‘ Kent General Hospital Milford Memorial Hospital
ayhealth 840 South State Street 21 West Clarke Avenue

Dover, DE 159901 Whltord, DE 19963

Explore the possibilities here. 302 674 4790 32 422 3311

b 1
June 4, 2014
U. S. Nuclear Regulatory Commission O30 075@ 5

Region | i'&"f
2100 Renaissance Blvd, Suite 100 o
King of Prussia, PA 19406-2713

Re: License No. 07-14850-01

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:

e \We would like to add John Lahaniatis, M.D. as an authorized user for 35.600 HDR
Remote Afterloader Use. Please see attached documentation. Dr. Lahaniatis is
currently authorized for materials use 35.300 and 35.400.

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

Regards,

Terry Murphy, FACHE
President / Chief Executive Officer

sgY/35
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www.bayhealth.org



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

AUTHORIZED USER TRAINING AND EXPERIENCE _
AND PRECEPTOR ATTESTATION EXPIRES: (0813112018)
(for uses defined under 35.400 and 35.600)
[10 CFR 35.490, 35.491, and 35.690]

Name of Proposed Authorized User }State or Territory Where Licensed
John Lahaniatis, MD 1‘ Delaware
Requested D 35.400 Manual! brachytherapy sources D 35.600 Teletherapy unit(s)

Authorization(s) (] 35.400 Ophthalmic use of strontium-90 [_] 35.600 Gamma stereotactic radiosurgery unit(s)
check all that appl
( PRY) 35.600 Remote afterloader unit(s)

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.

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

b. For 35.600, go to the table in 3.e. and describe training provider and dates of training for each type of use for
which authorization is sought.

¢. Skip to and complete Part |l Preceptor Attestation.

[j 2, Current 35.600 Authorized User Requesting Additional Authorization for 35.600 Use(s) Checked Above

a. Go to the table in section 3.e. to document training for new device.

b. Skip to and complete Part Il Preceptor Attestation.

[j 3. Training and Experience for Proposed Authorized User

a. Classroom and Laboratory Training [ ] 35.490 [ ] 35.491 [ ]135.690

Clock | Datesof

Description of Training Location of Training Hours Training*

Radiation physics and
instrumentation

|
5

R I S
.

Radiation protection

Mathematics pertaining to the ‘
use and measurement of
radioactivity

i

iRadiation biology J

S S O : - . S

Total Hours of Training: D

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




NRC FORM 313A (AUS) 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)

b. Supervised Work and Clinical Experience for 10 CFR 35.490 (/f more than one supervising individual is
necessary to document supervised work experience, provide multiple copies of this page.)

Supervised Work Experience Total Hours of

Experience:
' 'Descripti'dri'of Experience ' Location of Experience/lLicense or Confirm Dates of }
1 Must include: : Permit Number of Facility Experience* |
;Ordering, receiving, and | !
\unpacking radioactive materials L] Yes
‘'safely and performing the related ] No :
radiation surveys : | ; |
; 1. !
Checking survey meters for [ ] Yes
proper operation ! | D No
Preparing, implanting, and safely | [ Yes |
‘removing brachytherapy sources D No ‘ !
‘Maintaining running inventories [ ves
-of material on hand [ ] No
'Using administrative controls to | |
' prevent a medical event [ ves
involving the use of byproduct D No
‘ material ‘ :
. [] Yes
‘Using emergency procedures to ‘ ‘
icontrol byproduct material D No ;
: : i
! |
g:gg;gl e);zerl:ptc; g\nrzdlartcl)c\)/r; d Location of Experience/License or Dates of
gy as p PP : Permit Number of Facility Experience* ‘~‘

formal training program

|Approved by:

] Residency Review

- Committee for Radiation
" Oncology of the ACGME

] Royal College of Physicians
and Surgeons of Canada

D Committee on Postdoctoral
Training of the American
Osteopathic Association

‘Supervising Individual License/Permit Number listing supervising individual as an
‘Authorized User

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




NRC FORM 313A (AUS) 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 Experience for 10 CFR 35.491

Location of Experience/License or Clock Dates of

Description of Experience Permit Number of Facility Hours Experience*

‘Use of strontium-90 for ‘ ‘ 1
.ophthalmic treatment, including: 1
iexamination of each individual to °

\be treated; calculation of the :

dose to be administered: |
radministration of the dose; and ?
ifollow up and review of each

‘lndlwdual s case hlstory

Supervnsmg ) Individual v;Licenée/Permit Number listing supervising individual as an
1 iAuthorized User

d. Supervised Work and Clinical Experience for 10 CFR 35.690

D Remote afterloader unit(s) \:] Teletherapy unit(s) | ] Gamma stereotactic radiosurgery unit(s)
iSupervised Work Experience Total Hours of Experience: |
Description of Experience Location of Experience/License or Confirm . Dates of
| Must Include: ‘ Permit Number of Facility Experience* .
- | R |
‘Revnewmg full calibration f [ ]Yes ;
measurements and periodic ;
spot-checks ‘ - [JNo :

Preparing treatment plans and ‘ 3 |:] Yes

calculating treatment doses and

times | [ ]No

|Using administrative controls to [] Yes |
\prevent a medical event : ‘
linvolving the use of byproduct ! [] No

‘material ;

iImplementing emergency ‘ [] Yes

| procedures to be foliowed in the

‘event of the abnormal operation [] No

‘of the medical unit or console

‘Checking and using survey ‘ [] Yes
imeters ‘ D No
iSeIecting the proper dose and []Yes
‘how it is to be administered : l:] No

NRC FORM 313A (AUS) (05-2012) PAGE 3




NRC FORM 313A (AUS) 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)
d. Supervised Work and Clinical Experience for 10 CFR 35.690 (continued)

Clinical experience in radiation
oncology as part of an approved
formal training program

Location of Experience/License or Dates of
Permit Number of Facility Experience*

Approved by:

Residency Review
Committee for Radiation
Oncology of the ACGME

L] Royal College of Physicians
and Surgeons of Canada

D Committee on Postdoctoral
Training of the American
Osteopathic Association

Supervising Individual License/Permit Number listing supervising individual as an
Authorized User

e. For 35.600, describe training provider and dates of training for each type of use for which authorization is
sought.

Description

of Training Training Provider and Dates

Gamma Stereotactic

Remote Afterloader Teletherapy Radiosurgery

Varian GammaMed plus iX

Device operation January 27-28,2014
Sharon Thompson

Varian GammaMed plus iX
Safety procedures January 27-28, 2014
for the device use

Sharon Thompson

June 10,2013-May 5,2014, Khanh
Clinical use of the | Nguyen, MD; Jan 27-28, 2014,
device Sharon Thompson

Supervising Individual. (if training provided by Supervising  License/Permit Number listing supervising individual as an
Individual (If more than one supervising individual is necessary -Authorized User
to document supervised work experience, provide multiple

copies of this page.)
Khanh Nguyen, MD 07-14850-01 / 030-07565 / Bayhealth Medical Center
Authorized for the following types of use:

Remote afterloader unit(s) D Teletherapy unit(s) D Gamma stereotactic radiosurgery unit(s)

f. Provide completed Part Il Preceptor Attestation.

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




NRC FORM 313A (AUS)

U.S. NUCLEAR REGULATORY COMMISSION
(05-2012)

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

PART I} - 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 paosition sought and not attesting to the individual's "general clinical competency."

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

For 35.490:

Board Certification

l:] | attest that has satisfactorily completed the requirements in

" Name of Proposed Authorized User

35.490(a)(1) and has achieved a level of competency sufficient to function independently as an
authorized user of manual brachytherapy sources for the medical uses authorized under 10 CFR 35.400.

OR

Training and Experience

I:] | attest that has satisfactorily completed the 200 hours of

" Name of Proposed Authorized User

classroom and laboratory training, 500 hours of supervised work experience, and 3 years of supervised
clinical experience in radiation oncology, as required by 10 CFR 35.490(b){1) and (b)(2), and has achieved
a level of competency sufficient to function independently as an authorized user of manual brachytherapy
sources for the medical uses authorized under 10 CFR 35.400.

For 35.491:
[ ] 1attest that has satisfactorily completed the 24 hours of

Name of Proposed Authorized User
classroom and laboratory training applicable to the medical use of strontium-90 for ophthalmic radiotherapy,

has used strontium-90 for ophthalmic treatment of 5 individuals, as required by 10 CFR 35.491(b), and has

achieved a level of competency sufficient to function independently as an authorized user of strontium-90 for
ophthalmic use.

Second Section
For 35.690:

Board Certification

| attest that John Lahaniatis, MD has satisfactorily completed the requirements in
" Name of Proposed Authorized User )
35.690(a)(1).
OR
Training and Experience
D | attest that has satisfactorily completed 200 hours of classroom

Name of Proposed Authorized User
and laboratory training, 500 hours of supervised work experience, and 3 years of supervised clinical
experience in radiation therapy, as required by 10 CFR 35.690(b)(1) and (b)(2).

AND

NRC FORM 313A (AUS) (05-2012) PAGE 5



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

AUTHORIZED USER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued)

Preceptor Attestation (continued)
Third Section
For 35.690: (continued)
| attest that John Lahaniatis, MD has received training required in 35.690(c) for device
' Name of Proposed Authorized User

operation, safety procedures, and clinical use for the type(s) of use for which authorization is sought, as
checked below.

Remote afterloader unit(s) |:] Teletherapy unit(s) D Gamma stereotactic radiosurgery unit(s)

L e M e emmmmmmmmmmemmmmmeemememmemmeeaannn

AND
Fourth Section

| attest that John Lahaniatis, MD has achieved a level of competency sufficient to
Name of Proposed Authorized User
achieve a level of competency sufficient to function independently as an authorized user for:

Remote afterloader unit(s) [ | Teletherapy unit(s) [ ] Gamma stereotactic radiosurgery unit(s)

Fifth Section
Complete the following for preceptor attestation and signature:

I meet the requirements in 10 CFR 35.490, 35.491, 35.690, or equivalent Agreement State requirements, as
an authorized user for:

[ ] 35.400 Manual brachytherapy sources [j 35.600 Teletherapy unit(s)
D 35.400 Ophthalmic use of strontium-90 D 35.600 Gamma stereotactic radiosurgery unit(s)

35.600 Remote afterloader unit(s)

Signature 'Telephone Number ‘Date

- (302) 674-4401 . 05/12/2014

Name of Preceptor

Khanh Nguyen, MD
License/Permit Number/F acility Name

07-14850-01 / 030-07565 / Bayhealth Medical Center

NRC FORM 313A (AUS) (05-2012) PAGE 6
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Diear Dr. Lahaniafis’

I am pleased to inform you that you passed the oral examination held on fune 6-7,

2004. The American Board of Radiology grants you its Certificate in Radl ation
Oncology. This it. & ten-year time-limited certificate. The certificate will i sent to the
above address. in approximately three months. Your name will appear ¢ the certificate
as shown above [f you wish your name to appear differently, please not fy the Board
office within thirty days.

Your name ard demographic information will be included in a Directory published by
The Americar Board of Medical Specialties. It is your responsibility to n stify other local
and state or national organizations if appropriate.

“"he Ametican Beard of Radiology began issning ten-year time-limited c« rtificates in
Radiation Oncology in 1995. The American Board of Medical Specialtie: (ABMS) and
il of the 24 member boards have developed programs for Maintenance f Certification
{MOC). The ABR MOC Program (ABR-MOCP) is designed to assist eacir diplomate
with a ten- yenr ime-limited certificate in fulfilling the requirements as d xfined by the
ABR and ABMS for maintaining certification. The concept of continuous improvement
is a significant principle that underpins the ABR-MOCP.

With ssuance o your certificate, the ABR automatically considers you i s being in the
ABR-MOCP. However, it is your responsibility to initiate the program.  lease
download an enollment application from the ABR website (www theak *.org) after
fanuaiy 1, 2005 in order to envoll in the ABR-MOCT as an active particif ant. We will
keep you informed about the ABR-MOCF via various comununications. “lease notify us
in writing immediately of any change of address. You are encouraged t use the website
in the future to compile your MOC documentation.

Personally and cn behalf of the Board of Trustees of The American Boar 1 of Radiology,
I wish to rongraculate you for this digtinguished achievement. You hav : accomplished
one of the most significant milestones in your career.

Sincerely,

TR Aﬁ(ﬂn—:\/

Robert R. Hattery, MD

WILLIAMS BOULEVARD, SUITE 200 » TUCSON, ARIZONA 857114453 < PHONE (520) 790-2800 + FAX (520) 790-3200
E-mail; info @therbr.org « Web Site: www.theabr.org

\
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A M amber Board o The Amencen Besrd of Madical Spacieitios (ABMS)
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AMERICAN BOARD OF RADIOLOGY
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This profile contains primary source board certification data, BoardCentifiedDocs has been
designated by the ABMS as an Official Display Agent and is able to provide this primary sourt
data on behaif of the ABMS, The ABMS has been designated a primary source of board
certification information by the Joint Commission for Accreditation of Healthcare Organization
(JCAHQ), the National Committee for Quality Assurance (NCQA) and URAC,

Copyright ©2007 Elsevier Inc. and the American Board of Medical Speciaities. All rights reser

ferms and Conditions | Copyright € 2007 Elsevier,
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This is to acknowledge the receipt of youvapplication dated

é) () 41 /él , and to inform you that the initial processing which
includes an administrative revnew has been performed.

- OAmaend 2 07-/4#850 -0/

There were no admmnstratlve omissions. Your appllcatlon was assigned to a
technical reviewer, Please note that the technical review may identify additional
omissions or require additional information.

D Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
Branch, who will contact you separately if there is a fee issue involved.

— ; —"
Your action has been assigned Mail Control Number \5 /? ?‘/ \g\b

When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (RI) Sincerely,
(6-96) Licensing Assistance Team Leader



