SIEMENS

February 10, 2005

Kathy Modes Q’ 5

U.S. Nuclear Regulatory Commission, Region I
475 Allendale Road
King of Prussia, PA 19406-1415

RE: RESPONSE TO REQUEST FOR ADDITIONAL INFORMATION
CONCERNING USNRC LICENSE 29-32349-01 MAIL CONTROL # 136351.

Dear Ms. Modes,

Based on our teleconference of February 8", 2005 Siemens Medical Solutions USA, Inc.

is submitting the information that you requested to facilitate the recent amendment
request.

1. Please change the mailing address for all correspondences and fees to:

LL 3104
Siemens Medical Solutions USA, Inc. G2 O 3@6 79_4
110 MacAlyson Court 3 =
Cary, North Carolina 27511 O 5)\ 0\3

Attention: Stephen J. Haddock, RSO - CSG

(302104101

* Delete the Iselin, New Jersey address from the license.

2. 1 have attached (see Attachment #1) an organizational chart that describes our

management structure.

Siemens Medical Solutions USA, Inc. U

Customer Service Group 110 MacAlyson Court Te!: {(919) 319-2900 k \r'\g\_{: o
Cary,NC 27511 Fax (919) 319-2680 O—af\\ga e ‘3(‘5 l %
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Feel free to contact me at (919) 319-2952 or stephen.haddock@Siemens.com if you have
any questions or need additional information.

Sincerely,

g W

Stephen Haddock

Corporate Radiation Safety Officer
Siemens Medical Solutions USA., Inc.
8000 Regency Parkway

Suite 360

Cary, North Carolina 27511

Telephone: (919) 319-2952

Fax: (919) 319-2843

E-mail: stephen.haddock@siemens.com
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January 18, 2005 <

Licensing Assistance Team

Division of Nuclear Materials Safety

U.S. Nuclear Regulatory Commission, Region 1
475 Allendale Road

King of Prussia, PA 19406-1415

RE: AMENDMENT TO LICENSE 29-32349-01

0703{%37

Dear Sir or Madam,

Siemens Medical Solutions requests to amend License Number 29-32349-01 to remove
Mr. R.F. (Chip) Willey, I1I as Radiation Safety Officer and appoint Mr. Stephen J.

Haddock as Radiation Safety Officer. Mr. Haddock’s credentials are provided as
Attachment #1 to this letter.

Thank you for all your assistance concerning this amendment. Feel free to contact me at

(919) 319-2952 or stephen.haddock@siemens.com if you have any questions or need
additional information.

Sincerely,

by W

Stephen J. Haddock

Corporate Radiation Safety Officer
Siemens Medical Solutions USA, Inc.
8000 Regency Parkway

Suite 360

Cary, North Carolina 27511

Telephone: (919) 319-2952

Fax: (919) 319-2843

E-mail: stephen haddock@siemens.com

/3€35/
Siemens Medical Solutions USA, Inc.

NMSS/RGN A
Customer Support Group 110 MacAlyson Court Tel: {919) 319-2900 “ U/RGM MATERIALS'O‘“
Cary, NC 27511 Fax: (919) 319-2680
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Resume

Stephen J. Haddock

12/2000 - 12/2003 Guidant Corporation Houston, Texas
Licensing Associate

Provided product specific licensing information to assist hospitals to amend their
radioactive materials license for the Guidant IVBT System.

Interacted with Federal and State regulatory agencies on a daily basis to resolve licensing
issues at hospital sites. Assisted hospital sites in filing license applications for use.

Developed an internal support system to facilitate licensing information generation to
support customer sites.

Provided technical licensing updates to customers/sales force of regulatory changes and
their clinical impact of product implementation and use.

Responded quickly to customer needs/questions by providing technical guidance and
service.

Traveled to customer sites to assist with license amendments, deficiency responses and
limited audits.

7/1996 -12/2000 Advanced Medical Systems, Inc. Cleveland, Ohio
Radiation Safety Officer/Facility Manager

Created, implemented and maintained radiation safety procedures to regulatory and
corporate guidelines. '

Served as primary contact for federal, state, and local regulatory agencies and emergency
responders.

Maintained facility and medical device compliance to USNRC standards and federal
regulations.

Managed a staff of radiation safety technicians during normal routines. emergency events
(site-wide emergency exercise) and special projects (D & D, Environmental Monitoring).

Provided training programs to new employees, contractors, regulatory agency inspectors.
and local emergency responders.

Managed day-to-day operations of a medical device production/laboratory facility
(radiation surveys, environmental monitoring of air, water and soil, general plant safety



and building systems).

Represented the company at off-site regulatory meetings, local community meetings and
sales conventions.

Served as an officer of the corporate radiation safety committee.

Served as an on-call emergency event responder 24 hours a day, 7 days per week.

12/1993-7/1996 Advanced Medical Systems, Inc. Cleveland, Ohio
Isotope Handler/Service Engineer

Traveled to customer sites to promote company products, perform preventative
maintenance and source exchanges.

Represented the company during site inspections, informational tours, and professional
meetings.

Performed complex calibrations of medical device sources.

Performed instrument calibrations and maintained facility systems (Hot Cell, HEPA
Ventilation System, Negative Pressure Laboratory).

Served on the corporate radiation safety committee.
Performed compliance duties in medical device production/laboratory setting.

5/1991-12/1993 Advanced Medical Systems, Inc. Cleveland, Ohio
Isotope Technician

Shipping and receiving of radioactive medical sources to meet customers needs and
demands in the United States and Outside the United States in accordance with site SOP
procedures and federal guidelines.

Performed compliance routines in accordance with SOP Procedures in a medical device
company production/ laboratory environment.

Assisted in special site projects (D & D, HEPA Ventilation Project, Hot Cell
Restoration).

Interacted with physicians, distributors, and regulatory agencies concerning the
manufactured medical device and source.

Performed duties in a medical production laboratory setting. Served as an on-call
emergency event responder 24 hours a day, 7 days per week.



Education

1982-1986 Baldwin-Wallace College Berea, Ohio
B.A. Secondary Education

Radiation Safety Officer - CSI and Radiation Service Organization (40 hour course),
1996.

Radiation Safety Officer — Radiation Safety Academy (40 hour refresher), 2004.



Certificate of Training

This Certifies That

Stephen J. Haddock

has successfully completed the 40-hour course of instruction for

Radiation Safety Officer

September 16-20, 1996

Presented By

CSI-Radiation Safety Training
3827 Farragut Avenue
Kensington, MD 20895

and
Radiation Service Organization

P.O. Box 1526
Laurel, MD 20725

Xaf%

Raystb&d Johnson, C.H.P., P.E.
Course Director




Certificate of Training

Awarded To

Stephen Haddock

Recognizing completion of 5 days of specialized instruction in

RSO Refresher

November 19, 2004

Presented By

Radiation Safety Academy
481 North Frederick Avenue. Suite 302
Gaithersbury. Maryland 20877

7(/ /%/W‘VL/
Ravmond Johnson. CHP. PE. RSO
Training Director
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Certificate of Training

This Certifies That

Stephen Haddock

has been trained. tested and successfully completed the specialized instruction in

DOT & NRC Requirements
for Shipping and Receiving
Radioactive Materials

November 18, 2004

Presented By Sean M. Austin, Instructor
Radiation Safety Academy
481 Nonh Frederick Avenue. Suite 302. Gaithersburg. Maryland 20877
www RadiationSalens Academy.com -- 301-990-60006

Presented For:  Siemens Medical Solutions USA, inc.

Presented At: - Gaithersburg. MD

Tas contefies that the cmplos e¢ named on this certiticate hae
boen tramed and fested in accordanee with the training
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Licemsee

1. Advanced Medical Systems, Inc.

1020 London Road
Cleveland. OH 44110

In accondance with the letter dated
Anwstl 1997

3. License 34-19089-01 1s_amended in
its entircty to read as follows:

4.Expiciion Due  Ogcgmber 31_.. 1994

’ummm
Spocial Necicar Muterial

A. Cobalt-60

B. Cobalt-60

Cestum-137

Post-it" Fax Note

. Sealed sources

. Nicke) Plated

. Sealed Sources

£, Mastioman Assounnt that 1 iy
. m!u_.-u.,o.m
- This License

. Solid Meta) ‘A, 150,000 curies

8. 135.000 curies
(no singte source
to exceed 13,700
curies)

comercial
distributien by the
W or an Agreement
State)

e y “i”‘l» curies (no
etherspy single source to
redioge sealed oxceed 2,200
sources which have curies)

baen ml\;aud and

approved for

comercial

distribution by the

NRC or an

State)
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15.000 curies
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6. Byroduct. source, 7. Chesical snd/or
mdlo: special nuclesr mm\ fore
sateria)

Cobalt-60 F. %uhdm . 15 siMiaries

mron

ég‘-ﬂ':m
by the c‘us F

for in-house serviCe
n accordance with

For 1nstallation, ut mummnz.uu servi M Picker Corporstion snd

Medical S aphy and teletherapy UMts of icensees authorized
to possess the nd m purm to-s specific 11cense issued by the
Commission or an Agreement $e

Shieiding uurm 1n Picker Wnion and Advamced Medical System, Inc..
radiogrephy and teletherapy devices

for stor only. those non-MRC approved sources in the possession of the 1icentee
prior to.gn {ssuance of this amendment.

For use in devices (including Tech (P Mode) 571 Caltbrator described in application

dated November 12. 1984) approved by the Muclesr Regulatory Commission or an
Aoreunt State to calibrate radiation survey instruments.
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Authorizes the servicing of NGS/Picker units, excluding source exchange.
Authorizes sealed gource %

Aathorizes remova) of unit and from customer sites only.

umr‘“fm the training of AMS personne) in the manufacture of ARS/Picker
ses
Authori

SOUNCeS -
Zes the handling of sealed sources only.

(1) Each seated source scqui

waterisl, other

in any fore for

Toskage n the sbeeace of &
test has boen made with
received from snother person

G
Notwd 1nghth od

Each sealed sourte fabricated by thé 0 .
construction défésts. 1 .%Wﬂ

seated source. If the inspection or test reve
0.005 mtcrocurie or greater of contamination.

transferrad as & sesled

retested.

Eech sealed source contdining licensed materia
half-11fe greatar than 30 days and in sny form other
for leakage and/or contaminstion at intervals not to
that each source designated for the purpose of emftti
be tested at intervals not to exceed 3 somths.

The test shall be capable of detecting the

radioactive materisl on the test ssmple. test seapl

the sealed source or from the surfaces of the device in

is psrmonently or semi-

contamination to sccuml ste.

units of microcuries and maintained for inspection by the Comaissi
say be disposed of following Commission inspectton.
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If the test or C. of this condition revedls the presence
of §.005 contasination. the liceasee shall
1amedistely vl m«uwmnmuwu
decontantneted ig“ﬂ of n sccordance with Commission
regu! . ia § days of the date the leak test result
1s knowm with the U.S. fuclesr m f.uium on J11. 801 Marrenwville
Rosd. Lisle, 111inols 60532- “51 {als Safety Branch.

describing the qnpnt trwolved, and the corrective action.

%mu the rm srons of
TRt rmmm
Trventory Nequirensrtys O

A Mimy \i hul o}." that Mipt
tMs'H iy Mmﬁwﬂn
date of ( ) . » I?

ue- Vetea enry(ul sonths #
thn hatun"of o\l matesia) pg_-eisun pc:m1m i?ﬂ?hin“
the lmumﬂq i Hinl

1ca) M’ﬂl m mm: Jicense
o xﬁ" = '-‘*M-ﬁ" uﬁ.ﬂmamw

W revisqf foril
1989) shall be pﬂ'f
Radistion Safety Officer). "

The 1icensee shall fo)low the recommend survey frequencies outlined 1n Regulator
Ma:’ .21, Revision 1. October 1979. 1n work arcas where radioactive materials {n
handled or used.

The 1icensee shall maimtain records of Information i1aportant to sefe and effective
decomnissiomng at 1020 London Road. Cleveland. Ohto the prmnsions of
10 CFR 30.35(g) wntil this Ticense 1s termineted by the Commission.
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Tanked water irill be , _u-m'fi Hsing o ‘sutimersible water trestment
systom thet % Ttration end on- demtneral124tion s
described ta ¥ dated Warch 1, 3. 6. 0. 1995.
ater wil) be trestad uikT) % cogtalis oo detectable non.-soluble
cobalt-60 end less than pCi/1 of soluble cobelt-60 as determimed by a
contract amalyticsl lsboratory. The licensee may continue to pump tres
water to the eon?sible storsge containers prior to receiving results of
solwmty'tesb:s ros tnb mct }M:’ The :c'-uted‘nnr witl
subsaquently be pusped . on age containers located fn the
facility warehouse, as described in letters dated Merch 3. 8 and xo."ms.

Sisultaneous) nd process uster curremtly residing 1n the sewer sanhole
wml.l&’mm suBp pit and besement. *Ms project shall be completed

1. Pumping will De sequenced as Qescribed 1n letter dated March 1. 1995, to
onsure & positive hydrostatic pressure is maintained fros outside to
inside the factlity s bisesent.
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0 t.he sewer manhole, \atersl, bulding sump pit, and buuent will
to a radiclogicaily controlled area of the faci)ity snd
using & skid sounted, -u'mm filtration and 1on-
as described in lettars dated 1. 3. 6 and 10. Spill
and radiological controls will be tapiementad as mtbed 1n
cthr dated February 14, 1995. ond Attachment ¢ to ettar dated Mareh 1,

al, mmng
bmunt -m e wn-so eobllt-so
ﬁ:ln soltb\c ubl'lt-
the
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dqoulls

Excavate areas 6cowd the faciiity o mw 'fm 5 to the radioactively
contaninated four/isch waste di rge Tine: ang'su the radiological
evaluation of the m‘mty s underdrain Sﬁt. surrounding sofls.

1. Excavate u-.- sot) in m*mcmw ® buflding's four-inch waste
discharge Vine and underdrains d1sconnact these drains as described in
lgtter March 1, 1995. Evaluate the radiologicsl contesinstion status

ftteuduhtnmamnum:uormlmthmm Reconnect
the underdrain systes to the butlding sump pit and . tast and process
the underdrain systes waters as described in lettar dated March 1. 1995,
The testing ond processing of water pumped from the underdrain system will
cont inue mtﬂ sapling of the water consntenu reveals o detectable
non-soluble cobalt-60 and less than 200 pCi/1 solwble cobalt-60.

Evaluate the ndiolomcn status of the sol) In the v1c1mty of the
m;u; 3, and building sump pit as descridbed in the letter dated
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4 & 8 ¢ 6 D 6 8 6 & & 4 4 & A 6 & 4 s 4 & 4 b

{-omru the radicactive contamination present in the sewer manhole and
ateral.

c%:u\y grout- in the radiosctively comtasinated nated manhole and latersl uwp
interceptor s ibod*!n 'quet'oflcttvdlttd
January 27 and letter dated March 1

1 render the
cxisti mp ing syst- hﬁdﬂe and mmu (fix) the

-
The 11censs shall notify the m Regton II1 "o lgter than iy 14,
1995, m‘ status of the uwlltiuoy Condition

8., (d 18.E.

the respd

B e g e

The umsa“‘;un Hot1fy
el m&' .
umcht bRy
The Yicensee is nmnﬂud m 1m1| }num and lmrul and re-connect this
to the existing mjdnin system. ~“"J.‘,’"’°" the wt‘e;s strictly to

A ‘nﬂm silestone date.

act as & means of collecting weter from under
to storage containers art] Subsequent anlysts for conantm‘lon

The 1icensee is authorized to;"‘l' Ul a& weter evaporation equipment
described in letters dated March lg ogewr‘ 1995 and June 29. 199?'

Notwithstanding provtous requiresents, and baud upon additiona) 1nforntion

provided in letters dated October 17, 1935. and Decamber 11, 1995, the licensee is

:t‘roqm red to grout-{n the 4-tnch sewer dischirge 1ine md the sbandoned footer
ain

The Yicensee s authorized to perforl Task 2 of the Suilding Recovery Pro
dnscrib‘d 1n lcttrt dated Jw l 1996, J«ly , 1996, September 18, 1
ggtngor . October 11, . ‘November 1, 1096, Februsry 21. 1957, and May 15,

1 be pusped
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SUPPLEMENTARY SHEET

24. The following conditions apply to the Building Recovery Project:

A. IU' funds released fros the collateral sggortmg the letter of credit
Task X mao 1996. shall be used solely the purpose of completing

8. [mmedigtely after the relesse of funds. the licensee shall securs an asendment
to August 20, 1 nﬂect t.he remaining balance of the
umrun collatersl. 1 WRC for review immedistely

[} the instrument .

of credit, and the Jetter of t sust be revised to
oftheo‘llltml ™is s!nl‘l tudtnﬂ!ﬁfor

D. “.?_:tﬂ‘ 1@1& \\ltnl‘n

\

2. mltwm]m:-
based upon the qum;()m

26. A Advanced cal

C. Any funds um@: Task 2 15 completed mﬂ)n added 10 the colletere)

6 6 6 8 0 8 & & B & & & 4 6 4 0 5 A 4+ s 4 8 & 4 4 4 a4
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B. tueutoruhe schay ] tmm sewer ten, 311 of
the fo’l\an criterts :nlt n‘m:r] M €1) df n{:r shnl not
exceed 25.000 gations in 3 24- od, (2) water
cobalt-60 u:tM of greeter than p1eouries pef 1iter (mll) she‘n not
be discharged, water that contains detectable 1nsoluble cobalt-60 (minimm
detectable mtv‘lg no greater than 15 pC1/1 of water) shall not be discharged.
Insoluble cabalt-50 for purposes of this license condition is eny cobalt-60

activity, above that s s by & filter of size no grester
activt ty e backqnmd topped by pore ore
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fmendment No. 51

27. Excapt as spoclﬂcmy provided otherwise in this 11cense. the Heensee uull
conduct its progras n accordance with the statements,

fors shall govern unless the statemsnts.
*s application and correspondence are
m r!strlctwc thnn the regul ut*lons

Mpplication dsted Novesber 12.
Letzars dted M 5"‘ by, ¥
1985 ( 4)

of 19-1 i)

1966 (Wutosnclmt
7. 1986); 5
.

S & 8 0 & 4 B 4 & & A 6 & B S ¥ 48 4 A 4 b a4

1986,
1. Appencices A

mﬁfu 0.0 »; 3‘1::37 Janary 15,
Of ;0. g e (& ry

1%8 (Item ¥on %rt »-: > I
g'& '/ IRt o _:_‘-\,”-". an(w.

Letters mh” 1999 ¢ 3.4

texcept & &75‘95’06 e ’W

R R Rt L

Letters dated April 16, 1992 (tntﬁ onclosuns) June 15, 1992 (with
lttld-ults) Annust 0 . Septesber 18, 1992, Decesber 29 1992 (with

19%5; Jarch % 1665, Hareh 31, 195 ivith
s A T s A (with enclosure).

Letters with sttachments dated January 27, 1995. February 2. 10, and 14. 1995,
and Narch 1, 1995 (excludi rcfm to gguﬂm n the four-inch sewer
discharge 11ng). and Karch .ond 10, 1
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MATRRIALS LICENSK Rafownss
SUPPLEMENTARY St ~030-16085/040- 06764/030- 17154

o Amengeent ¥%o. S1

Notwithstanding any reference to the specific activities in the sbove )1sted
letwars. the following activities are a0t addressed by this 1icense.

1. The discherge of treated water to the senitary sewer system.

11, Installstion of & compesite sampier and flow goge.

vit. Conventionsl ¢1sposs! of 3011s exnditing cobalt-60
concentrati m ™
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By

J. mmm‘{ Plan &ru- &Jtmm m-n u letters dated

K Tesks 1 amng z.h‘f the mam ué&i!:y “subeitied; in Yerters (with
atud-\ts e 10, ns s. 181996, Octoder 3.
o:m‘ﬁdz M and lln,y 15, 1997.

L. muqmnfbrﬂewmnmmmz (s . 1red 0 CFR 30,
tted in letters (with sttachments ’@d -urnb’ %995 !hrdstzgl
1996. June 7, 1996, August 14, ms ndnéus . 1997; and

M.  Letter dated }orﬂ 3, 1997 (with stiachments RSP ation of the G-a
ter.” RSP-019. “Assessoont of Mocct(vﬂy in Mater S-plts
-022. “Quality Assurarce for Radiomacl ide Analysis by Gasms Svectmcupr)_

FOR THE V.5, MUCLEAR REGUATORY COMMISSION
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(FOR LFMS USE)
INFORMATION FROM LTS

BETWEEN: i e
License Fee Management Branch, ARM :  Program Code: 03225

and : Status Code: 3
Regional Licensing Sections : Fee Category:

Exp. Date: O
Fee Comments:
Decom Fin Assur Reqd:

LICENSE FEE TRANSMITTAL

3.

~7
REGION ' .

APPLICATION ATTACHED

Applicant/Licensee:
Received Date:
Docket No:

Control No.:
License No.:

Action Type:

FEE ATTACHED
Amount :
Check No.:

COMMENTS

Aomin  Petiond Ucessrc

hovcd Vo 0T oM
Mailres Add ress

B. LICENSE FEE MANAGEMENT BRANCH (Check when milestone 03 is entered /__/)

1.

Fee Category and Amount:

Correct Fee Paid.
Amendment
Renewal

License

OTHER

SIEMENS MEDICAL SOLUTIONS USA, INC.
20050228
3036878
136513
24 - 2h0at -0l

New Licensee

¢ Signed
: Date

Application may be processed for:

Signed
Date




