the method used to ensure that the CEO is aware of NRC regulations, the
provisions of the license, and the compliance status of the institution’s licensed program.
Please state how much time the RSO devotes to the oversight of the program; i.e. is the RSO
position full-time?

5. You have listed Radiation Safety Committee member names in your application.  Please
consider removing their names and providing the title of the positions for the members.  In
addition, confirm that:
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a. members will be replaced by individuals with equivalent position,
b. a quorum will include a representative from each area of use to be discussed, and
c. the RSC’s duties include review of incidents.   

6.       Please describe in greater detail the information provided to the RSC for approval of users. 
For instance, indicate whether detailed training is documented on forms provided to the RSC
for review for medical and nonmedical users and provide copies of the forms used.  For
medical users, the forms found at http://www.nrc.gov/materials/miau/med-use-
toolkit.html#forms may be helpful.  For non- medical users, please indicate whether you
require “hands-on” experience with the isotopes requested for use. 

7.       Submit a description of the RSC program for review and approval of protocols/permits
issued to authorized users and state the frequency at which a review of this approval is
conducted.  For example, the types and quantities of licensed material, a description of the
experimental protocol and maximum quantities used at one time, a description of the
clinical trial (if applicable), the facilities proposed, the training of the supervised individuals
who will work under the protocol, potential exposure pathways, and appropriate shielding
should be addressed during the protocol review.  The program for renewal of authorizations
should include a review of the users’ safety and compliance history, types and quantities of
materials requested, facilities and equipment, and training and supervision of radiation
workers in the users’ laboratory.

8.       The model training program provided in Appendix J of NUREG 1556, Vol. 9 does not address
the areas of research, animal use, or waste disposal.  Please provide an expansion of your
proposed training program to cover these areas.  You may reference NUREG 1556 Vol. 7
Appendices H and J for material to include.

9.       Describe the audit mechanism of medical and research facilities implemented by the RSO or
other responsible individual to determine user compliance with NRC regulations, the terms
and conditions of the NRC license, the requirements of the RSC approved permits, and good
health physics practices.  For instance, reviews of users’ inventory and survey records,
evaluation of users’ training through observation and discussion, and performance of
confirmatory surveys of work areas.  You should consider developing survey and audit
schedules based on activity and use, for example weekly or biweekly audits of high use
facilities and users of volatile radioactive materials, monthly audits of intermediate use
facilities, and quarterly audits of low-level facilities. In addition, specify the types and
frequencies of confirmatory surveys and monitoring that will be performed by the RSO and
staff and confirm that surveys will include both unrestricted and restricted areas.

10. Model Emergency procedures and general topics for safe use as described in Appendix R of
NUREG 1556 Vol. 11 does not address the unique situations that can arise from the clinical
applications of use of radionuclides. Please provide additional information for these
situations.  When preparing your response, you may reference NUREG 1556 Vol. 9 Appendix
N and Appendix T.

11. Provide waste disposal procedures for any waste not being transferred to an authorized
recipient or disposed per 10 CFR 20.2005. Appendix V of NUREG 1156 Vol. 11 may be helpful
in providing your response.

12. Please note that while a complete review of the physician’s qualifications for authorized user
status was not performed, the ABR certificates you submitted for Eglal Shalaby-Rana M.D.,
and Pranav Vyas, M.D. are not currently recognized by NRC under 10 CFR Part 35.  If
physicians were approved prior to 2002 for 35.100 and 35.200 the board certificates were
applicable at that time.  In addition, casework was not provided for any of the physicians,
including Dr. Tsai, so 35.300 status could not be evaluated.

13. Provide room numbers and diagrams of facilities designed or established for special uses [e.g.
iodination laboratories, alpha laboratories, waste processing facilities (including incinerators,
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compactors, liquid reclamation processors, etc.), radioactive waste storage facilities (including
decay-in-storage), individual laboratories processing 100 millicuries or more of radioactive
material per experiment or process, nuclear pharmacies, specially designed therapy rooms,
emerging technology therapy facilities (i.e.,10 CFR 35.1000 procedures), and sealed sources
storage areas.] 

 
For airborne effluents, please provide a detailed description of the design of your effluent
monitoring systems or confirm that they will be designed in accordance with ANSI
N13.1(1969) and ANSI N42.18.  In addition, please describe an unmonitored effluent
released and provide the basis upon which you have determined that unmonitored release
will not exceed 30% of the total estimated effluent release or 10% of the permissible air
effluent concentrations found in column 1 of Table 2 in 10 CFR Part 20 , whichever is
greater. 

14.   With regard to your operating procedures:
a.      Provide a more complete description of the routine survey program, including the

areas to be surveyed, the types and levels of radiation and contamination
considered to be acceptable, and the frequencies of surveys required by authorized
users. Describe your procedures for performing contamination surveys in
unrestricted areas and areas adjacent to locations of byproduct material use.
Appendix S to NUREG-1556, Vol. 11 may be helpful in designing your survey
program.

b.   Describe in greater detail your instrument calibration program for instruments
calibrated in-house, including your procedures used for calibrations. Provide
examples of the types of calibration sources that you use to approximate the same
energy and type of radiation as the environment in which the calibrated device will
be used.  Provide your detailed procedures for calibrating liquid scintillation
counters, gamma counters, gas flow proportional counters, and multichannel
analyzers.

c.   Specify whether your program to control receipt of licensed material includes a
centralized receiving location. Provide your detailed instructions provided to
personnel who receive packages containing byproduct material. In addition,
describe in greater detail the administrative controls and provisions relating to
materials control, accounting, and security.

d.   Provide examples of your detailed procedures for safe use and emergency
procedures for a variety of medical and non-medical uses in your program.
 

If you wish to have the flexibility to revise any of these procedures without license
amendment, please indicate which procedures you would like to have the ability to revise
and describe the detailed process you will use to make and implement these revisions.

15.   Item 6, Purpose of Use, does not request student instruction, research in animals, or
calibration with check sources.  Please indicate if you would like to include these activities.

 
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). 

http://www.nrc.gov/


 
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. 583889.  If you have any technical questions regarding
this deficiency letter, please call me at (610) 337-5076.
 
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.
 
Regards,
 

Robin L. Elliott
Health Physicist
U. S. Nuclear Regulatory Commission
Region I, Division of Nuclear Materials Safety
2100 Renaissance Blvd
King of Prussia, PA 19406-2713
(610) 337-5076 voice
(610) 337-5269 fax
Robin.Elliott@nrc.gov
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