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May 17, 2007
Docket No. 03033297 License No. 37-30075-01

Control No. 140454 C

Robert Luthmann, Ph.D.
Radiation Safety Officer
Capital Area R.T. Associates
Oakwood Center Radiation Oncology
880 Century Drive
Mechanicsburg, PA 17055

|

SUBJECT:  CAPITAL AREA R.T. ASSOCIATES, LICENSE AMENDMENT, CONTROL NO.
140454 '

Dear Dr. Luthmann:

This refers to your license amendment request. Enclosed with this letter is the amended
license reducing the possession limits for your high dose-rate remote afterloader, [n addition,
pursuant to discussions with Varian Medical Systems and our Sealed Source and Device
Registry office, we understand that Varian currently supplies the sources for your device that
are constructed equivalent to those previously supplied for use in your device. The license has
been updated to reflect this change. ) :

Please review the enclosed document carefully and be sure that you understand and fully
implement all the conditionis incorporated into the amended license. If there are any errors or
questions, please notify the U.S. Nuclear Regulatory Commission, Region | Office, Licensing
Assistance Team, (610) 337-5239, so that we can provide appropriate corrections and answers.

An environmental assessment for thisr action is not required, since this action is categorically
excluded under 10 CFR 61 .22(0)(14).

Current NRC regulations and guidance are included on the NRC's website at www.nrc.gov:
select Nuclear Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then
Regulations, Guidance, and Communications. You may also 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 8:00 p.m. EST, Monday through Friday (except Federal holidays).

= - - ' - '.' - -




- R. Luthmann :
Capital Area R.T. Associates

" Thank you for your cooperation.

Enclosure:
Amendment No. 12

Sincerely,

Original signed by Penny Lanzisera

Penny Lanzisera
Senior Health Physicist’

Medical Branch
Division of Nuclear Materials Safety
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U.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Amendment No. 12

of Federal Regulations; Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in refiance on statements and représentations
henetofore made by the licensee, a license is heréby issued authorizing the licensee to receive, acquire, possess; and fransfer byproduct,
source, and speclal nuclear material desngnated below; 1o use such material for the purpose(s) and at the place(s) designated below; to
deliver or fransfer such material to persornis authorized to receive it in accordance with the regulations of the applicable Pari(s). This license

applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any condltuons speclﬁed
below.

NRC FORM 374 PAGE 1__OF 3 _ PAGES

| Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code !

shall be desmed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subjectto all |

f

"Licensee _ In accordance with the letter dated

. | April 24, 2007,
R X ﬁcoense number 37-30076-01 is amended in
{its entlrety tor read as follows:

1. Capital Area R. T. Associates
. Oakwood Center Radiation Oncology.

i T - 7
R . ;r"'x‘

[ . - s e -

2. 880 Century Drive a Expiration date April:30, 2015

|| Mechanicsburg, Pennsylva }‘ia 17055, | 5 DocketNo-030-33297
ke Reference»No

#=R
3

-sz.“ - -

. 6 Byproduct, source, andlor specual Maxumum amount that licensee may

nuclear material. 2y possess at any one time under this
: v SN R SR license
A. [BTE) 1) QUGH 1o o0
: u" # 4 ’}’ . A %
g, [BE RN QGG et R B - (01
8. Authorized use: ‘ BRI ‘ — ‘

A. One source for medical use permitted by 10 CFR 55.600, (b)(7)(F)

_I(b)(7)(F)

[(B)7)(F) [One source in its shipping container as necessary for replacement of the source in the
remote afterloader unit.
| B. Shielding in a remote afterloader unit.

CONDITIONS

10. Licensed material may be used or stored only at the licensee’s facilities located at 880 Century Drive,
Mechanicsburg, Pennsylvania.
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!

3 PAGES
License Number
37-30075-01
MATERIALS LICENSE ‘Docket or Reference Numiber =
SUPPLEMENTARY SHEET 030-33287

Amendment No. 12

11. The Radiation Safety Officer for this license is Robert W. Luthmann, Ph.D.
12. Licensed material is only authorized for use by, or under the supervision of*

A. Individuals permitted to work as an authorized user and/or authorized medical physrclst in
accordance with 10 CFR 35.13 and 35. 14‘ [ S

!

B. The following mdwrduals are authonzed users for medrcal use as indicated:

Authorized Users _Mat_erialiand U_se ¥, ii
Stephen J. Milito, MD - XN
\ lr,\; T

L

C. The followrng mdi\‘r‘iﬂ

I land Use'

Tl b g o

Robert W. Luthmann‘;‘j?q.p, A

o=
X

&

13. The licensee is authorized to transport Ircensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportatron of Radioactive Material."

R I



'NRCFORM 374A

0.S. NUCLEAR REGULATORY COMMISSION

PAGE 3 of 3_ PAGES
License Number - s
37-30075-01 o -
MATERIALS LICENSE ‘Dockel or Reference Number
SUPPLEMENTARY SHEET 030-33297

Amendment No. 12 _

“ :
.

14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in

accordance with the statements, representations, and procedures contained in the documents, mcludmg

any enclosures, listed below. This license condition applies only to those-procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee’s ability to make changes to the radiation protection program as provided for in 10 CFR'35.26.
The U.S. Nuclear Regulatory Commlsg,,lpni 'S regulatlons shall govern unless the statements;
representations, and procedures in thé; hcensees apphcatlon and correspondence are more restrictive

.‘_>g*ﬂ.

than the regulations. o 5

Y4 ' * ,,_'_“«
W

A. Application dated October 11 2004 [ML042930132]
B. Letter dated March. 30 2005 [ML05115055]

For the U.S. Nuclear Regulatory Commission

Original signed by Penny Lanzisera

Date __May 17,2007 By

Penny Lanzisera N
Medical Branch

Division of Nuclear Materials Safety
Region |

King of Prussia, Pennsylvania 19406




April 24, 2007

United States Nuclear Regulatory Commission
Region 1

Division of Nuclear Materials Safety

475 Allendale Road '

King of Prussia, Pennsylvania 19406-1415

To Whom It May Concern:

MM

0'?0? g'qu

This letter is a request for an amendment for Lxcense No 37-30075-01.

If you have any questions please feel free to contact me at 717-691-3235.

) Sincerely,

" Robert W, Luthmann, Ph.D.
Radiation Safety Officer

IS QLR 92 Ud¥ (Tl

lgo ¢S G
NMSS/RGN1 MATERIALS-002

Capital Area R.T. Associates reques »
ossession of th®)(7)(F) _ ,
(b)(7)(F)

T NOi93y
G3A303Y



Thiglsto admuwledge the recaipt of your.letter/application dated

y’[& ST .__,and to inform-you that the initial processing whlch
Innludes an adminigirative review has beén performed.

aap., 37-FoeTS ol
M Thera were no admimstratlve omissions. Your application was assigned to a
technieal reviewer. Please. note that the technical review may identify additional
omissions-or require additional mformation

D Please provide to this offics within 30 days of your recelpt of this ¢ard

A copy. of your action has been forwarded to-our License Fee & Accounts Recsivable
Branch, who will Gontact you separately if there is a fee issue involived.

Yaur action has been-assigned Mall Control Numiber i ad a3
Whei calling to inquire about this action, please refer to this conitrol number
You may call.us on (61 0) 337-5388, or 337-5260.

.

NRG FORM 832 (R) Sincerely,
(©:50) Licensing Assistance Team Leader




OAKWOODCENTER

Radiation Oncology _ Stephen J. Milito, M.D.. Aledil Director
. Robert W., Luthmann. Ph.D.. Physicist
Linnie P. Cough, Administrative Director

December 6, 2005

Director
Office of Nuclear Material Safety and Safeguards
Attn: Emesto Quinones,
. USNRC, MS T8F3
- United States Nuclear Regulatory Agency

Washington, D.C.
20555-0001

Dear Mr. Quinones,

T-am writing in regards to the NRC Order EA-05-090, ISSUANCE OF ORDER FOR -
INCREASED CONTROLS FOR CERTAIN RADIOACTIVE MATERIALS
LICENSEES. We are licensed with the NRC as:

License No. 37-30075-01
Docket No. 030-33297
Capital Area R.T. Associstes

880 Century Drive - - ' -
Mechanmbmg, PA 17050, :
b
Comphance for our facility, OakWood Center Radiation Oncology, is unnecessary. 573
(b)(7)(F) |
B)()E ' } 1 you
AVE ally questons, pleasc Iee comtact me at 71 7-091-3233.

) 0OakWood Center Rad_latton Oncology

880 CenmryDnve ’
Mechamcs‘burg, P:}_l_?OSO
i wlw. .(lxd;\\oodr.&erxxm ot

880 Cenmr) Dnve. Mechanicshurg: PA 17055 ¢.717/691-3235 » Fax: 7]/ 691 %24%
A PinnacleHealth and Holy Spirit Health Systems Service



UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION'|
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

December 6, 2005

Docket No. 03033297 License No. 37-30075-01
Control No. 137821

Stephen J. Milito, M.D.

Medical Director

Capital Area R.T. Associates
Oakwood Center Radiation Oncology
880 Century Drive

Mechanicsburg, PA 17055

SlfBJECT CAPITAL AREA R.T. ASSOCIATES, LICENSE AMENDMENT, CONTROL NO.
- 137821

Dear Dr. Milito:

This refers to your license amendment request Enclosed with this letter is-the amended license
naming Dr. Luthmann the Radiation Safety Officer, .

Please review the enclosed document carefully and be sure that you understand and fully
implement all the conditions incorporated into thé amended licénse. If there are any errors or
questions, please notify the U.S. Nuclear Regulatory Commisslon, Region | Office, Licensing
Assistance Team, (610) 337-5239, so that we can provide appropnate corrections and answers.

An environmental assessment for this action is not required, since this action Is categorically
excluded under 10 CFR 51.22(c)(14).

Current NRC regulations and gmdance aré included on the NRC’s websue 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).

Thank you for your cooperation.
. Sincerely,

- Original signed by Penny Lanzisera

Penny Lanzisera

Senior Health Physicist

Medical Branch

Division of Nuclear Materials Safety

 Enclosure:
Amendment No. 11



S. Milito | : 2
Capital Area R.T. Associates

cc: '
Robert W. Luthmarin, Ph.D., Radiation Safety Officer



8. Milito

Capital Area R.T. Associates
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'NRC FORM 374 ' PAGE __ 1 OF __3 PAGES .

U.S, NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Amendment No. 11

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code -
of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations -

heretofore made by the licenses, a license is hereby issued authorizing the licensee to recelve, acquire, possess, and transfer byproduct,

‘source, and special nuclear material designated below; to use such materia! for the purpose(s) and at the place(s) designated below; to
-deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Pari(s). This license

shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable fules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below. )

Licensee | In accordance with the letter dated

October 6, 2005,
1. Capital Area R. T: Associates 3. License number 37-30075-01 is amended in

Poen =

Oakwood Center Radiation Oncology . - | its enfirety to read as follows:
R Lol t "v'(\{: B

2. 880 Century Drive ' o b 4. Expiration d3té April 30, 2015

Mechanicsburg, Pennsylvania. 17055 | 5. Docket No. 036;3§297 ]
' Reference No. .+
AR NS s ' _
6 Byproduct source, and/or spemal Z~ 8. Maxnmum amount that licensee may
‘ nuclear material i . fe possess at any one time under this
T ARy ? ficefise
b 7 F 2 \
A (b)(7)(F) P A 7)) N UG
: z“.‘_ N
QdG) L _ CE
B. . B (b)(7)(F) iy < B.|RN7XF)
| 9. Authorizeduse: " = T B o \ T i
A. One source for medical use permitted by 10 CFR'35.600[@7N(F) - |
Y
BYD(F) One source in its shipping container as necessary for replacement of the source in the

ader unit.
B. Shielding in a remote afterioader unit.

CONDITIONS

10. Licensed material may be used of stored only at the licensee's facilities located at 880 Century Drive,
Mechanicsburg, Pennsylvania. \

11. The Radiation Safety Officer for this license is Robert W. Luthmann, Ph.D.
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NRC FORM 374A " U.S. NUCLEAR REGULATORY COMMISSION!|: o PAGE 2

of

{Cicense Number

|37-30075-01
MATERIALS LICENSE Docket or Reference Number

SUPPLEMENTARY SHEET 1030-33297

Amendment No. 11

12. Licensed material is on.Iy authorized for use by, or under the supervision of:

A. Individuals permitted to work as an authorized user and/or authorized medical physicist in

accordance with 10 CFR 35.13 and 35.14.

B. The following individuals are authonzed users, for medlcal use as md:uted

- Authorized Users Material ‘ahdalgie i

(b)(7XF)

Stephen J. Milito, M.D, -

oy
e
ur

- C. The folléwing: mdeuals are gt

4--,‘

Authorized Medical Physicists.

horized medical physicists as indicatéd:

Donaid E. Velkley; Ph.D.

Robert W. Luthmainn, Ph,

13. The Ilcensee is authorized to transporl Ilcens d:maie n
10 CFR Part 71, , "Packaging and; Transporlatlon ‘of: Radioactlve Matenal "

i o,
-t

G Wlﬂ'l the provisions of




NRC FORM 374A

MATERIALS LICENSE
SUPPLEMENTARY SHEET

U.S. NUCLEAR REGULATORY commsslon' _ PAGE 3

of

3

PAGES

| License Numbar

37-30075-01

Docket or Réference Number
) 030-33297

Amendment No. 11

14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordarice with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,

representations, and procedures in the Ilcensee 'S apph
than the regulations. G | ERE

A. Application dated October:1* ~2oo4 [ML042930132] RN

B. Letter dated March 30, 2005 [ML05115055]

£

y

Date __December6.2005

For the U.S. Nuclear Regulatory Commission

By

Original signed by Penny Lanzisera

cahon and correspondence are more restnctlve

- it
t; &

Penny Lanzisera

Medical Branch

Division of Nuclear Materlals Safety
Region | :

King of Prussia, Pennsylvania 19406




, UNITED STATES _
NUCLEAR REGULATORY COMMISSION
" REGION!
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 18406-1415

August §, 2005

Docket No. 03033297 License No.  37-30075-01
Control No. 137441

Steven J. Milito, M.D.

Medical Director .
Capital Area R.T. Associates
Oakwood Center Radiation Oncology
- 880 Century Drive

Mechanicsburg, PA 17055

SUBJECT:  CAPITAL AREA R.T. ASSOCIATES, LICENSE AMENDMENT, CONTROL NO.
137441 '

Dear Dr. Milito:

This refers to your license.amendment request dated August 2, 2005. Enclosed with this letter
is the amended license adding Robert W. Luthmann, Ph.D. as Authorized Medical Physicist.
As requested by Linnie Cough of your staff in a telephone conversation on August 5, 2005,
David J. Salinger, M.D. and Robert J. Baker, Ph.D. have been removed from your license,

Please review the enclosed document carefully and be sure that you understand and fully
implement all the conditions incorporated into the amended license. I there are any errors or
questions, please notify the U.S. Nuclear Regulatery Commission, Region | Office, Licensing
Assistance Team, (610) 337-5239, so that we can provide appropriate corrections and answers.

An environmental assessment for this action is not required, since this action is categorically
excluded under 10 CFR 51.22€)(14). '

Current NRC regulations and guidance are included o the NRC's website at www.nre.qov:

_ 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).

Thank you for your cooperation. ,
Sincerely,

Original signed by Sandra Gabriel
Sandra Gabriel

Senior Health Physicist

Medical Branch

Division of Nuclear Materials Safety

Enclosure:  Amendment No. 10
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PAGE 1__OF __3 PAGES
Amendment No. 10

NRG FORM 374 U.S, NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amanded the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Fedéral Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
saurce, and special nuclear material designated below; to use such material for the purpose(s) and st the place(s) désignated below; to -
deliver or transfer such material to persons authorized 1o receive it in accordance with the regulations of the applicable Part(s). This ficense
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any condmons specified
below.

——

Licensee

1. Capital Area R. T. Associates
Oakwood Center Radiation Oncology

‘In accordance with the letter dated
.August 2, 2005,
3. License number 37-30075-01 is amended in

.| Its entirety to read as follows:

Lo | 4. Expirationi daté April 30, 2015
'5. Docket No. —03”0‘,-:,73_.3297
Refererice No.

{ft 2. 880 Century Drive
Mechanicsburg, Pennsylvania 17055

6. Byproduct, source, and/or sp;aci;I 7 éhemlcal and/or physiwl_;fdfﬁf ' 8, Maximum amount that licensee may
nuclear material D T . possess at any one time underthis
. T G2 lxcense
A |GXDE) ‘ BN A [Bm
®E) Vo
B. | . "B |(BX(7)(F)

9. Authorized use:

A. - One.source for medical use permmed by 10 CFR 35, 60 b)(7)(F

IB)MEY _Jpoe

[BX7)F) 1. One source in its shipping container as necessary for replacement of the source in the -
remote afterloader unit.
B. Shielding in a remote afterloader unit.

CONDITIONS

10. Licensed material may be used or stored only at the licensee's facilities located at 880 Century Drive,
Mechanicsburg, Pennsylvania.

11. The Radiation Safety Officer for this license is Stephen J. Milito, M.D.

il




NRC FORM 3744 11.S. NUCLEAR REGULATORY COMMISSION, ‘ PAGE 2 of 3 PAGES
‘ Tlicense Number =
|37-30075-01 N
MATERIALS LICENSE | Docket or Reference Number
SUPPLEMENTARY SHEET | 030-33297
| Amendment No. 10

A.

. 12. Licensed material is only authorized for use by, or under the supervision of:

Individuals permitted to work as an authorized user and/or authorized medical physicist in
accordance with 10 CFR 35.13 and 35.14.

The following individuals are authorized;users f,o_,r,;_mggical' use as indicated:

DS
i
]

Authorized Users Lo Material and:Use
Stephen J. Milito, M.D.." ™ (b)(7)(F)

The following indi)iitflfals éire;alithqrjzed medical physici§t§:és indicated: -
' i 11‘ N:\‘. B"‘, - ;"‘ ;' -

Authorized Medical Physicists| <.! - MateriglandiUse . *
David E. Cunningham, Ph.D. =~ .- [@X))(F)

e

Donald E. Velkley, Ph.D.

L

Robert W. Luthmann,"Pfl)_.D.’ ‘-:‘-.-:‘w,é

13. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."
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NRC FORM 3744 U.S. NUGLEAR REGULATORY GOMMISSION ' PAGE 3 of 3 PAGES

License Number

37-30075-01
MATERIALS LICENSE Docket o Reference Number
SUPPLEMENTARY SHEET ,030'33297 :

Amendment No. 10

14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only fo those pracedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limitthe
licensee’s ability to make changes to thé radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission’s regulations shall govern unless the statements,
representations, and procedures in the licensee's:application and correspondence are more restrictive

~ than the regulations. ' -

A. Application dated October11’ 2004 [ML042930132]
B. Letter dated March 30, 2005 [ML05115055]

For the U.S. Nuclear Regulatory Gommission

Original signed by Sandra Gabriel
Date  August 5, 2005 - By ... . . S )
--.u---ooo-oa.-co-.o-ono.ouoo-noo.--.olo‘SandmuGabriel

Medical Branch

Division of Nuclear Materials Safety

Region |

King of Prussia, Pennsylvania 19406

i
i




UNITED STATES

NUCLEAR REGULATORY CONIMISSION -
REGION1
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 194081415

July 14, 2005

Docket No. 03033297 ' License No.  37-30075-01
Control No. 137172

Stephen J. Milito, M.D.

Medical Director

Capital Area R.T. Associates

Oakwood Center Radiation Oncology

880 Century Drive '
Mechanicsburg, PA 17055 ,

SUBJECT:  CAPITAL AREA R.T. ASSOCIATES, CORRECTED COPY OF LICENSE,
CONTROL NO. 137172

- Dear Dr. Milito:
Enclosed is the'Co,rrected Copy of Amendment No. 9 for License No. 37-30075-01. As
discussed with Linnie Cough of your staff on July 13, 2005, NRC administrative review identified-
minor typographical errors in Condition Nos. 3 and 12C of your license. These conditions have
been updated to correct the errors. .
We apologize for any inconvenience these errors may have caused.
Sincerely,
Original signed by Pamela J. Henderson
Pamela J. Henderson, Chief
Medical Branch
Division of Nuclear Materials Safety

Ehclosure:
Corrected Copy of Amendment No. 9
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NRC FORM 374 PAGE 1__OF 3 __PAGES
U.S. NUCLEAR REGULATORY .COMMISSION Amendment No. 9

CORRECTED COPY MATERIALS LICENSE

Pursuant fo the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code :
of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in refiance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the ficensee to receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; fo
deliver or transfer such material to persons authorized to receive it In accordance with the regulations of the applicable Par(s). This license
shell be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or héreafter in effect and to any conditions specified
below.

Licensee In accordance with the letter dated
' “June 3, 2005, A
1. Capital Area R. T. Associates 3. License number 37-30075-01 is amended in

Oakwood Center Radiation Oncology its grqtirety to read as follows:

2. 880 Century Drive N 4. Expiratiori date April 30, 2015

Mechanicsburg, Pennsylvania 17055 5. Docket No. 030-33297
Reference No.
6. Byproduct source, andlorspecsal “'-_7. bﬁémlcal and/or physical,,fo"nﬁ o 8. Maximﬁr}l.amn—au::ntthal licensee may —
nuclear material . T v possess at any one time under this
! Lol license
A [BXDF) | A |BXT)F) - A [eX0E
BXF) o - Y
B. o BI b)(7) | Frand o o - B. (bY7)(F)

9. ~Authorized use:

A. One source for medical use permitted by 10 CFR 35.600[@)XDF) |
b ) 1 [BDF)
(bY(7)(F) . One source in its shipping container as necessary for replacement of the source in the

remote aierioader unit.
B. Shielding in a remote afterloader unit.

" CONDITIONS

10. Licensed material may be used or stored only at the licensee's facilities located at 880 Century Drive,
Mechanicsburg, Pennsylvania.

11. The Radiation Safety Officer for this license is Stephen J. Milito, M.D.
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12. Licensed material is only authorized for use by, or underthe supervision of:

A. Individuals permitted to work as an authorized user and/or authorized medical physicist in
accordance with 10 CFR 35.13 and 35.14,

! B. The foIIowmg individuals are authonzed users for medlca! use as indicated:
i . o h“y"—" q ) ) "’ ﬂ(, -
i Authorized Users A Material and iUS&‘;‘e..”_
David J. Salinger, M.D.- (b)(7)(F)

P
¢

Stephen J. Milito, M:ﬁ. e

e —
- : S
2

kg

C. The foliowing indiv;duals are authonzed med ical phys“iblsftéas-indicate'd;—"

rﬂ\

Matenal, and Use

| G

Donald E. Velkley, Ph.‘m‘;;_;_

Robert J. Baker, Ph.D.

13. The licensee is authonzed to transport licensed material in accordance with the provisions of
10 CFR Part 71, “Packagmg and Transportation of Radloactlve Material."

1A
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14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee’s ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the Ilcensee s appllcatlon and correspondence are more restrictive
than the regulatlons

A. Apphcatlon dated QOctober 11 2004 [ML042930132)
B. Letter dated March 30, 2005 [ML05115055]

For the U.S. Nuclear Regulatory Commission

Original signed by Sandra Gabriel
Date  July 14,2005 By
“‘"")“"'"“"“"""““"""“"Sandm’@abriel
Medical Branch
Division of Nuclear Materials Safety
Region |
King of Prussia, Pennsylvania 19406




UNITED STATES

NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 18408-1415

July 12, 2005

Docket No. 03033297 License No.  37-30075-01
Control No. 137172 :

_ Stephen J.. Milito, M.D.

Medical Director

Capntal Area R.T.-Associates
Oakwood Center Radiation Oncology
880 Century Drive

Mechanicsburg, PA 17055

SUBJECT: * CAPITAL AREA R.T. ASSOCIATES, LICENSE AMENDMENT, CONTROL NO.
137172

Dear Dr. Milito:

This réfers to your license amendment request. Enclosed with this letter is the amended
license adding Robert J. Baker, Ph.D. as Authorizéd Medical Physicist for your high dose rate
remote afterloader unit. As discussed with Linnie Gough of your staff on- July 11,.2005, Dr.
Baker will receive device-specific training from Varian before participating i any clinical
treatments.

Please review the enclosed document carefully and beé sure that you understand and fully
implement all the condltlons mcorporated into the amended license. If there are any errors or
questions, please notlfy the U.S. Nuclear. Regulatory Commission, Region | Office, Licensing
Assistance Team, (610) 337-5239, so that we can provide appropriate corrections and answers.

An environmental assessment for this action is not required, since this actiori is categorically
excluded under 10 CFR 51.220)(14).

Current NRC regulations and guidance are available at the NRC web site at

- httg:/iww.nre.qov/imaterials/miau/mat-toolkits.html and http://www.nre. :goviwho-we-
arelqovemmq-laws html or 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 hohdays)

Thank you for your coqperation.
‘ Sincerely,

- Original signed by Sandra Gabriel

Sandra Gabriel

Senior Health Physicist

Medical Branch

Divisiori of Nuclear Materials Safety



S. Milito
Capital Area R.T. Associates

Enclosure:
Amendment No. 9



S. Milito | 3
Capital Area R.T. Associates

| ' | |

DOCUMENT NAME: E:\Filenet\ML051930284.wpd
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.To recelve a copy of this document, indicate in the box:“G” = Copy w/o attach/encl °E” = Copy w/ attach/enel. *N” = No copy
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U.S. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

Pursuant to the Atomilc Energy Act of 1954, as amended, the Energy Reorganization Act-of 1974 (Public Law 93-438), and Title 10, Codé
of Federal Regulations, Chapter |, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements dnd representations
herefofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
source, and speclal nuclear materiel designated below; to use such material for the purpose(s) and at the place(s) desighated below; to
deliver or transfer such material fo. persons authorized 1o receive it in atcordance with the regulations of the applicable Pari(s). This license
shall be desmed to contain the conditioris specified In Section 183 of the Atomic Eriergy Act of 1954, as aménded, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

Licensee

1. Capital Area R. T.. Associates

Oakwood Center Radiation Oncology

2 880 Century Drive

vy

Mechanicsburg, Pennsylvanla 17055

,‘: .

In application with the letter dated

June 3, 2005,

3. License number 37-30075-01 is amended in
lts gq;irety to read as follows:

H T -
R

4. Expirationt date April 30, 2015

5. Docket No. 030:33297

Reference No.

R S

6. Byproduct source, and/or special
* nuclear material .

A [POE

B ClGG)

Chemical and/or physicalfoimi - 8.

s = -

Mammum amount that l|oensee mey

i Lo possess at any one time under this

Ty " license

A. |BX7)XF)

g, [PX7F . BB T B [Pon
IR i 5 : C
9. Authorized use: i ) )
A. One source for medical use perniitted by 10 CFR 35.600,/®X(7)(F) |
BXD(F) [0 ~
( )(7)(F) One SOUIce n its SNIpping contamner as ni necessary Tor replacement of the source in the

remote afterioader unit.

' B. Shielding in a remote afterloader unit.

CONDITIONS

10. Licensed material may be used or stored only at the licensee's facllltles located at 880 Century Drive,
Mechanicsburg, Pennsylvanla

11. The Radiation Safety Officer for this license is Stephen J. Milito, M.D.

Al
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12. Licensed material is only authorized for use by, or under the supervision of: n
A. Individuals pemitted to work as an authorized user and/or authorized medical physicist in
accordance with 10 CFR 35.13 and 35.14. !
B. The following individuals are authorized: users:for-medical use as indicated: o
A R R N : "
Authorized Usefs ~ h i Matérial and Use _ |
David J. Salinger, M.D..: ’ (bX7XFY
: 13

Stephen J. Milito, M. .. ..

C. The following indwiduals are authon d medlcal physmnsts ‘as mdlcated ¥

e 3 d‘;«

David E. Cunnlngham, Ph _

I

Donald E. Velkley, PE'-’Q"{ .

(T(?(F)

Robert J. Baker, Ph.D.

13. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radloactwe Material."
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14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in :
accordance with the statements, representations, and procedures contained in the documents, including I
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submifted in accordance with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the ||censee siapphcatlon and comrespondence are more restrictive
than the regulations. .

g

A. Application dated October:l1 2004 [ML0429830132)
B. Letter dated March 30, 2005 MLO5115055]

For the U.S. Nuclear Regulatory Commission

Original signed by Sandra Gabriel
Date  July 12, 2005 By
.oooonoonoootooo.ooooooo‘oooo-ounoooooooSandm-Gabnel
’ ' Medical Branch
| : Division of Nuclear Materials Safety
, " Region|
King of Prussia, Pennsylvania 19406
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SINTA CLARITA

<9

Division 1, Vi 17, Chepti 8, Subcheptar 4, Group 2: Licenaing of Rydioactve Mifertai, and

cifed in thiz licanse: :

9 floensed, & firense is hareby issund Sithorizing the lcenses fo riceivs, -
below; snd to use Such radoactive moteria) for the
ruizg, regia

: B/ | for the purpase(s) and af the
fations, and orders.of the Deparement of Health ?ﬁk‘u-nc:

oY

2. Address:

e T Vil

Van Nuys, CA 91411

- Aftention;

Robert J. Baker, Ph.D.

5522 Sepulveda Boulevard

TX Usense Numbar,

& Gxprabion garo; =~ -

:  Amandmedt pumber: 49

. May22,2011

T Vapecionganey - Los ARgales Couny

Radiatien Safety Offlcer

‘Liconse Number 2356-16 is hieraby amended

[ 'R

_ Doumeoffuthseres

P

7. 1

Form

|8, PossessionLimit

[(b:xn(ﬁj A

A,

(EXIF)

B OG15) - " ‘

! Y I"(b)—m(_s)'

-, [P0 L, [P | . [P0® §
- b, 5 @m® . [P
h‘B. Group P as '?Ipe,ciﬁl:a inJtem 9. .5 _ B OG]

1. [OXDE ., [P0 L |
| f !
i ;; ;'b » .

-' } BYNE) (b)YT(F):

Zo
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RADIOCACTIVE MATERIAL LICENSE Licanse Numbar: 2356:19
- Amendmeat Number: 49
9 A.Jhmmmss_

A. Gronp 6 PBmchythernpy and Ophthaimic teatmeots utilizing mled or solid souces manufactured; labeled,
packaged, aod distributed in secordance with specific license issiied pursuant to Title 10, Code
of Fedetal Regulations, Part’32.74, o a specific licenso issiiad by an Asrumun! Stateord
.L:cnnsmg State pursuant to equwalent state regulations (exeapt for sources maunfactund prierto
August 16, 1974), -

1. . Applicator
2. To bo used in a Nucletron Meds] MicroSelecron-HDR Clssic Aflerloader for
. bmehylhlnpyireﬂrnents (o cr; midmum. source mstlllad indevice).

3. Te be used in & Nucletran Coxpnrancn Mode) 105 .999 HDR ARerloader for
brachytherapy tretments (42 Ci maximym source installed in davu:a)

- B Growp9 L Mas_ktrandcalibmqn sources,
2. Storageonly:
10, Radisative msteriél shall bs uswil il at the Sollowing Iocatjons:
() 5522 Sepulvéda Boulevard, Von Nugs, €A [O00E) : J

(b) 23023 Shurman Way, WestHills, €A, [©)X7)(F)-

(&) 25751 MéBéan Paskovay, Valencis,CA.  [(O)7)(F)

12, This license is subject to an aanual fee for sources of radloactve material autherized 1o te possessed at any one time
as specified in Items 6; 7, 8 and 9 of this license., The aiinual fas for this ticedse is reqmred by and computed in
sccordapee with Title 17, Califomia Code of Regulations. Sections 30230-30232 and § is also sub_pe:t to an afinual
ccst-of-hwng adjustment pursuastta Section 100425 of the Californin Health end Safety Code,

(a) The individvals numed Yelow are authorized the specific usns ofraquwa matecial described in Items 6, 7, 3,

-and 9 of this Jcense as iollqu,

(1) Bemoerd S, Lewintky, M.D. Groups & and 9

(2)- Robert Payl Zimmerman, M.D. Grcups 6and 9
(3) William J. Robertello, M.D. . Groups Gendd

(4) Gary A. Hafer, M.D. " Groups Sand9

(b) Radioactive material may be usﬁd bytﬂs'folloﬁrihg individuels for physical measisiements only:

{1) DavidR. Me‘calf, Ph.D.
(2> Randy Kaplan-Jamss, MS., DABR
(3) Robert J. Baker, PAD.
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Amandment Number: 49

Except 83 specifically provided otherwise by this license, the licenses shall prssess and usa radioactive material
doscribed in Itéms 6, 7, 8 and 9 of this licenst in accordasice with the stitements, representations, and proceduras
contined in the documents listed below, Tiis Department’s regulations shall govem unless the statements,
reprc;smtaﬁons. end procedures in the licenses’s application and corraspandence are miore reslrictive thin- the
regulations. ’ ' '

(a) The letters, both with arachments, dated October 12, 1996, and October 13, 1998; as supplementéd by the lener
dated Qotober 22, 1998, all signed by David R. Mstealf; Ph.D., Radiation Safety Officer, regarding the addition
of a FIDR for physical mezsurements only. o
(b) The letter dated November 17, 1998, signed by David R. Matcalf, Ph.D., Radiation Safety Officar, segarding e
correction far the use Iocation of the HDR Afterlogder. .

~ (¢) The Jetter, with attachment, dated January 10, 1999, signed by David R. Metcalf, PlLD., regarding the shiclding

14,

15.

16.

17.

verification measurements for the HDR treatment room.

(d) The letters, both with arachments, dated March 27, 2000, and June 6, 2006. both-signed by Randy Kaplan-
James, MS, DABR, Medical Physicist, and David R Mealf, Fb.D., DABR, Radiation Safety Officer,
regarding the addition of an HDR for physical measwrements only.

(¢) The letter, With anachments, dated October 30, 2000, both signéd by Randy Kaplen-James, M.S., DABR,
Medical Physicist, and David R- Metealf, Ph.D., DABR, Radiation Safety Officer, reparding the performance of
physical measurements for an - HDR Afterlozder.

() The licenss renswal application, with attachments, dated April 20, 1958, signed by David R. Metcalf, PhD.,
Radiatien Safety Officer, and Bemard Lewinsky, M.D., President, Chief Exesutive Officer, and the letters, both
with attachmems, dated October 8, 2001, and October 31, 2001, both signed by David R. Metod)f, Ph.D,,
Rrdiation Safsty Officer. i :

(2) The letter, with attachment, dated November 13,2003, raparding the duties, respousibilides and authority
of the Radiguon Safety Officer, signed by Boraard Lewinsld, President and Robert J, Baker, Ph.D.

(a) The Radiation Safity Officer in this program shall be Robert J, Baler, PL.D,
(b) The Custodian of sealed sources shall be David R. Metesif, PhD.
(<) The Alteroate Radjation Safety Officer in this progrem shall be Randy Kaplan-James, Ph.D., DABR.

Sealed sources passessed under this ficense shall be tested for leskage andfor contamination as reguired by Title 17,
Califomia Code of Regulations, Section 30275 (c).

In lieu of the I=zak test intetvals required by Californin Code of Regulations, Title 17, Scetion 30275 (c), sealed
sources can be tested for lsakage and/or contamination at longer intervals when they are specified in s certificate of
registration issued by the U.S. Nuclear Regulatory Commission, en Agreement State or a Licensing State. When a
longar interval stipulsted in & certificste of registration is used, the certificate must be meintained on file and
availsble for inspection for as long as the associnted leak test resords e retained.

The following individuals are authorized to collect wips test samples of sealed sources possessed under this licsnse
using Jeak test Kits peceptable to the California Dapartment of Health Secvices:

(a) The Radiation Safety Officer -
(b) Qualified Individuals designated in writing by the Radistion Safety Officer
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18.

19;

20.

23.

24,

Amendmaent Number: 49

The licensee shall conduct & physica] inventory every six months to account for oll ealed sources andfor devices
seceived and possessed under the license. Reconds of the inveatores shiall be maintainsd for inspection, and may be
disposed of following Department inspection. A . o

Tregtment and management of patients tndergoing brachytherapy shel] b2 in aceordance with the guidance from any
of the following: . . T

() Chapter 5, “Safuty Precautions in Chinical Application”, Nations) Councll on Radiation Protection and
Measurements (NCRP) Report No. 40, “Protsction Against Rediation From Brachjrtherapy Sourcas® (NCRP

Publications, P.O. Box 30175, Washington, D.C. 20014). *

(%) Appendix N in the “Guide for the Praparatioh of Applications for Medical Programs”, Stata of Californis,
" Department of Health Services, Radiological Health Branch, - : ‘

{¢) Documented rationale or patient-specific calculations' demonswrating that members of the general public will be
limited to 500 mrem total effectiva dose equivalent from patients whe hiave been refensed

Remote afterloading device facilities shall be so constructsd as o pemit continuous observation of patients from |

outside the treatment room(s). :

Wr_i'nzn emergency instructions shall be posted conspicuously zt the remore eflerloading devizn contyrol(s).
Instructions shall include directions for manually mming off the remote afterleadiop device(s), ramoving the patient,
secuﬁngfglu room(s) against unauthorized enfry, and notifying tie responsitie authorized user or the Radiation
Safety Officer.

Electrieal interlbi:k'(s) on eatraice doot(s) to the semote afterloading dovice room(s) shall be tested for proper

operation 3t least once every month or prior to use (if used {ess frequently). Records of test results shall be
maintained available for inspection. R

If there js 3 reason t suspect that the source positien indicstor or entraries deer(s) interlock(s) is/are not functioning
properly, use of the remoté afterlodding device(s) shall be discontinued until the condition hes bech comected, A
record of any such malfimetion shafl be made and meaintained availabls for inspeetion.

Special Requirements for Remote Afterloading Device Spot Checks and Calibration: o o
(2) Atintarvals not to excaed daily o prior to use (if used less frequently), the following tests shell be performen:
(1) Source position indicaim_(s). "
(2) Soures positioning reproducibility, to within +1mm. - ‘ )
(3) Inspestion of guide tubes for kinks and other imperfactions.

() Timing device aecuracy shall be porformed at intervals nat io cxcand monthly or prior to each use (if used less
‘frequentiy). .

{c¢) Sourcetravel time error shall be performed at each souree loading,

(d) Al each source Isading and then at intervals not te exceed three monthy, ane menth for Ir-192, or prior to use (if '
used less frequantly), the licensae shall determine the dose accurscy to within 5 percent.

. Remote afterlcading deviees authorizad by this license shall ot be operatéd unless the liceases has in his possession

detailed written instructions specific for the mske and model of the remote afterloading device.
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27.

28.

29,

30.

31
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Amendment Numbier: 49

Each remote afterloading dmce shall be msp:cnad and semced in accordance with the manufﬂccurcrs
recommiendations.

’

For remote afterloading devices, spacifically suthorized parsonnel shail:

() Install, relocate, maintain and repair devices containing redjonstive material,
{b) Leak test, replace and dispose of scaied sources containing radiosctive material used in divices, - ‘

Subsequent to each sowrce loading, rediation susveys shall be performed pricr to human sa as follows:

(a) A radiation survey shall be made of the unit source housing, with the sourco(s) in the shielded position, The
maximum radiation lévels at 20 .contimeters from the surfice of the sourcs housing shall aot excend
3 millirosntgens per howr,

(b) Recards of survey results shall be maintained for inspaction,

Immediately after retracting the source from the patizns into its shielded position in the remote afterlosding device, a
radiation survey shiall be made of the patient with a portable radistion detection survey instrument to confirm that the
soures has been removed from the patient, Records of each survey shall be maintsined,

Treatment time calculations and data entry for remote afterlonders shall be individually verified by the tesponsxbla
authorized user physician immedistely prior to tremment. . )

Al least 30 days prior to vacating any address of use listed in Conditien 10 of this l{cense, the )lcensea shall provsde
written notifieation thereof to the Department of Health Services, in accordance with Tite 17, Cahfomxa Ceds of
Regulations, Section 30256.

A sopy of this license and & copy of all racords 2nd documents pestaining to this license ‘shall be maintained available
for inspection at 5522 Sepulveds Boulevard, Van Nuys, CA.

l—?tinté‘&ﬂNa’me: Hewl 8. OConnell

Pimied Name: Ma @ Yao Smith

[Gate: March 22, 2004

T Radiclogic Hesith, Branch
MS 7610, P.O. Box 557414
|| Sacramanto. CA 85895-7414.




UNITED STA‘I’ES
‘NUCLEAR REGULATORY COMMISSION
REGION |
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 18406-1415

April 6, 2005

DocketNo. 03033207 |  LicenseNo.  37-30075-01
Control No. 135812 ~ :

Stephen J. Milito, M.D.
Medical Director & RSO
Capital Area R.T. Assoclates
Oakwood Center Radiation Oncology
880 Century Drive .

- Mechanicsburg, PA 17055

SUBJECT: .CAPITAL AREA R.T. ASSOCIATES, ISSUANCE OF LICENSE RENEWAL,
CONTROL NO. 135812 -

Dear Dr. Milito:

This refers to your request for renewal of your NRC license. Enclosed with this letter is the
renewed license. Please note that your license was written in a format compatible with the
revised 10 CFR Part 35, dated April 24, 2002, Please réview the enclosed document carefully
and be sure that you understand all conditions. If there are any errors or questions, please
notify the U.S. Nuclear Regulatory Commission, Region | Office, Licensing Assistance Team,
(610) 337-5239, so that we can provide appropriate corrections and answers.

The NRC expecls licensees to conduct their. programs with meticulous attention to detail and
high standards of compliance. Because of the serious consequences to employees and the
public that can result from failure fo comply with NRC requirements you must conduct your
program according to NRC regulations, the conditions of your NRC license, and the
representations made in your application. Please note that the last condition on your license
indicates that “This license condition applies only to those procedures that are required to be -
submitted in accordance with the regulations.” Therefore, any procedures submitted that were
not réquired by regulation t6 be submitted, e.g., full calibration procedures, will not be
considered a part of your license and were not reviewed during the licensing process. These
procedures will be reviewed during inspections, as necessary.

Please note that you r_ndst:

1. Operate in accordance with NRC regulations 10 CFR Part 19, “Notices, Instructions and
Reports to Workers; Inspections,” 10 CFR Part 20, “Standards for Protectlon Against
Radiation,” and other applicable regulations.

2. Notify the NRC in writing when:

a)  anauthorized user, authorized medical physicist or Radiation Safety Officer .

permanently discontinues performance of duties under the licensé or has a name '
change; . )



S. Milito 2
Capital Area R.T. Associates :

b) the mailing address chariges;
t) the name on the license changes; or

d) permitting an individual fo function as a temporary Radiation Safety Officer in
accordance with 10 CFR 35.24(c).

3. In accordance with 10 CFR 30.36(d), notify the NRC, promptly, in writing, and request
termination-of the license

a) when you decide to terminate all activities involving materials authorized under

the license; or
b) if you decide not to acquire or possess and use authorized material:
4. Request and obtain a license Amendment before ybu:

- a) permanently change Radiation Safety Officers;

b) receive byproduct material in excess of the amount, or radionuclide, or form
different than authorized on the license; or

c) add or change the areas of use, except as allowed by 10 CFR 35.13(e) and w:th
the appropriate notification described in 10 CFR 35.14(b)(4);

d) change the name or ownership of your organization;’
e) ' change the address(es) of use identified on the license;

f)  receive, prepare, or use byproduct matenal for a type of use that is not
authorized on the license;

)8 permit anyone to work as an authorized user or authorized medical physicist,
except as allowed by 10 CFR 35.13(b) and with the appropriate notification
described in 10 CFR 35.14(a); or

h) revise procedures required by 10 CFR 35.610, 35.642, 35.643, or 35.645, as
applicable, where such revision reduces radiation safety.

5. Submit a complete renewal application or termination request at least 30 days before the
expiration date of your license. You will receive a reminder notice approximately 90
days before the expiration date. Possession of byproduct material after your license
expires is a violation of NRG regulations.

In addition, please note that NRC Form 313 requires the applicant, by signature, to verify that .
the applicant understands that all statements contained in the application are true and correct to
the best of the applicant's knowledge. The signatory for the application should be the licensee
or a certifying official of the licensee rather than a consultant.



s, Milito | 3
Gapltal Area R.T. Associates

You wili be penodlcally inspected by the NRC. Failure to.conduct your program in accordance
with NRC régulations, license conditions, and representations made in your license application
and- supplemental correspondence with NRC will result in-enforcement action agalnst you. This -
could include issuance of a notice of violation, or |mposmon of a civil penalty, of an order
suspendlng, modifying or fevoking your licénse as specified in NUREG 1600 “General Policy
and Procedure for NRC Enforcement Actions” (Enforcement Policy).

An environimental.assessment for this action :s not required, since this action is categorically
excluded under10.CFR 51. 22(c)(14).

Current NRC regulations and (guidance are available at the NRC Web sites listed bélow or by
contactlng the Government Printing Office (GPO) toll-free at 1-888-293-6498. The GPO i is open
from 7:00 a.m. to 9:00 p.m: EST, Monday through Friday (except Federal holldays)

Tha’nk-you for your cooperation.
| Sincerely,
Original signed by Pamela J. Henderson
Pamela J. Heriderson, Chief

Medical Bfanch
Division of Nuclear Materials Safety:

Enclosure:
Ameéndment No. 8

NRC Web site addresses
NRC regulatlons
hitp:/fwww.nre. qov/readimg-rmldoc-collect:ons/cfrl
Llcensmg guudance
i/ wi

General Policy and Procedure for NRC Ent Enforcément Actions
_Hittp:/iwww.nre.goviwhat-we-do/regulatory, _/enforoementlenforc-gol pdf

206 of the Energy Reorganization Act of 1974
hitp://www.nré.goviwho-we-ate/governing-laws.htmi.




S. Milito

Capital Area R.T. Associates

DOCUMENT NAME: G:\Docs\Miailed\Lic Cvr Letter\I37-30075-01.1356812.04072005.wpd

‘ o receive a copy of this document, indicate in the box: “C” = Copywio attach/end “E* = Copy'w/ attadﬂe;\r‘ ‘N"=Nocopy _ .. o
|oFFicE [DNMSRI_ [N|bNmsRIT  IN|onmsRI . fD | ﬂ;

NAME _ [WLee/WJL1 PHenderson/PJH1 | 1
|IDATE. ._ |4/6/2005 41612005 i

OFFICIAL RECORD COPY



l:\:!(: FORM 374 PAGE 1_OF 3__ PAGES
, US NUCLEAR REGULATORY COMMISSION Amendment No. 8

MATERIALS LICENSE

Pursuant {0 the Atomic. Energy Actof 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
‘of Federal Regulatrons, Chapter 1, Paris 30, 31, 32, 33,.34, 35, 36, 39, 40, and 70, and In reliance on statements and representatlons
heretofore made by the licenses, a license is hereby issued authorizing the licensee to receive, acquire, passess, and transfer bypmduct
‘source, and speclal nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to
deliver or transfer such material to persons authorized to recéive it in accordance with the regulations of the applicable Pari(s). This license
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and Is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commisslon now or hereafter In sffect and to any conditions specified
below.

Tlcenses o o ln appllcatlon with the appllcatlon dated
. October 11, 2004, :
1. Capital Area R. T. Associates ;3. License number 37-30075-01 is amended in
Oakwood Center Radiation Oncology T g lts entlrety to read as follows:

'\x-fﬁ,

Yeat S

2. 880 Century Drive 4. Expiration dale April 30, 2015 _

5. Docket No. 030,23297

Reference No. L T

Mechanicsburg, Pennsylvania, 470

" -
- B o

8. Maxlmum amount that licensee may
possess at any one time under this
Ilcense

A, [P0

6 Byproducl, source, andlorspeclal
nuclear material -

Y ‘,

A [BXOF

(b)(7)(F)

B. )
(FY

~AFE

9. Authorized Use; A ‘

.

m

A. One source for medical use permitted by 10 CFR 35 60 Wl(b)(7)®- i

NEY. (X7XF).

E_)!Z.).(E)_l One source in 1ts shlpplng container as n
remote afterloader unit.

B. Shielding in a remote afterloader unit.

CONDITIONS

10. Licensed material may be used or stored only at the licensee’s facllltles located at 880 Century Drive,
Mechanicsburg, Pennsylvania.

11. The Radiation Safety Officer for this license is Stephen J. Milito, M.D.

i
|
|
I




' NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION ' PAGE 2 of

3 PAGES

License Number
. 37-30075-01 o
MATERIALS LICENSE Dockator Refafones Ny~
SUPPLEMENTARY. SHEET :030-33297

!\mendmént No. 8 .

12. Licensed material is only authorized for use by, or under the supervision of:

A. Individuals permitted to work as an authorized user and/or authorized medical physicist in
accordance with 10 CFR 35.13 and 35.14.

B. The following individuals are authorized users-for.medical use as mdlcated

= B ISIREEEERY p
Authorized Users L e ' ;Mat_erial éirlidﬂUse‘
David J. Salinger, M.D .+’ (O)T)F)

Stephen J. Milito, M, 5.

C. The following mduwduals are autho " ed medlcal physicusts as mdtcated g

§ Mate |al and Use
DT vk L e

OHG)

10 CFR Part 71 "Packagmg and Transportat:on of, Radloactwe Material."




' NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION , PAGE 3 of 3

PAGES
Liuense NUMber et t——
MA - |37-007501
TERIALS LICENSE - "Dboket o7 Reference NUMBer - .
SUPPLEMENTARY SHEET 030-33207

lAmendment No. 8
| _

\

14. Except as specifically provided othenmse in this license, the licensée shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, in

cluding

any enclosures. listed below. This license condition applies only to those procedures that are required fo
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10'CFR 35.26.

The U.S. Nuclear Regulatory Commission’ S regulatlons shall govern unless the statements,

representations, and procedures in the I|c nsee 'S apphcanon and correspondence are moreé restrictive

than the regulations, ol R

A. Application dated Octoberr-'11,..2004 [ML042930132] 3 ‘.
B. Letter dated March 30, 2005 . ;

For the U.S. Nuclear Regulatory Commission

Date .__April 6, 2005, By

Original signed by Pamela J. Henderson

Pamela J. Henderson, Chief
Medical Branch

Division of Nuclear Materials Safety
Region |

King of Prussia, Pennsylvanla 19406
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RESPONSE TO REQUEST FOR ADDITIONAL INFORMATION 05 PR —4 48
LICENSE RENEWAL APPLICATION

. T0:

RE:.

Willie J. Lee, Health Physicist A :
U.S. Nuclear Regulatory Commission ‘ /)
Reglon 1 . , \ i
475 Allendale Road

King of Prussia, PA 19406 S
(610)-337-5080

License Number 37-30075-01
Docket Number 03033297

DATE: March 30, 2005

Capito! Area Radiation Therapy (CART) Assoclates response to the NRC letter of Inquiries
dated March 22, 2005

Question 1.

Queﬁtion 2.

* p)|O)7)F)

*Your renewal application (Hem 5.1-Source Description) requasts guthoiization for several
different sealed sources, including those menufactured by RTS Technology, Byk Mallinckrodt,
CIS:US,; Inc., and MDS Nordion. Please nole that the Sealed Source and Device Registry .

-currently approves the following seafed sources for your Gammalded HOR unit:

P CUGE

Only. these.sources will bs fisted on your NRC license. In addition, ftem 9.A (Authorized Use) will
Ibe changed to {(b)(7)(F) ; |(distributed as [(b)(7)(F).
BXN)(FY A | M

CART Assoclates response: CART Associates tequests a renewal for the following
a) |(b)(7)(F) ' |
b[EOF

[(B)XT)F) '

50| N

NMSS/RGNI MATERIALS-002



(0)(7)(F)

Question 3

“Your renewal application (llem 9.2.1-Indépendent Monitor) describes the treatment room area
radiation monilor and backup batfery supply. Confirm thet this montor and backup battery supply
will be provided In each of the two treatment vaults, Confirm that HDR remote aflerloader use will
be suspended if the area monitor falls.”

CART Assocuates responise: CART Associates confirms that both treatment reoms have
the following area radiation rionitor with battery backup supply:
Nuclear Assoclatés Pimalent 10

CART Assaciates conﬁrms that HDR afterfoader use will be suspended if the area
monitor fails.

Question 4.

Your renewal application (item 9:1. 6-Vlsual and Audio Patlont Survelllance) descdbes the patient
viewing and communication Systems &nd the backup closed circuit television (OOTV) -monitor.
Confirm that primary and backup CCTV'S are provided for both treatment rooms. Also describe
the backup systems or procedures to be used In case of faiture of the two-way audio
communication system.

CART Assoclates response: CART Assocaates oonﬁrrns that the primary and backup
patient viewing systems.(CCTV) are provided for both treatment rooms. CART
Assoclates confirmis that in the evént of failure of the two-way audio communication
system the treatment shall not be initiated and an on-going treatment shall be temminated
until the primary system is comected or the backup system s installed. CART
Associates confirms that It will purchase and maintain on'site a backup audio system to:
be used in the event of fallure of the primary system in elther treatment room.

Question 5.

“Please. confirm thal the locks, warning s:yns. and waming lights descdbed In llems 5. 1 3,9.1.7,
and'9.1.8 of your renewal application eppty fo both treatment rooms.” _

CART Associates response: CART Assaoclates confirms that the locks, waming signs,:
and waming lights described in ftems 9.1.3, 9.1.7, and 9.1.8 ofyour renewal application
apply to both treatment rooms.

Question 8.

Please prov:de additional information about the interiocks described in rtem 9.1.5 of your
application. Confirm that these inferlock sysfems {1) are pmwdad for both treatment rooms, (2)



cause the source fo reiract if the room door is opsned, and (3) prevent Imtlatlon of the treatment
cycle if the door is not closed.

CART Associates response: CART Associates confirms that the door interock systems
are completely Independcnt and are provided for both rooms. Both door interlock
systems cause the source to retract if the door is opened, Both doorinterlock systems
prevent initiation of the treatment cycle if the door Is not closed.

Quéstion 7.

Your renewal application {ltem 10.8-Daily Quality Assurance and Addendum K) describes checks
to be performed each day of patient treatment. Please update these procedures lo comply with afl
of the requirements of 10 CFR 35.643, Including verification of propsr operation of (1} source
exposure indicator lights on the remote afiericadsr unit, on the control console, and in the faciity;
(2) emergency response equipment; (3) clock (date and time) in the HDR unit’s computer; and (4)
dacayed source aclivity in the unit's computer. Describs your method for checking proper
operation of the area radiation monilor. Describe your method for checking timer accuracy and
rangs of acceplable resulls.

. CART Associates response: CART Associates updated the HDR treatment procedures
to include proper operation of (1) source exposure Indicator lights on the remote
afterioader unit, on the controf console, and In the facility; (2) emergency response
equlpment; (3) clock (date and time) in the HDR unit's computer; and (4) decayed source
activity in the console computer. Documentation for the completion of the procedures is
included on the Patient Treatment Quality Assurance form. This form Is appenided to this
response.

The following_method is used for checki_ng proper operation of the area radlation monitor.
Nuclear Associates Primalert 10.
a.) Disconnect the detector from the primary power source.
b.) Place a 10 microCurie Cesium 137 source on the face of the unit.
Proper operation is indicated by a flashing rad light.

The fallowing method is used for checking proper operation of the console fimer. The
treatment delivery unit is connected to an optical source viewing system and positioned
in a manner to pemit visualization with a remote CCTV (see attached photographs).

The delivery console unit is programmed to position the source at an appropriate dwell
position for a preset time. ‘The observer initiates a digital timerwhen the source reaches
the dwell posuhon and terminates the timer when the source leaves the position. The
digital measuring device has an accuracy of .01 sec. However the technique accuracy is
limited by the response time of the observer, which is known to be less than 0.5 seconds.
The technique is used for a minimum of two times on every treatment day. The times
are selected to be less than and greater than the actual clinical treatment time. The
accuracy of this technigue of timer accuracy determination is less than 0.5 seconds.

The measurement for a setting of 100 seoonds must be bstween 99.5 and 100.5
seconds. ‘

Question 8.



Confim that you will post at the HDR unit console the emergency procedures submilted as llem
10.13 of your renéwal application. Please update these procedures fo add the foliowing: (1)
include conditions for performing a  patient survey; (2) descn’be wording on the sign used o
pmhibff admittance byunaulhorized personnel, such as "No Entry™; (3)i include the names and
telophone niimbers of the authorized users, authonzed medical phys:cists and RSO to be
‘confacted if the unif or console openates abnonnallr ) address malntenance and callbration
prior to resuming HOR use.

CART Associates confirms that they will post at the treatmerit console the emergency
procedures attached to this response. These procedures have been updated to include
the following: (1) conditions for performing a patient survey; (2) prohibition of admittance -
by unauthorized personnel; (3) names and telephone numbers of the authorized users,
authorized medical physicists, and RSO to be contacted if the unit or console operates
abnomnally; (4) maintenance and calibration reqwrements prior to resumption of HDR
opefat:on A copy of the révised Emergency Procedures i$ atiached.

Question 9.

Please confirm that you reserve the.right to upgrade your survey instruments-as necéssary as
_long as they are adequate to measure the type and level of radiation for which they are used.

CART Associates reserves'the nght to upgrade our survey instrumenits as necessary as
long as they are. adequate to measure the type and level of radiation for which they are
used

AQuiestion 10.

Please confirm that you will provide dos:mahy that meets the requirements listed under
ACrileria@ in NUREG 1556, Vol. 8 A Gonsolidated Guidance About Materials. Lloenses Program
Spacific Guidance About Medical Use Licenses,@ dated October 2002.

"CART Assouates confims that we will provide dos:metty that meets the mqunmments
listed under ACriteria@ in NUREG 1556, Vol. 9 A Consolidated Guidance About -
Materials Licenses: Program Spemfc Gu!dance About Medical Use Licenses,@ dated
October 2002. .

Question 11.

;

: Pleaso corifirm that you have deve!oped and wilt Imp!ement and maintain written procedures for
area surveys in accordance with 10 CFR 20.1101 that meet the requirements of 10 CFR 20. 1501.

. CART Assoclated confirms that we have developed and will implement and maintain -
written:procedures for area surveys in accordance with 10 CFR 20.1101 that meet the
requnrements of 10 CFR 20.1501. .

Question 12,

Please confirm that you have developed and will implement and maintain written waste disposal
procsdures for licensed migteriel in accordance with 10 CFR 20.1101, that also meet the
requirements of the applicable section of Subpart K to 10 CFR Part 20.



CART Associates confirms that we have developed and will maintain written waste
. Isposal procedures for licensed material in accordance with 10 CFR 20.1101, that also
_ inents of the applicable section of Subpart K to 10 CFR Part 20

Stephen J. Mimo, M.D.

Capito! Area R. T. Assoclates
Oakwood Center Radiation Oncology
880 Century Drive

Mechanicsburg, PA 17055



OAKWOOD CENTER RADIATION ONCOLOGY
HDR EMERGENCY INTERVENTION PROCEDURES
' GammaMed 12i AFTERLOADER

Hieratchy of Interrupt Actions in case Emergency Retract is necessary. Each step
assures the fallure of the previous step(s).

Press the Interrupt Button on the Console Unit.

. Press the Emergency Button on the Console Unit.

Open the Treatment Room Door to allow Console Unit to Indicate “Door
Open k]

4.  Enter the Treatment Room with survey meter and press Emergency Button on

HDR Unit, Only the authorizéd emergency trained personnel listed below may

enter the room.

Turn the Emergency Hand Crank in the direction of the arrow,

If radiation survey shows source is still in patient remove the apphcator from

the patient and insert the applicator containing the stuck or broken source into

the Emergency Container. DO NOT cut the cable or guide tube, or dlsconnect

: guide tube from applicator or HDR unit.

7.  Remove patient from treatment and re-survey patient. ‘Seal Treatment Room
door with radloactlvnty warning label and a sign statmg the followmg
“DANGER ADMITTANCE PROHIBITED.” Notify the RSO, Physician and
VARIAN MEDCAL SYSTEMS,

8.  Subsequent to.corrective measures or repairs, do not initiate treatments until the

licensed medical radiation physicist has completed an evaliation and calibration

of the treatment unit and the RSO has approved the unit for use.

bl

S w

VARIAN EMERGENCY TELEPHONE: 1.800.864.1672

Radiation Physicist: “David E, Cutini

(W) 717.691.3235 (H){(0)(®) ‘

'(ceuuiar‘f (b)(e)
Radiation Physicist: Donald E.‘Velkley, Ph.

(W) 717.691.3235 (H (b)(6) Cellular‘(b)(S)

PERSONAL INFORMATION WAS REMOVED
BY NRC. NO COPY OF THIS INFORMATION
WAS RETAINED BY THE NAO.

My Documents/Forms/Clinical/GammaMed 12i Afterloader



HDR PHYSICS CONSULT

Patient: _ S —_DNo: .

Unit: | e Serial No.:_ .
Source:_ Model No.: __ - - Serial No.;_ l
Survey meter: Serial No.: Cali. Date: __ .

The following checks must be performed each day the unit is used for patient treatment.

1. Source position accuracy: -

Criter'ion__

mm

De\‘ria_t_i_onr ~
.. (mm)

Door Interlock:
Catheter Disconnect Interlock: .

Source Retraction:
Audio and Visual Equipment:

PN B LN -

9. Timer Accuracy:
10. Radiation survey meter operation:
11. Emergency Response Equipment:
12. Console Computer Date and Time:
13. Radiation survey meter operation:
14, Meter Reading of patients Tx. Area
Before treatment:
After treatment:

DOSIMETRY: ¢

Source installed on: '

Source Exposure Indicator Lights-Console
Source Exposure Indicator Lights-HDR Unit
.Source Exposure Indicator Lights-Facility

Radiation Wall Monitor (with check source):

Satisfactory

o I Y o I e e e o o e e e I e Y

Unsatisfactory

e oy o s o e o Y o I o I o o s Y |

¥

4

¥ Activity A°=

Ci

Calibrationdate: > 1

Decayed Activity on Treatment Daté:

Calculated Decay Factor:

Physicist;

My Documents/FormeAClinical/Physics Consult

HDR Console Decay Factor:

Date:

i Measured Activity:

ci
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REQUEST FOR ADDITIONAL INFORMATION

LICENSE RENEWAL APPLICATION

TO:

RE:

Stephen J. Milito, M.D.

Capitol Area R. T: Associates
Oakwood Center Radiation Oncology
880 Century Drive

Mechanicsburg, PA 17055

License Number 37-30075-01
Docket Number 03633297
Mail Control Number 135812

DATE: March 22, 2005

Please respond to the following items:

1.

Your renewal application-(item 5.1-Source Description) requests authorization for
several different sealed sources, including those manufactured by RTS Technology, Byk
Mallinckrodt, CIS-US, Inc., and MDS Nordion. Please note that the Sealed Source and

Device Registry currently approves the following sealed: sources for your GammaMed
HDR unit:

b)|(P)7)(F)

Only ihese SoUrces will be Tisted on your t RC license. In addition, ltem 9.A (Authorized

N to[BYTV(E) —(distributed
asi(b)('/)(F) ‘

OIGI)

\

Your renewal application (item 9.2.1-Independefit Monitor) describes the treatment
room area radiation monitor and backup battery supply. Confirm that this monitor and
backup battery supply will be provided in each of the two treatment vaults. Confirm that
HDR remote afterloader use will be suspended |f the area monltor fails.




10.

11.

12.

Your renewal application (Item 9.1.6-Visual and Audio Patient Surveillance) describes
the patient viewing and communication systems and the backup closed circuit felevision
(CCTV) monitor. Confirm that primary and backup CCTV’s are provided for both
treatment rooms. Also describe the backup systems or procedures to be used in case of
failure of the two-way audio communication system.

Please confirm that the locks, warning signs, and warning lights described in Items
9.1.3, 9.1.7, and 9.1.8 of your renewal application apply to both treatment rooms.

Please provide additional information about the interlocks described in Item 9.1.5 of your
application. Confirm that these Iinterlock systems (1) are provided for both treatment
rooms, (2) cause the source to retract if the room door is opened, and (3) prevent
initiation of the treatment cycle if the door is not closed.

Your renewal application (Item 10.8-Daily Quality Assurance and Addendum K)
describes checks to be performed each day of patient treatment. Please update these
procedures to comply with all of the requirements of 10 CFR 35.643, including
verification of proper operation of {1) source exposure indicator lights on the remote
afterloader unit, on the confrol console, and in the facility; (2) emergency response
equipment; (3) clock (date and time) in the HDR unit's computer; and (4) decayed
source activity in. the unit' s computer. Describe your method for checking proper

‘operation of the area radiation monitor. Describe your method for checking timer

accuracy and range of acceptable results.

Confirm that you will post at the HDR unit console the emergency procedures submitted
as Item 10.13 of your renewal application. Please update these procedures to add the
following: (1) include conditions for performing a patient survey; (2) describe wording on
the sign used to prohibit admittance by unauthorized personnel, such as "No Entry".; (3)
include the names and telephone numbers of the authorized users, authorized medical
physicists, and RSO to be contacted if the unit or console operates abnormally; (4)
address maintenance and calibration prior to resuming HDR use.

Please confirm that you reserve the right to upgrade your survey instruments as
necessary as long as they are adequate to measure the type and level of radlatlon for
which they are used.

Please confirm that you will provide dosimetry that meets the requirements listed under
“Criteria” in NUREG 15656, Vol. 9 “Consolidated Guidance About Materials Licenses:
Program Specific Guidance About Medical Use Licenses,” dated October 2002.

Please confirm that you have developed and will implement and maintain written
procedures for area surveys in accordance with 10 CFR 20.1101 that meet the
requirements of 10 CFR 20.1501.

Please confirm that you have developed and will implement and maintain written waste
disposal procedures for licensed material in accordance with 10 CFR 20.1101, that also
meet the requiréments of the applicable section of Subpart K to 10 CFR Part 20.



Please nofe that pmcedures submitted for ALARA Program, HDR Source Exohange Quality
Assuranice, Sourcé Inventory, Quality Management of Brachytherapy Procedures, and Source
Calibration were not required for license renewal and were not revieved. These ltems will be
addresséd during the next mspect:on as reqwred .

Willie J. Lee, Health Physicist _

U.S. Nuclear Regulatory Commission’ .

Region 1 _ :
475 Allendale Road : ' ' : :
King of Prussia, PA 19406

(610) 337-5090



NRC FORM 591M PART 1 U.S. NUCLEAR REGULATORY COMMISSION |

(10-2003)
10CFR2.201
SAFETY |NSPECTION REPORT AND COMPLIANCE INSPECTION
T LICENSEELOCATION INSPEGTED: : P2 NRC/RéGIONALGFFICE = — —
Capital Area R. T. Associates U.S. Nuclear Regulatory Commnssnon
Oakwood Center Radiation Oricology Region |, 475 Allendale Road
880 Céntury Dr. Mechanicsburg, PA 17055 | King of Prussia, Pennsylvania 19406-1415
REPORT | [ o e
3. DOCKET NUMBER(S) ~ “|4. LICENSEE NUMBER(S) 5. DATE(S) OF INSPECTION
03033297 L | 87-30075-01 3/10/2005
LICENSEE: S ‘

The Inspection was an examinalion of the astivities conducted under your kcense as they relate to radiation safely and to compliance with the
Nuclear Regulatory Commission {NRC) rules and regulations and the conditions of your license. The inspection consisted of selective examinallons
of procedures and representative records, inferviews with personnel, and observations by the inspector. The inspection findings are as follows:
1. Based on the inspection findings, no violations were identified.
[ ] 2. Previous violation(s) closed.
3. The violation(s), specifically described to you by the inspector as non-cited violations, are not being cited

because they were self-identified, non-repefitive, and corrective action was or is being taken, and the
remaining criteria in the NRC Enforcement Policy, NUREG-1600, to exercise discretion, were satisfied.

Non-Cited Violation{s) waslwere discussed involvirg thé following requirement(s) and Corrective Action{s):

4. During this inspection certain of your activities, as described below and/or attached, were ln violation of NRC requirements
and are being cited. This form is a NOTICE OF VIOLATION, which may be subject to posting in accordance with 10 CFR 19.11,

(Violations and Corrective Acﬂons)

) Llcensee’s Statement of cOrreétI\)é Actlon; for ltém 4,'above,
1 hereby state that, within 30 days, the actions described by me to the inspector will be taken to correct the violations Identified, This
statement of corrective actions is made In accordance with the requirements of 10 CFR 2.201 (corrective steps already taken, corrective
steps which will be taken, date when full compilance will be achieved). | understand tliat no further written response to NRC will be
required, unless specifically requested,

Title’ . Printed Name Slgnature Date
'LICENSEE'S o .
REPRESENTATIVE
NRC Penny Lanzisera o RA | 3mor2005
INSPECTOR : -

NRC FORM 591M PART‘I (10-2003) E:\FilenctiML051080266.wpd
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‘(10-2003) 10 CFR 2.201 Dacket Filo Infonmation .
1, - SAFETY INSPECTION REPORT
i AND CONPLIANCE INSPECTION
i _ _ L _ o
11. LICENSEE : ' i|2. NRC/REGIONAL OFFICE
: | Capital Area R.T. Associates _ | U.S. Nuclear Regulatory Commission
Mechanicsburg, PA 17055 Region |, 475 Allendale Road
) : ' King of Prussia, Pennsylvania 19406-1416
REPORTNOS 2005001 | o
3. DOCKET NUMBER(S) T4 ticENSE NUMBER(SY = |6. DATE(S) OF INSPECTION = -
( 03033207 - o 37-30075-01 31005
6. INSPECTION PROGEDURES USED "[7. INSPECTION FOCUS AREAS 8. INSPECTOR
87132 ol e2010208 | Lanzisera/Xu
T S SUPPLEMENTAL INSPECTION INFORMATION o
[~ PROGRANTCODE) [2. PRIORITY 3. LICENSEE CONTAGT 4. TELEFHONE NUMBER
2230 | 2 | 3r3007801 | Tie9ts2ss
@ Main Office Inspection Next Inspection Dale: 3/07
[[] mewotfice _
[] temporaysonsie e
o - PROGRAM SCOPE -

This was a routine, unannounced inspection of the licensee. This is a freestanding clinic performing cancer
treatments using a high dose-rate remote afterloader. The licensee treats approximately.25 patients per year for
breast and gynecological cancers. For treatments using the mammosite devics, the licensee uses uitrasound
prior to each fractionated treatment to verify proper inflation of the balloon. Two authorized medical physicists
and one authorized user are primarily involved in the treatments. The source is replaced approximately every -
four months, with the most recent source received January 2005. Dose rates around the new area of use were.
measured, and no concemns were noted. in addition, the inspectors verified that treatments were conducted with
sources of léss than 10 curies of activity. ,

The subjects in Tl 2800-032 were ne\'/ieWed during the inspection, and no concerns were identified.

R ToTM PART 3 (10.2005) * ; B ToneNALOET0805T5mpd



U.S. NUCLEAR REGULATORY COMMISSION ‘ Conversation Dat;:A 06/2;105 _
_ TELEPHONE CONVERSATION RECORD Time:  3:30p.m.___ _ -
' Mail Control No.: : Llcens:e N;).: _ ii ; bocket No.:
laazies - |avaotzehs  ligsbadper .
Licensee/Applicant Participant(s): Organization: 1 Telephone No.:
Linnie Cough, Administrator | Capital Area R.T. | 717-69‘i-3235
] Rotger't J. Baker,,l?h_} D, ,P,hysic@ S Arsso_cia_tre.sf |

_Person(s) Caliing: _ SGabriel, RI

| .
_Subject: ___Amendment request

: Summary:

experience.

NRC received the fax of the front page of a California radioactive materials license
listing Dr. Baker as RSO and listing HDR as an authorized use. This license does
not, however, show Dr. Baker as AMP for HDR. | asked Dr. Baker to provide either a
copy of a license listing him as AMP for HDR within the past 7 years or a statement

i signed by another authorized individual, documenting Dr. Baker’s recent HDR

Dr. Baker's first day. of work is today. | asked Linnie whether any patients are !
scheduled for HDR treatments and how urgent the need is to add Dr. Baker to the
license. She said she does not anticipate any HDR treatments until August.

. Action Required/Taken:..  Await response from licensee

Prepared By: SGabriel

Date:  7/1/06

1T
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mammosites, There is 1 authorized

| performed as required.

" Thelicenseeis a free-standmg cancer clinic. They’ treat about 28 patients per year, almost all of which are

" therapist involved in treatments. The HDR is &

i nital | | Announced X | Unannounced :’ x | Routine , »
NRC FORM §91M PART 3 R T T U8 NUCLEARREGULATORYCOMMISSION
{J (10-2003) 10 CFR2.201 - DogketFife information
* SAFETY INSPECTION REPORT
.- AND COMPLIANCE INSPECTION
'; jl.,’LlCéNSEE T ——— | 2 NRcmeexb_ri;L_ér;;:lc_:é— — ———
{1l Capltal Area R. T. Assoclates l ‘
| 880 Century Drive U.S. Nuclear Regulatory Commission
1 Mechanicsburg, pA | Region |, 475 Allendale Road ‘
1 _ King of Prussia, Pennsylvania 19406-1415 -
: REPORTNOS - 2007-001 o L
‘e oockeET NUMBER(S) Sl I LICENSE NUMBER S) = “T5. DATE(S) OF INSPECTION
, | 03033297 B 37-30075-01 ) _March 21, 2007
16 INSPECTION PROCEDURES USED 7. lNSPECTlON FOCUS AREAS [8.INSPECTOR™ — — — =
o 87132 ‘ All | R: McKinley
l‘ o o SUPPLEMENTAL INSPECTION INFDRMATION
{7 PROGRAM CODE(S) |2. PRIORITY T3. LICENSEE CONTAGT _ 4 TELEPHONE NUMBER
‘ 2230 i o 2 Stephen Milito, M.D. ~ (717)691-3235
‘ D Maln Office Inspecnon Next Inspéction Date: March.2009 .. .
i D Field Office -
i ! - g e —
! D Temporary Job Site N . - R
o - ) ' 7PR0G'RAM SCOPE

user and 2 medical physicléts. One of thé latter is the RSO. Thereis'also a
(B)(7XF) _ Jes:specified on the license. All QA has been
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