RILAT RESOURCE

From: Nicholson, John

Sent: Thursday, May 28, 2015 2:59 PM

To: dperkins@united-medicalcenter.com

Cc: Lanzisera, Penny

Subject: mail control # 586363

Attachments: NRC 313A (AUT).pdf; NRC 313A (AUD).pdf

Please reply by return email to confirm your receipt of this email requesting additional information.

Docket No. 03001334
License No. 08-11182-01
Mail Control No. 586363

Derek M. Perkins, MPH, RT
Director Radiology/Cardiology
Capital Medical Center, LLC
d/b/a United Medical Center
1310 Southern Avenue, S.E.
Washington, D.C. 20032-4623

SUBJECT: CAPITAL MEDICAL CENTER, REQUEST FOR ADDITIONAL INFORMATION CONCERNING
APPLICATION FOR AMENDMENT TO LICENSE, CONTROL NO. 586363

Dear Mr. Perkins:

This is in reference to your letter dated March 18, 2015 requesting to amend Nuclear Regulatory Commission
License No. 08-11182-01. In order to continue our review, we need the following additional information
regarding your request for an amendment to add Dr. Ali Hasan Hadi Albayati as an authorized user.

1. In support of your request to authorize Dr. Ali Hasan Hadi Albayati for materials permitted under
10 CFR 35.100, 35.200, and 35.300, please provide the following:

a. For the requested authorization for 35.100 and 35.200, complete “Part lI-Preceptor
Attestation” of the attached NRC Form 313A (AUD), the preceptor should also complete and
sign the second section at the bottom of Part |l

b. For the requested authorization for 35.300, complete the first, second, third, and fifth sections of
“Part ll-Preceptor Attestation” of the attached NRC Form 313A (AUT), the preceptor should
also complete and sign the section at the bottom of the last page.

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 by June 8, 2015. Please reply to

my attention at the Region | Office and refer to Mail Control No. 586363. Please note that you may provide the
requested additional information by return e-mail. However, it must be a scanned document that contains a
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management signature. Alternatively, you may reply by mail or facsimile (610-337-5269). If you have any
technical questions regarding this deficiency letter, please call John Nicholson at (610) 337-5236.

Sincerely,

John Nicholson
Health Physicist
Medical Branch
Division of Nuclear Materials Safety

John Nicholson

health physicist

U.S. Nuclear Regulatory Commission
Region | Office

Division of Nuclear Materials Safety
Branch

2100 Renaissance Boulevard

Suite 100

King of Prussia, PA 19406
610.337.5236
john.nicholson@nrc.gov




(05-2012)

NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY CONMISSION

AUTHORIZED USER TRAINING AND EXPERIENCE .
AND PRECEPTOR ATTESTATION ExbiRee, oanzots) o
(for uses defined under 35.300)
[10 CFR 35.390, 35.392, 35.394, and 35.396]

Name of Proposed Authorized User State or Territory Where Licensed

OR
[] 35.300

[]35.300
[ ] 35.300

[ ]35.300

Requested Authorization(s) (check all that apply):

[ ]35.300 Use of unsealed byproduct material for which a written directive is required

Oral administration of sodium iodide 1-131 requiring a written directive in quantities less than or equal to
1.22 gigabecquerels (33 millicuries)

Oral administration of sodium iodide 1-131 requiring a written directive in quantities greater than 1.22
gigabecquerels (33 millicuries)

Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

Parenteral administration of any other radionuclide for which a written directive is required

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Training and Experience, including board certification, must have been obtained within the 7 years preceding the
date of application or the individual must have related continuing education and experience since the required
training and experience was completed. Provide dates, duration, and description of continuing education and
experience related to the uses checked above.

D 1. Board Certification
a. Provide a copy of the board certification.

b. For 35.390, provide documentation on supervised clinical case experience. The table in section 3.c. may
be used to document this experience.

c. For 35.396, provide documentation on classroom and laboratory training, supervised work experience,
and supervised clinical case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to
document this experience.

d. Skip to and complete Part | Preceptor Attestation.
[:I 2. Current 35.300, 35.400, or 35.600 Authorized User Seeking Additional Authorization

a. Authorized User on Materials License under the requirements below or

equivalent Agreement State requirements (check all that apply):
[ ] 35.390 [ ] 35.392 [[]35.394 [ ] 35.490 [ ] 35.690

b. If currently authorized for a subset of clinical uses under 35.300, provide documentation on additional
required supervised case experience. The table in section 3.c. may be used to document this
experience. Also provide completed Part Il Preceptor Attestation.

c. If currently authorized under 35.490 or 35.690 and requesting authorization for 35.396, provide
documentation on classroom and laboratory training, supervised work experience, and supervised clinical
case experience. The tables in sections 3.a., 3.b., and 3.c. may be used to document this experience.
Also provide completed Part Il Preceptor Attestation.

NRC FORM 313A (AUT) (05-2012) PAGCE 1




NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION
(06-2012) ‘
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

D 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training [ | 35.390 []35.392 [ ] 35.394 [] 35.396
. . - . - Clock Dates of
Description of Training Location of Training Hours Training*

Radiation physics and
instrumentation

Radiation protection

»Mathematics pertaining to the
use and measurement of
radioactivity

Chemistry of byproduct
material for medical use

Radiation biology

Total Hours of Training: [j

b. Supervised Work Experience [:] 35.390 D 35.392 D 35.394 D 35.396
If more than one supervising individual is necessary to document supervised training, provide multiple copies
of this page.
Supervised Work Experience Total Hours of Experience:
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience®
Ordering, receiving, and ’
unpacking radioactive materials D Yes
safely and performing the
related radiation surveys ‘ D No
Performing quality control
procedures on instruments D Yes
used to determine the activity
of dosages and performing [ ]No

checks for proper operation of
survey meters

Calculating, measuring, and [] Yes
safely preparing patient or

human research subject D No
dosages

Using administrative controls to ; D Yes
prevent a medical event

involving the use of unsealed D No
byproduct material

Using procedures to contain

spilled byproduct material D Yes
safely and using proper []No

decontamination procedures

NRC FORM 313A (AUT) (05-2012) PAGE 2



NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(06-2012)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

b.

Supervised Work Experience (continued)

Supervising Individual License/Permit Number listing supervising individual as an

apply)*™:

rauthorized user

35.390 With experience administering dosages of:

35.302 [] Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

l:] Parenteral administration of any other radionuclide requiring a written directive

Supervusmg Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
requesting authorized user status.

Supervised Clinical Case Experience
If more than one supervising individual is necessary to document supervised work experience, provide
multiple copies of this page.

Number of Cases . . . .
- . . Location of Experience/License or Permit Dates of
Description of Experience Involving Personal Number of Facility Experience*

Participation

iod

Oral administration of sodium

directive in quantities less than
or equal to 1.22 gigabecquerels
(33 millicuries)

ide 1-131 requiring a written

iod

Oral administration of sodium

directive in quantities greater
than 1.22 gigabecquerels (33
millicuries)

ide 1-131 requiring a written

oth

Parenteral administration of
any beta-emitter, or
photon-emitting radionuclide
with a photon energy less than
150 keV for which a written
directive is required

Parenteral administration of any

written directive is required

er radionuclide for which a

(List radionuclides)

NRC FORM

313A (AUT) (05-2012) PAGE 3




NRC FORM 313A (AUT) ‘ U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Training and Experience for Proposed Authorized User (continued)

¢. Supervised Clinical Case Experience (continued)

Supervising Individual License/Permit Nunhber listing supervising individual as an
rauthorized user

Supervising individual meets the requirements below, or equivalent Agreement State requirements (check all that
apply **..

[ 135.390 - With experience administering dosages of:

D 35.392 [ D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
i gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

l:l Parenteral administration of any other radionuclide requiring a written directive

* Supervising Authorized User must have experience in administering dosages in the same dosage category or categories as the individual
requesting authorized user status.

d. Provide completed Part Il Preceptor Attestation.

PART il - PRECEPTOR ATTESTATION

Note: This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each.

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties of
the position sought and not attesting to the individual's "general clinical competency.”

First Section
Check one of the following for each requested authorization:

For 35.390:

Board Certification

D | attest that has satisfactorily completed the training and experience

Name of Proposed Authorized User

requirements in 35.390(a)(1).

OR

Training and Experience

[ ] 1 attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 200 hours of classroom and laboratory training, as required by
10 CFR 35.390 (b)(1).

NRC FORM 313A (AUT) (05-2012) . PAGE 4




NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)

First Section (continued)

For 35.392 (ldentical Attestation Statement Regardless of Training and Experience Pathway):

D | attest that has satisfactorily completed the 80 hours of classroom

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.392(c)(1), and the supervised work and clinical case
experience required in 35.392(c)(2).

For 35.394 (Identical Attestation Statement Regardless of Training and Experience Pathway):

D | attest that has satisfactorily completed the 80 hours of classroom

Name of Proposed Authorized User

and laboratory training, as required by 10 CFR 35.394 (c)(1), and the supervised work and clinical case
experience required in 35.394(c)(2).

Second Section

D | attest that has satisfactorily completed the required clinical case

Name of Proposed Authorized User
experience required in 35.390(b)(1)(ii)G listed below:

I:I Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

Third Section

[ ]1 attest that has satisfactorily achieved a level of competency to

Name of Proposed Authorized User
function independently as an authorized user for:

D Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22
gigabecquerels (33 millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon
energy less than 150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

PAGE 5
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NRC FORM 313A (AUT) U.S. NUCLEAR REGULATORY COMMISSION

(05-2012)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Fourth Section
For 35.396:
Current 35.490 or 35.690 authorized user:

[ ] I attest that is an authorized user under 10 CFR 35.490 or 35.690

Name of Proposed Authorized User

or equivalent Agreement State requirements, has satisfactorily completed the 80 hours of classroom and
laboratory training, as required by 10 CFR 35.396 (d)(1), and the supervised work and clinical case
experience required by 35.396(d)(2), and has achieved a tevel of competency sufficient to function
independently as an authorized user for:

Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for Wh’iCh a written directive is required

[ ] Parenteral administration of any other radionuclide for which a written directive is required

OR
Board Certification:

D | attest that has satisfactorily completed the board certification

Name of Proposed Authorized User
requirements of 35.396(c), has satisfactorily completed the 80 hours of classroom and laboratory training
required by 10 CFR 35.396 (d)(1) and the supervised work and clinical case experience required by
35.396(d)(2), and has achieved a level of competency sufficient to function independently as an

authorized user for:

Parenteral administration of any beta-emitter, or photon-emitting radionuclide with a photon energy less
than 150 keV for which a written directive is required

[] Parenteral administration of any other radionuclide for which a written directive is required

Fifth Section
Complete the following for preceptor attestation and signature:

[:I | meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[] 35.390 [ ]35.392 []35.394 [ ]35.396
D | have ekperience administering dosages in the following categories for which the proposed Authorized User is
requesting authorization.

Oral Nal-131 requiring a written directive in quantities less than or equal to 1.22 gigabecquerels (33
millicuries)

D Oral Nal-131 in quantities greater than 1.22 gigabecquerels (33 millicuries)

D Parenteral administration of beta-emitter, or photon-emitting radionuclide with a photon energy less than
150 keV requiring a written directive is required

D Parenteral administration of any other radionuclide requiring a written directive

Name of Preceptor Signature Telephone Number Date

License/Permit Number/Facility Name

NRC FORM 313A (AUT) (05-2012) PAGE 6



NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(05-2012)

AUTHORIZED USER TRAINING AND EXPERIENCE |
AND PRECEPTOR ATTESTATION EXPIRES: (OS312018)

(for uses defined under 35.100, 35.200, and 35.500)
[10 CFR 35.190, 35.290, and 35.590]

Name of Proposed Authorized User State or Territory Where Licensed

Requested Authorization(s) (Check all that apply)

[ ]35.100 Uptake, dilution, and excretion studies

[ ]35.200 Imaging and localization studies k

[ ]35.500 Sealed sources for diagnosis (specify device)

PART | -- TRAINING AND EXPERIENCE
(Select one of the three methods below)

* Training and Experience, including.board certification, must have been obtained within the 7 years preceding
the date of application or the individual must have obtained related continuing education and experience since
the required training and experience was completed. Provide dates, duration, and description of continuing
education and experience related to the uses checked above.

D 1. Board Certification

a. Provide a copy of the board certification.

b. If using only 35.500 materials, stop here. If using 35.100 and 35.200 materials, skip to and complete Part Il
Preceptor Attestation.

D 2. Current 35.390 Authorized User Secking Additional 35.290 Authorization
meeting 10 CFR 35.390 or equivalent Agreement

a. Authorized user on Materials License
State requirements seeking authorization for 35.290.

b. Supervised Work Experience.
(If more than one supervising individual is necessary to document supervised work experience, provide multiple

copies of this section.)

_ . Location of Experience/license or Clock Dates of
Description of Experience Permit Number of Facility Hours Experience®

Eluting generator systems
appropriate for the preparation of
radioactive drugs for imaging and
localization studies, measuring and
testing the eluate for radionuclidic
purity, and processing the eluate
with reagent kits to prepare labeled
radioactive drugs

Total Hours of Experience:

gupervising Individual iLiceh?e/Permit Number listing supervising individual as an
{authorized user

Supervisor meets the requirements below, or equivalent Agreement State requirements (check all that apply).

D 35.290 D 35.390 + generator experience in 32.290(c)(1)(i))(G)

NRC FORM 313A (AUD) (05-2012) PAGE 1



INRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
(052012) A JTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

[ ] 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training.

Clock Dates of

Description,of Training Location of Training Hours Training*

Radiation physics and
instrumentation

Radiation protection

Mathematics pertaining to the use
and measurement of radioactivity

Chemistry of byproduct material
for medical use (not required for
35.590)

Radiation biology

Total Hours of Training:

b. Supervised Work Experience (completion of this table is not required for 35.590). i
(If more than one supervising individual is necessary to document supervised work experience,
provide multiple copies of this section.)

Total Hours of

Supervised Work Experience Experience:

Description of Experience Location of Experience/License or Confirm Dates of

Must Include: Permit Number of Facility Experience*

Ordering, receiving, and unpacking

radioactive materials safely and D ves
performing the related radiation D No
surveys

Performing quality control

procedures on instruments used to D Yes
determine the activity of dosages
and performing checks for proper D No
operation of survey meters

NRC FORM 313A (AUD) (05-2012) PAGE 2



(05-2012)

NRC FORM 313A (AUD)
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

U.S. NUCLEAR REGULATORY COMMISSION

3. Training and Experience for Proposed Authorized User (continued)

b. Supervised Work Experience. (continued)

Description of Experience
Must Include:

Location of Experiencellicense or

Permit Number of Facility

Dates of

Confirm Experience*

Calculating, measuring, and safely
preparing patient or human research
subject dosages

[]Yes
[ ]No

| Using administrative controls to
prevent a medical event involving the
use of unsealed byproduct material

[ | Yes
[ ] No

Using procedures to contain spilled
byproduct material safely and using
proper decontamination procedures

[ ] Yes
[ ] No

Administering dosages of radioactive
drugs to patients or human research
subjects

[ ] Yes
[ ] No

Eluting generator systems appropriate
for the preparation of radicactive
drugs for imaging and localization
studies, measuring and testing the
eluate for radionuclidic purity, and
processing the eluate with reagent
Kits to prepare labeled radioactive
drugs

[ ] Yes
[ ]No

Supervising Individual

authorized user

License/Permit Number listing supervising individual as an

135190 [ ] 35.290

[]35.390

Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).

D 35.390 + generator experience in 35.290(c)(1)(ii}(G)

c. For 35.590 only, provide documentation of training on use of the device.

Device

Type of Training

LLocation and Dates

d. For 35.500 uses only, stop here. For 35.100 and 35.200 uses, skip to and complete Part Il Preceptor

Attestation.

NRC FORM 313A (AUD) (05-2012)
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NRC FORM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
05212 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note:  This part must be completed by the individual's preceptor. The preceptor does not have to be the supervising
individual as long as the preceptor provides, directs, or verifies training and experience required. If more than
one preceptor is necessary to document experience, obtain a separate preceptor statement from each. (Not
required to meet training requirements in 35.590)

By checking the boxes below, the preceptor is attesting that the individual has knowledge to fulfill the duties
of the position sought and not attesting to the individual's "general clinical competency."

First Section
Check one of the following for each use requested:

For 35.190

Board Certtification

[ ]I attest that has satisfactorily completed the requirements in

‘Name of Proposed Authorized User

10 CFR 35.190(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

OR
Training and Experience

D | attest that has satisfactorily completed the 60 hours of training and

Name of Proposed Authorized User

experience, including a minimum of 8 hours of classroom and laboratory training, required by 10 CFR
35.190(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100.

For 35.290

Board Certification

D | attest that has satisfactorily completed the requirements in

Name of Proposed Authorized User

10 CFR 35.290(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

OR
Training and Experience

D | attest that has satisfactorily completed the 700 hours of training

Name of Proposed Authorized User

and experience, including a minimum of 80 hours of classroom and laboratory training, required by 10
CFR 35.290(c)(1), and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

D | meet the requirements below, or equivalent Agreement State requirements, as an authorized user for:

[ ]35.190 [ ]35.290 [ ] 35.390 [ ] 35.390 + generator experience

Name of Preceptor Signature Telephone Number Date

License/Permit Number/Facility Name

NRC FORM 313A (AUD) (05-2012) PAGE 4



