Kent General Hospital | 640 South State Street | Dover, DE 19901 | 302.744.7000 | 302.744.7181 fax

‘ Bayhealth Milford Memorial Hospital | 21 West Clarke Avenue | Milford, DE 19963 | 302.430.5942 | 302.430.5598 fax

Tevence M. Murphy, FACHE
President and Chief Executive Officer
Mail Code: 1107

April 10, 2017 ,@’z . / e

U. S. Nuclear Regulatory Commission
Region | H
2100 Renaissance Blvd, Suite 100 :
King of Prussia, PA 19406-2713

Re: License No. 07-14850-01 /030 01565~
To Whom It May Concern,

We, Bayhealth Medical Center, License Number 07-14850-01, wish to amend our
radioactive materials license to reflect the following:

o Please add Kimberly Hoang, M.D. as an authorized user for 35.100 and 35.200
materials use. Attached is Dr. Hoang's 313A documentation.

If you have any questions regarding this amendment, please contact our radiation safety
officer, Adam M. Henry at 1.866.755.2756 x703.

BG5S
THE DRIVE IS here.
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(hg_(g 11;')0RM 313A (AUD) U.S. NUCLEAR REGULATORY COMMISSION
&4, AUTHORIZED USER TRAINING AND EXPERIENCE D By OME: N

g AND PRECEPTOR ATTESTATION i Daro ey 0. $160-0120
“%‘ ;" (for uses defined under 35.100, 35.200, and 35.500)

NG
son®

Do [10 CFR 35,190, 35.280, and 35.590]
Name of Proposed Authorized User State or Territory Where Licensed
Kimberly Hoang, M.D. Delaware

Requested Authorization(s) (check all that apply)

35.100 Uptake, dilution, and excretion studies
35.200 Imaging and localization studies

[ 35.500 Seated sources for diagnosis (specify device)

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

* Training and Experience, inciuding board certification, must have bean obtained within the 7 years preceding
the date of appilication or the individual must have obtained reiated continuing education and experience since
the required training and experience was completed. Provids dates, duration, and description of continuing
sducation and experience related to the uses checked above,

[] 1- Board Certification
a. Provide a copy of the board certification.
b, If using only 35.500 materiais, stop here. If using 35.100 and 35.200 materials, skip to and complete Part ||

Preceptor Attestation.
] 2. Gurrent 35, thorized User Seeking Addition ,290 Authorizati
a. Authorized user on Materials License meeting 10 CFR 35.390 or equivalent Agreement

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*

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

Total Hours of Experience:

Supervising Individual ' License/Parmit Numbar listing supervising individual as an
authorized user

Supervisor mests the requirements balow, or equivalent Agreement State requirements (check all that apply).

[] 35.290 [} 35.390 + generator experience in 32.280(c)(1)iI)(G)

NRC FORM 313A (AUD) (08-2018) PAGE 1




NRC FORM 313A (AUD)
(08.2018)

U.8, NUCLEAR REGULATORY COMMISSION
AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

3. Tralning and Experlence for Proposed Authorized User

a. Classroom and Laboratory Training.

Radiation biology

. .. \ . Clock Dates of
Description of Training Location of Training Hours Training*
Eastern Virginia Medical Scheol (EVMS)/Sentara
Radiation ph_ysics and Norfolk General Hospital (SNGH) 20 July 1, 2011 -
instrumentation Norfolk, VA 23507 June 30, 2015
EVMS/SNGH
June 30, 2015
EVMS/SNGH
Mathematics pertaining to the use | Norfolk, VA 23507 20 July 1,2011 -
and measurement of radicactivity Tune 30, 2015
EVMS/SNGH
Chemistry of byproduct material
for medical use (ot required for Norfolk, VA 23507 20 July 1,2031 -
35.590) June 30, 2015
EVMS/SNGH
Norfolk, VA 23507 20 July 1, 2011 -

June 30, 2015

Total Hours of Tralning: 100

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

Supaervised Work Experience

700 Total Hours of

operation of survey meters

Experiance:
Description of Experience Location of Experience/License or ‘ Confirm Dates of
Must Include: Permit Number of Facility Experience*
Ordering, receiving, and unpacking | Sentara Norfolk General Hospital (SNGH) July 1, 2011 -
radioactive materials safely and Norfolk, VA 23507 Yes J:::; 3’0 2015
performing the related radiation VA 710-189-1 D No
surveys
Performing quality control .
procedures on instruments used to Sentara Norfolk General Hospital (SNGH) Yes [|July 1,201t -
determine the activity of dosages | Norfolk, VA 23507 June 30,2015
and performing checks for proper | VA 710-189-1 [ No

NRC FORM 3134 (AUD} (06-2016}
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NRC FORM 313A (AUD) U.8. NUCLEAR REGULATORY COMMISSION

52018 AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)
3. Ir and Experience for Proposed Author or (continued)
b. Supervised Work Experience. {continued)
Description of Experience Location of Experience/License or Confirm Dates of
Must Include: Permit Number of Facility Experience*
Calculating, measuring, and safely Sentara Norfolk General Hospital (SNGH) Yes (Julyl1,2011-
preparing patient or human research |Norfolk, VA 23507 June 30, 2015
subject dosages VA 710-189-1 D No
Using administrative controls to Sentara Norfolk General Hospital (SNGH) Yes |July 1,2011-
prevent a meadical event mvolvmq the Norfolk, VA 23507 VA 710-189-1 June 30, 2015
use of unsealed byproduct material [:] No
Using procedures to contain spilled | Sentara Norfolk General Hospital (SNGH) Yes |July1,2011-
byproduct material safely and using | Norfolk, VA 23507 VA 710-189-1 June 30, 2015
proper decontamination procedures [:] No
Administering dosages of radioactive | Sentara Norfolk General Hospital (SNGH) Yes |luly 1,201l -
drugs to patients or human research | noreol, vA 23507 VA 710-189-1 June 30, 2015
subjects [] No
Eluting generator systems appropfiate S Norfolk General ital (SN July 1, 2011 -
for the preparation of radioactive N(::T;:li 3;0235;7“ eral Hospital (SNGH) Yes Ju“); 3’0 2015
drugs for imaging and localization ’ [ No !
studies, measuring and testing the VA 710-189-1
eluate for radionuclidic purity, and
processing the eluate with reagent
kits to prepare labeled radioactive
drugs
Supervising Individual iLicense/Permit Number listing supervising individual as an
{authorized user
Lester Johnson, MD ’ VA 710-189-1
Supervisor meets the requirements below, or equivalent Agreement State requirements (check one).
[] 35.190 [] 35.200 []3s.380 35,390 + generator experience in 35.290(c)(1)(i{G)

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

Device Location and Dates

—

Type of Training

]
d. For 35.500 uses only, stop here. For 35,100 and 35.200 uses, skip to and complete Part Il Preceptor
Altestation.
NRC FORM 313A [AUD) (08.2018) PAGE 3




P&%EORM 313A (AUD) U.8, NUCLEAR REGULATORY COMMISSION
¢ ) AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART Il - PRECEPTOR ATTESTATION

Note: This part must be complstad 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 praceptor 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 compestency.”

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

For 35.180
Board Certification
[ ]t 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 fo function independently as an
authorized user for the medical uses authorized under 10 CFR 35,100.

OR

Training and Experience
| attest that Kimberly Hoang, MD 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

|:| 1 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 sufficlent to function independently as an
authorized user for the medical uses authorized under 10 CFR 35,100 and 35.200.

OR
Training and Experience
| attest that Kimberly Hoang, MD has satisfactorily compieted the 700 hours of training
Nams of Proposed Authorized User
and experience, including a minimum of 80 hours of classraom 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 madical uses authorized under 10 CFR 35.100 and 35.200.

Second Section
Complete the following for preceptor attestation and signature:

| 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

Lester Johnson, MD O’Qc\’ o (MW (757) 388-1141 3/16/2017

License/Permit Number/Facility Name
Sentara Norfoik General Hospital, VA 710-189-1

NRC FORM 313A (AUD) (08-2018) PAGE 4




.NRC FORM 532 ann U.S. NUCLEAR REGULATORY COMMISSION
(05-2016) S .y

ACKNOWLEDGEMENT - RECEIPT OF CORRESPONDENCE

Name and Address of Applicant and/or Licensee Date
April 24,2017
License Number(s)
Bayhealth Medical Center 07-14850-0f
ATTN: Terry M. Murphy, President/CEO Mail Control Number(s)
640 South State Street 594575

Dover, DE 19901

Licensing and/or Technical Reviewer or Branch

Commercial, Industrial, R&D, & Academic Branch
(Branch 2)

This is to acknowledge receipt of your: Letter and/or D Application Dated: 04/10/2017

The initial processing, which included an administrative review, has been performed.
Amendment [ ] Termination [ ] New License [ ] Renewal

There were no administrative omissions identified during our initial review.

|:] This is to acknowledge receipt of your application for renewal of the material(s) license identified
above. Your application is deemed timely filed, and accordingly, the license will not expire until final
action has been taken by this office.

D Your application for a new NRC license did not include your taxpayer identification number. Please
complete and submit NRC Form 531, Request for Taxpayer ldentification Number, located at the
following link:  http://www.nrc.govireading-rm/doc-collections/forms/nrc531.pdf

Follow the instructions on the form for submission.

|:] -The following administrative omissions have been identified:

Your application has been assigned the above listed MAIL CONTROL NUMBER. When calling to inquire about this
action, please refer to this control number. Your application has been forwarded to a technical reviewer. Please
note that the technical review, which is normally completed within 180 days for a renewal application (90 days for all
other requests), may identify additional omissions or require additional information. If you have any questions
concerning the processing of your application, our contact information is listed below:

Region |

U. S. Nuclear Regulatory Commission
Division of Nuclear Materials Safety
2100 Renaissance Boulevard, Suite 100
King of Prussia, PA 19406-2713

(610) 337-5260, (610) 337-5313,

(610) 337-5398, or (610) 337-5239

NRC FORM 532 (05-2016)



