WOODLAWN HOSPITAL

VV ROCHESTER — INDIANA

1400 E. Ninth Street
Rochester, Indiana 46975-8937

September 18, 2006

U.S. Nuclear Regulatory Commission

Region 111

Materials Licensing Branch

2443 Warrenville Road, Suite 210

Lisle, Illinois 60532

Re:  Amendment to Material’s License 13-20338-01

Dear Madam or Sir;

We wish to amend our Material’s License 13-20338-01 as follows:
CHANGE AUTHORIZED USER (AU) AND RADIATION SAFETY OFFICER (RSO)
Add Suk Lee, M.D. as our Authorized User and RSO.

DELETE AUTHORIZED USER AND RSO

Richard Fox, M.D. (Dr. Fox is no longer affiliated with our institution.)

If you require any additional information, please contact our Medical Nuclear Physicist,
Thomas M. Kumpuris, M.S. DABR of Medical Physics Consultants, Inc. 800.321.2207.

Sincerely,

o D80y

John Alley
CEO

RECEIVED SEP 2 1 2005
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September 12, 2006 g

Dr. Suk Lee, M.D.

Radiation Safety Officer :

Woodlawn Hospital

1400 Cast 9™ Street

Rochester, Indiana 46975 ;
i

Re;  Radiation Safety Officer / Executive Managememjf Letter of Understanding

Dear Dr. Suk Lee,

Y ou have been appointed the Radiation Safety Officer (RSO) for this facility for
onur United States Nuclear Regulatory Commission Matclhals License. This “Letter of
Understanding” is prepared to comply with Title 10 Codd of Federal Regulations (CFR)
Part 35.24(b). this section of the regulations requires that you agree in writing to the
following: :

|
~ Assume responsibility for implementing the Radiztiﬁon Protection Program.
!

- Ensure that radiation safety activities arc being pe}fonned in accordance with our
own approved procedures and all regulatory requirements,

Furthermore, in compliance with 10 CFR.:%S .24(e), (g), the executive
management of this facility agrees to provide you as RSQ:

- Specific written notification uf your authority, dut}es and responsibilities, see
attached.

— Sufficient authorty, orgagizational frcedom, nme,: resources and management
preTogative to:

I
Identify radiation safety problems; !
Initiate, recommend, or provide corrective actions;
Stop unsafe operations; and, 4
Verify implementation of correctlvé actions.
l
Our signatures below attest to the issues noted aboive Please make s copy of this
document for your files and retum the original to my atte:itxon

|

St o =

B

Sincerely.

ive Management

' Radiation Safety Officer
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~.uant to the Atornic Energy Act of 1964, as amended, the Enargy Reorgantzation Act of 1874 (Public Law 93-438), and Title 10, Code
~Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 36, 38, 40, and 70, and In reliance an statements and representations
rotofore made by the ficensae, a licanse Is hereby issued authorizing the licansee to recelve, acquire, possess, and transfer byproduct,
source, and special nuclear materia! designated below: to use such material for tha purpose(s) and at the place(s) designated below; to
deliver or trensfer such material to persons authorized to receive it in aocordance with the regulations of the applicable Part{s). Thisficense
shall be deemed to contain the conditions specified in Section 183 of tha 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 effact and to any conditions specified
below. -

Licensee In accordance with the lefter dated
April 28, 1999,
1. Saint Margaret Marcy Healthcare Centers 3. License number 13-02047-02 is amended in
its entirety to raad as follows:
2. 5454 Hohman Avenus ! 4. Expiration date Aprll 30, 2005
Hammond, IN 46320 N R R ﬁe@ No. 030-01602
: - " Referoné g
1| 8. Byproduct, saurcs, and/or special D7 Chemical and/or physical form addax:mum smount that ficensee may

nuciear material

at any one time undar thig
AT i 8e

A. Any byproduct materi 7 A df\s needed

identified in.10 CFR 35100

B. Any byproduct materidi .
- identified in 10 CFR £5.200 §
. m Y

C. .-Any byproduct materia
identified in 10 CFR 35.

D. Any byproduct fateriat ‘f' P
identified in 40 CFR 35.400 @

?
E. Any byproduct material i E #n od sou ? _E.  Asneedsd .
‘ ’lden’dﬂad In 10 CFR 35.600 %’ Oﬁﬁ 5.500

o .
' _B. gsneeded
=

C. c;;Aa needed (not to exceed
£ 5 curies of lodine-131)

3.»:4 .'rce oD As nesded

4
r F. Any byproduct material F. Prepackaged kit F. As_:_ needsd
identified In 10 CFR 31.11 . R
ﬁ G. Americlum-241 . G. Sealed source . ‘G. Thres sources not fo emeed
. (Amersham/Searle Model ‘14 millicuries each
- AMC-24)
'w H. lridium-192 H. Bealgd source (Byk H. Two sources not to exceed

Mallinckrodt Madel Cl LBV) 10 curies each

1

|

|
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I

9. Authorized Use:
A Medical use described In 10 CFR 35.100.

B. Medical uge described in 10 CFR 35.200 (excluding ) generators).

© C. Medical use described in 10 CFR 35.300,
Medlca! use described h 10 CFR 35. 400

shipping containeito be in e
the irradiation devigs. s

10. Loe;aﬁons-efuse: . 4

Healthcare Canters, North Gampus; $454 Wi "Avanue, Hammond, indlana.

REg

E. Medical use described in 10 C\{FS?GOO in devices wh been evaluated and approved for
ficensing purposes by the ld;S uciear Regulatory Commissioryor an Agreement State,
In vitro studies. \5 O'p

/\L R, x‘-ﬁ‘:“"ft A
G. Foruse in Searle Aﬁzalytlc AntER Marker Mode! a
—h H. One source to be ged in & NuCigene rporatidin Lo ctron-HDRGemote hterloading
~ brachytherapy unit-for interstiti 5 3 i 4,,&“"7’ | radiotherggy. One sourca in its -

ey ecemry torteplacement of the source in

B, I..lconsedmteﬁslwedm ltem 6.H. may be used only in the Varlan Accelerator Room,
St, Margaret Mercy Healthcare Centars, North Campus, 5454 Hohman Avsnue, Hammond,

indiana,

c Umnaedmtsrhlwm Htema 6.A mmughG.Gmaybeusadsttheﬁeenudsfacﬁfﬁas
located 5t St Mardaret Mercy Healthcare Cuntors, South Campus. 24 Johet Strost, Dyer,

Indiana.
)
11. Radiation Safety Officer: Renats Muller-Runkel, £h.D.
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PL 12. Licensed material fisted in Kem 6 above is only authorized for use by, or under tha supervision of, the
following individuals for the materials and uses indicated:

“ Authorized Users Material and Use
A. Lisbeth A. Gallagher, M.D. 10 CFR 35.100, 35.200 (excluding generators), and 31.11.
B.  UmiP. Kalokhe, M.D. 10 35.300, 35.400 and iridium-192 in remote afterioading
: brachytherapy unit.
C. BrendaLee Eriksen, M.D, WOBFR 35. 4290 (exduding generators), 35,300
h G \r {(excluding |-131 for th romoma therapy), and 31.11.
D. Michael A. Nicholas 3% 10 CFR 35.100 and 35.200 (&duding generators), Frmited to

e cardiovascular cfinical uffe‘s.
,J E. PeterJohn Georg‘ljg? M.D. ,.. 3]

) F. Suk Soon Leae, !:ED.
jo
G. Byung Il Hyun, MD, ,
. . o

3B (exdadmg generatars), fimited to

ar el proeegras

L MirJ. Shah, MD. 5.400 and 35 mnd ridium-192 i remate

J.  Abdul Khan, M.D. : g:g 400 and 35.500 and Irldium-182 in remote

H.- Robert Litchfieid, DE@.

afterioading brachytherapy unit.
K. Kenneth J. Ramsey, D.O. 10 CFR 35.100 and 35,200 (exciuding Q‘enerators), limited to
: . cardiovasculer clinical procedures. |
L. Sangho Han, M.D, 10 CFR 35.100, 35.200 (excluding generators), 35.300
(exciuding |-131 for thyroid carcinoma therapy), and 31.11.
M. Amit D. Vyas, M.D. 10 OFR 35.100 and 35.200 (excluding generators), limited to
cardiovascular clinical proceduras.
: N. Kannan Kandaliu, M.D. 16 CFR 356.100 and 35.200 (excluding generators), ltmrted to
o cardiovascular clinical procedures.
" O. Parag M. Doshi, M.D. 10 CFR 35.100 and 35.200 (excluding generators), limited to

cardiovascular clinical procedures,

H
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P. Viay P. Shah, M.D. 10 CFR 35.100 and 36.200 {excluding generators), limited to
cardiovascular clinical procedures.
Q. MarkT. Noagtens, M.D. 10 CFR 35.100 and 35.200 (excluding generators), limited to
cardiovasciilar clirical procedures.
R. Donald d. Tanis, M.D. 10 CFR 35,100 and 35.200 (excluding generators), limited to
. - cardiovascular clinleal procedures. '1'
S. Anita T. Chen Lee, M.D. 308, §5.400 and iridium-192 in remote afterioading |
\/g Bra ytherapy (

13. In lieu of 10 CFR 35.404(a) l@nediatety after retracting the source ? the patient into its shielded
position in the remate aftaﬂéadmg device, a radiation survey shall ba m?.e of the patient and the remote
afterloading device with g portaple: eadiation detection survey i tmme to confirm that the source has

been removad from the Lgﬂ‘t,ient. Re alb Asintained in fieu of the record required

~ in 10 CFR 35.404(b). o ~, .

¢ o .
14, In Beu of the source In¥ntory requifg) CHR 354 see shallz

- e MSd foedle pfe“smeweﬁosmon atﬂ)econckzswﬂ of
each remots afterloading beachythe ap g L {,,

o |
B: Promptly rnake a survs‘y of ﬁ'r "o sourcaﬁ;have been msplaoad

k C Make a reoord of the aur(g?ncluding the nstmment u e@dasa rate expressed In mrem/hr i
| (uSieverts/hr), time, date afidhame of the in fvidual making tHe*survey.

D. Retaln the record of the survey I Teu SARaykeorMequired in 10 GFR 35.406(d).

15. Prior to initiation of a treatment program, and subsequent to each source exchange using the
MicroSelectron-HDR remote afterloading brachytherapy device, s radiation sunfey ghall be made of.

A. Theitradiator sourca housing, with the source in the shielded posmon _The maximum radiation
levels at 10 centimeters from the surface of the main source safe shau not exceed 1 milliroentgen
per hour.

et et

B. Al areas adjacent to the treatment roo_n‘{ with the source in the "iradiation® position. The survey
shall claarly establish:

E (1) That radiation levels in restricted areas are not likely to cause personnel exposirre in excess of
the limits specified in 10 CFR 20.1201.

—
(2) That radiation levels in unrestricted areas do not exceed the Hmits spacified in 10 CFR
20.1301.
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16, The following shall be performed only by manufacturer's representatives or parsons spacifically
authorized by the Commission or an Agreement State to perform such services:

A. Installation and replacement of the sealed sources contained in the MicroSelectron-HDR
gfterioading brachytherapy device,

B. Any maintenance or repair operations on the remote afterioading brachytherapy unit involving work
on the source safe, the source drive unit, or other mechanism that could expose the source, reduce
the shielding around the source, or com ron&se the safety of the unit and resuit in increased
radistion levels. e b §£ E g U

17. A. Access to the rooms housidg ?Ke MicroSelectron-HDR aﬂerﬁﬁq}ng brachytherapy device shall be
controlled by a door at&aﬁh entrance, 0O

B. The entrance fo the jiradiatidiixaom shall be equipped
cause the source tg faturn to'theeshielded position imméd
The inteffock ayster shall be ¢4 ted In§lch a

A

ety Sy o

e lec’h’:)iéal interlock system that will

aly upon opening of the entrance door,
Hat the so cannot be placed In the
ource "onfoff” control Is reset at the

L g
vahali betested for proper operation .
749 Wy ;

N - &

radistion devicshall b locked in the "off"
fotTepalr or mplacement of the Intarlogk
,Aﬁunqﬂomngp perly.

18. inadditon to mapossessim fimits in ﬁn we mgﬁm restrict the possession of Besnsed
matesial to quantities below the minimum § 10 CFR 30.35{d) for establishing
decommissioning financial assurance. '

11 18. Notwithstanding the provisions of Section 35415(a){4), "Survey precautions” of Title 10, Code of Fedearal ;z
' Regulations, the licensse.is authorized to perform radiation surveys in accordancs with procsduras :
4 - putlined in lsiers dated Novamber 28, 1891, January 14, 1682, April 23, 1992, November 18, 1852 and
' December 23, 1992, - :

irradiation position Wntl! the ent
control panel. <
*—-

C. Electrical interiockg’on the'égta
aﬂe,mmceeachdgaf :

D. in the eventof matfmithion of e
position sind ot used, xgept ds map:
system,.until the interfock syetam is shownd

|
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20. Except as specifically provided otherwise In this license, the licenses shall conduct its program in
accordance with the statements, representations, and procedures containet in the documents, including
any enclosures, listed below, except for minor changes in the medical use radiation safely procedures as
provided in 10 CFR 35.31. The Nuclear Regulatory Commission's reguisations shall govetn uniess the
statements, representations, and procedures In the licensee's application and correspondence are more
restrictive than the regulations.

A Applications dated May,24, 1994; July 20, 1885 {with attached letter dated July 20, 1895), June 11,
| 1897, and February 16, 1999;

R REg

a

B. Letters dated February 26, 1 Qom ttachments), Ndveinber 28, 1991, January 14, 1892,
April 23, 1982, November, 15, 1992, Dacember 23, 1892, May 25, 18984, Oclober 31, 1984,

March 23, 1995, April 6, 4995, September 28, 1995, Juna 11,1997, January 15, 1898, and
April 28, 1999; and, < P,
) '5‘\ )
C. Letter received Feigfaryzs, ; a
o
< =
’.._
w 2
. ’ My
o 7]
» e
AP ~
7 <

v .

} FOR THE U.S. NUCLEAR REGULATORY COWMMISSION
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i Michae! F. Weber

" i Materials Licensing Branch
Region {1
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