PATIENT Safety

Starts WITH ME B |

September 19, 2006

U.S. Nuclear Regulatory Commission, Region I Office, Division of NMSS
Attn: Materials Licensing, Ms. Sandy Gabriel

475 Allendale Road

King of Prussia, PA 19406

Dear Ms. Gabriel (License No.: 45-00131-02) 030 03299
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We would like to resubmit our request for addition of Dr. G. Stephen Brown as an authorized
user, for radioisotope therapies under 35.396, specifically parenteral administration of any beta
emitter or a photon-emitting radionuclide with a photon energy less than 150 keV, for which a
written directive is required. Dr. Brown’s supervised work experience includes 3 administrations
of Y-90 Zevalin in 2006. Three separate letters of attestation are attached to document these

cases, along with a group letter attesting to Br. Brown’s performance of other related duties
during these cases.

Dr. Brown has performed no other radioisotope therapies this year. Vendor training for the
Zevalin therapies is attached.

Attached are several other documents related to Dr. Brown’s previous work experience under

several licenses during the period from 1969-1989. His board certification dated 1968 is also
included.

For more information, please do not hesitate to contact me at (757) 388-3030.

Sincerely,

Sa W%%

Radiation Safety Officer
Sentara Hospitals

13445
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U.S. Nuclegr Regulstery Cougunicyion, R2gion § Office, Division 0f NMES
Avm: dawrinly Lirensme, Mo Samdy Gabre]

47§ Allendalc Road

King of Prescia, PA 19406

Dear Ms. Gabuiel (License No.: 45-00131-02)

We herby confirm @t Ds. . Swephen Brown's work wader ur direerion in 2006 included one
Mmﬁ!’—”mﬁn and tha fallowing assoviatsd tadks:

Lach
Ordexing, Toocving. and wpscking radivective matcrials safely & perfming radation surveys;
Perftezing Quality ¢outan] prosédits o mstumeants used to defanmine te activity of dosaces;
Prxfrming ebecks for gropar operation of survey petirs,
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Usiag administontive controle to preventa mﬁulwwmmlvmgmﬂedhmdmmal

mmufpmtonﬁlymmqmdmmvems,
Shu@zmdmﬁmﬁmrwahu; and
Administarig dowges of radicactive drugs o pstionts.

Wo further atest that Dr. Brown has satisEcdorily complesad the requiveraeuts of 10 CPR 355906
a4 2z ackieved 3 Jeve] of eompetancy suffiefant w fenetitm independently as an authorized user
fox the rocdical uses sutheaizcd undes 10 CFR 35,396, i.0. paventeral sdministration of sy beta
qg.‘nwozapuom-uniiﬁnz raionuckide with 2 photon oy loss Than {90 keY, fox whith a
ritten Jirective ic required.

For mors infsxoation, please do no hesitane @ copm S-mdy Weolll, RS0, at (757) 388-3030.

W S
Chwistopher C. Sinesi, MD

Deparoment of Rafindon Qucology. SNGE

Mickaat Miller, MD

Dipartment of Rudiation Cawology, SCH
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Seart Willikme, MD

Rs&:ﬁou Oucoogy, SNGH
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September 11, 2006

U.S. Nuclear Regulatory Commission, Region I Office, Division of NMSS
Attn: Materials Licensing, Ms. Sandy Gabriel

475 Allendale Road (AL 6 Lﬁ al f/i

King of Prussia, PA 19406 o ~
Dear Ms. Gabriel (License No.: 45-00131-02) OO P e v L -

| (e o le
We hereby confirm that Dr. G. Stephen Brown’s k under our difection in 2006 included dne
administration of Y-90 Zevalin and the following associated tasks:

N

Ordering, receiving, and unpacking radioactive materials safely & performing radiation surveys;
Performing quality control procedures on instruments used to determine the activity of dosages;
Performing checks for proper operation of survey meters;
Calculating, measuring, and safely preparing patient dosages;
Using administrative controls to prevent a medical event involving unsealed byproduct material;
Practicing of procedures to safely contain spilled radioactive material;
Simulating proper decontamination procedures; and
Administering dosages of radioactive drugs to patients.

We further attest that Dr. Brown has satisfactorily completed the requirements of 10 CFR 35.396
and has achieved a level of competency sufficient to function independently as an authorized user
for the medical uses authorized under 10 CFR 35.396, i.e. parenteral administration of any beta
emitter or a photon-emitting radionuclide with a photon energy less than 150 keV, for which a
written directive is required. '

For more information, please do not hesitate to contact Sandy Wolff, RSO, at (757) 388-3030.

Sincerely,

Christopher C. Sinesi, MD . Sandy Wolff, RSO
Department of Radiation Oncology, SNGH Sentara Hospitals
Michael Miller, MD Wen-Jong Wang, AMP
Department of Radiation Oncology, SCH Sentara Hospitals

Scott Williams, MD
Radiation Oncology, SNGH



Society of Nuclear Medicine

VOICE Credit Sign in Sheet

Title: Zevalin Therapy for the Treatment of Non-Hodgkin’s Lymphoma

Date: January 25,2006
Program #: 018869
Sponsor: Biogen Idec

Location: Sentara Radiation Oncology, Norfolk, VA

Continuing Education Hours: 1.0

Name (print) Name (sign) Hospital/Facility Department
Lakewright Radiation
,, Office Oncology
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Society of Nuclear Medicine

VOICE Credit Sign in Sheet

Title: Zevalin Therapy for the Treatment of Non-Hodgkin's Lymphoma

Date: February 22,2006
Program #: 018869
Sponsor: Biogen ldec

Location: Sentara Radiation Oncology, Norfolk, VA

Name (print) Name (sign) Hospital/Facility Department
Lakewright Radiation
7 Office Oncology
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June 16, 20_06

U.S. Nuclear Regulatory Commission, Region I Office, Division of NMSS
Attn: Materials Licensing, Ms. Sandy Gabriel

- 475 Allendale Road
King of Prussia, PA 19406

To whom it may concern:

T hereby confirm that Dr. G. Stephen Brown’s work under my direction in 2006 included one
case of administration of Y-90 Zevalin to patients. For this case he was involved in the

following tasks related to use of unsealed byproduct material: ordering, receiving, and unpacking
radioactive materials and performing the required radiation surveys; performing quality control
procedures on instruments used (o determine the activity of dosages; performing checks for
proper operation of survey meters; calculating, measuring, and safely preparing patient dosages;
using administrative controls to prevent a medical event involving use of unsealed byproduct
material; and using procedures to safely contain and decontaminate spilled byproduct material.

I further attest that Dr. Brown has satisfactorily completed the requirements in paragraph 10 CFR
35.396(d)(2) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35,396.

For more information, please do not hesitate to contact Sandy Wolff, RSO, at (757) 388-3030.

Sincerely,

27 ZOC/L_,\AQ

Michael Miller, DO

Department of Radiation Oncology
Sentara Careplex Hospital

NRC License 45-09087-01

TOTAL P.B1
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June 16, 2006

U.S. Nuclear Regulatory Commission, Region I Office, Division of NMSS
Attn; Materials Licensing, Ms. Sandy Gabriel

475 Allendale Road

King of Prussia, PA 15406

To whom it may concern:

I hereby confirm that Dr. G. Stephen Brown's work under my direction in 2006 included one
case of administration of Y-90 Zeovalin to patients. For this case he was involved in the
following tasks related (o use of unsealed byproduct material: ordering, receiving, and unpacking
radioactive materials and performing the required radiation suwrveys; performing quality control
procedures on instruments used to determine the activity of dosages; performing checks for
proper operation of survey meters; calculating, measuring, and safely preparing patient dosages;
using administrative controls to prevent a medical event invalving use of unsealed byproduct
material; and using procedures to safely contain and decontaminate spilled byproduct material.

1 further attest that Dr. Brown has satisfactorily completed the requirements in paragraph 10 CFR
35.396(d)(2) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.396.

For more information, please do not hesitate to contact Sandy Wolff, RSO, at {757) 388-3030.
Sincerely,

P —

Christopher Sincsi, MD
Department of Radiation Oncology
Sentara Norfolk General Hospital
NRC Licensc 45-00131-02

TOTAL P.02



June 19, 2006

U.S. Nuclear Regulatory Commission, Region I Office, Division of NMSS
Attn: Materials Licensing, Ms Sandy Gabriel

475 Allendale Road

King of Prussia, PA 19406

To whom it may concern:

I hereby confirm that Dr. G. Stephen Brown’s work under my direction in 2006 included one
case of administration of Y-90 Zevalin to patients. For this case he was involved in the
following tasks related to use of unsealed byproduct material: ordering, receiving, and unpacking
radioactive materials and performing the required radiation surveys; performing quality control
procedures on instruments used to determine the act1v1ty of dosages; performmg checks for
proper operation of survey meters; calculating, measuring, and safely preparing patient dosages;
using administrative controls to prevent a medical event involving use of unsealed byproduct
material; and using procedures to safely contain and decontaminate spilled byproduct material.

I further attest that Dr. Brown has satisfactorily completed the requirements in paragraph 10 CFR
35.396(d)(2) and has achieved a level of competency sufficient to function independently as an
authorized user for the medical uses authorized under 10 CFR 35.396.

For more information, please do not hesitate to contact Sandy Wolff, RSO, at (757) 388-3030.

Sincerely,

Sl —

Scott Williams, MD

Department of Radiation Oncology
Sentara Norfolk General Hospital
NRC license 45-00131-02



SENTARA. SentaraNorfo%G}eneralHospital

600 Gresham Drive
Norfotk, VA 23507

www.sentara.com

June 19, 2006

U.S. Nuclear Regulatory Commission
Region I Office, Division of NMSS
Attn: Materials Licensing

475 Allendale Road

King of Prussia, PA 19406

RE: NRC license number 45-00131-02

To whom it may concern,

\kf have discontimed our IVBT piqgram and returne& all strontium-90 sources to th yendor as
of 23, 2006. Envlpsed is confi ion of source recelpt by Best Vascuh:r\Please rémove
this modality and equipnteqt from our NRE€\license.

We would like to request the addition of Dr. G. Stephen Brown as an authorized user, for
radioisotope therapies under 35.396, specifically parenteral administration of any beta emitter or
a photon-emitting radionuclide with a photon energy less than 150 keV, for which a written
directive is required. Dr. Brown’s supervised work experience includes 3 administrations of Y-
90 Zevalin in 2006. Three separate letters of attestation are attached to document these cases.

Attached are several documents related to Dr. Brown’s previous work experience under several
licenses during the period from 1969-1989. His board certification dated 1968 is also included.

For more ihformation, please do not hesitate to contact our Radiation Safety Officer, Sandy
Wolff, at (757) 388-3030.

Sincerely,

Bua RS

Bruce Holstien
Senior Vice President
Administrator, Sentara Norfolk General Hospital
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ABMS® Board Certification

Credentials Verification Report

8rought to you by the
CertiFACTS On-Line Verification Program
: www.certifacts.org
Owned and operated by TMP Medical Listings
An official licensee of the ABMS®

Search | Search Results | Feedback ] Print

Gerald Stephen Brown (ABMSUID - 175146 ) Viewed:12/19/2005 2:57.52 PM CST

DOB: 07/22/1938
Status: Alive

Certification -

American Board of Radiology

Therapeutic Radiology - General

Active Lifetime Initial Certification 1968 -

Education
1963 MD (Doctor of Medicine)

Location

Unknown

O"\\‘Dl P M):‘fo powered bv.

£ P Direct
Connect

EIHICS « HONONR - SKatt

User Notice: It is up to the user to determine that the physician record obtained from this service is that of the
physician you seek. -

The ABMS Direct Connect™, ABMS Display Shield and the Official ABMS® Display Agent Logos are registered
servicemarks and the lrusted source and partner tagline is a registered mark of the American Board of Medical
Speciallies. Al rights reserved.

The physician specialty certification information ABMS® Data Supplied herein is proprigtary and copyrighted by the
American Board of Medical Specialties (ABMS®) and subject to the intellectual properly laws of the United States. ©
2005 ABMS, All Rights Reserved. www.abms.org

The CertiFACTS On-Line Verification Program is owned and operated by TMP Medical Listings, a Business Unit of
TMP Directional Marketing, TMP is an Official Licensee of the ABMS® TMP Medical Listings is located at 47 Perimeter
Center East, Suite 300 - Atlanta, GA 30346

Bronds, & Bunnddl

https://www.certifacts.org/DC/DCReport.aspx?abmsuid=175146 12/19/2005
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G. Stephen Brown, M.D., FACR

Cancer Program Consultant CELLULAR 410-924-4560
P.0.Box 280 o-mail ~browgs@aol.com
St Michaels, MD 21663

TEL 410-745-9194

FAX 410-745-9195

December 11, 2005

Academic Position Held since completion of residency

1969-1972
1973-1977
1977-1980
1980-1984
1984-1996
1996-2003

Instructor in Radiology, Univ of Hawaii, School of Medicine

Associate Professor of Radiology, Univ of Vermont School of Medicine _
Associate Clinical Professor of Radiology, Univ of California, Irvine School of Medicine
Clinical Associate Professor of Radiology, Univ od Southern Calif, School of Medicine
Clinical Professor of Radiology, Univ of Southem Calif, School of Medicine

Professor of Radiation Oncology, Univ of Texas, M.D. Anderson Cancer Center

Clinical and Administrative Positions since completion of residency

1968

‘\éswz
1

Ny
3

N 972-1977
~

B

’\/ 1977-1990

1990-1992

- 1992-1993

\'-)\
S ) 19931996
>/ 19962003
S

1996-1997

272003
~ 2004
2005

Associate Attending Radiation Therapist, Medical Center Hospital of Vermont, Burlington,
VT
Chief, Radiation Therapy Service and Chief, Nuclear Medicine Service, Tripler Army
Medical Center, Honolulu, HI
Director, Division of Radiation Therapy, Medical Center Hospital of Vermont, Burlington,
vT
Clinical Director, Vermont Regional Cancer Center, Burlington, VT
Radiation Oncologist and co-owner, Radiation Oncology Medical Group of Southern Calif
Congsultant, Cancer Department, World Health Organization, Geneva, Switzerland
Associate Director, Radiation Research Program, Division of Cancer Treatment, National
Cancer Institute, Bethesda, MD
Corporate Medical Director, Oncology Services Corp
Medical Director for Radiation Oncology, M.D. Anderson Physicians Network, Houston,
TX
Medical Director and Interim President, M.D. Anderson Cancer Network, Tarrant County,
Fort Worth, TX
Locum Tenens, Georgetown Cancer Center, Georgetown, TX (3 months)
Locum Tenens, Maryland Regional Cancer Care, Waldorf, MD (16 months)
Locum Tenens, Peninsula Cancer Care Center, Salisbury, MD (Oct 2005 to present)

no bmé‘ea/L{a\/ L‘sg—\bpg usSe

TOTAL P.18
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DEPARTMENT OF THE ARMY
UNITED STATES ARMY TRIPLER.GENERAL HOSPITAL
APO SAN FRANCISCO S6438

8 April 1969

SUBJECT: Minutes of Radioisotope Commitiee

) . Commanﬂ1ng General ’ : .
| U. S. Army Tripler General Hosp1ta1 , = T
APO 96438

NRC Licomar 53-00 458 - 04

1.” Under the provisions of USATGH Reg. No. 40-34 dated 25 Oct 67, a
guarterly meeting of the Rad1oxsot0pe Committee was convened on 8 April
1969 .at 1330 hours in the office of the Chief:of Radiology Service.

LTC James J DuBois, Chief, Rad1o1oqy Service, Chairman, presided.

2. Members present:

I LTC James J. DuBois, MC, Chief, Radiology Serv1ce Chaivman

% : ‘ COL 0O'Neill Barrett, Ch1ef Department of Medicine

} , . MAJ Gerald S. Brown (for LTC Jerry M. Earll), qu10i<otope

’ ; , - -Llinic, Radiology Service

: : : CPT James A. Roseboro, HSC, Rad1at10n Protcctmon 0ff1ce!, Radxation
. Physicist :
CW3 James A. Moore, MSC,.Recorder ‘Without Vote

L ~ ,Members absent:

Chief, Pathology Service

|

| :

: 3. Minutes. Minutes of the Tast meeting, 17 Jan 69, were read and
- gpproved. '

"~ 4. Reports/Discussions,

a. The report of the Ch1ef Radioisotope Clinic, was rece1ved and
_no discrepancies in the 0perat1on of the Radioisotope Clinic existed,
nor were there any deviations in the administration of rad1o1sotopes.
Inventory covering quantities of .radioisotopes procured, used, disposed
of during the period, and in storage at the end of the pGPTOd (1 Jan 69
thru 31 Mar 69) was submitted (Inclosure #1).. Reports of the procedures
performed in the Radioisotope Clinic during th1s period were also sub—
mitted (Inc]osure #2).
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TAGH-RA o 8 April 1969
SUBJECT: HMinutes of Radioisotope Committee’

b. The report of the Radiation Protection Officer (Inclosure #3)
was- received and no discrepancies were noted either in receipt, storage,
handling or disposal of radioisotopes, and there were no deviations from
procedures during the reporting period.

c. It was reported’thét the new byproduct material license has been
received. . : :

d. CPT Roseboro veported that he has checked into the possibility
of doing leak testing locally and stated he has been unable to find a .
local source for activated charcoal. He will.check into this further,

e. Notification has been recéived that the annual U.'S. Army Environ-
mental Hygiene Agency radiation protection survey of Tripler General Hospi-
tal will be conducted from 18-21 July 1969. MAJ James Roy will conduct the
survey. . . ,

f. LTC John M. Hardman, WMC, is replacing COL William C. Butz, MC, as
Chief, Pathology Service, and as a member of this committee.. A copy of his
training and experience is atiached to these minutes as Inclosure #4.

g. LTC Jerry M. Earli has been certified as a user of Selenium 75
in pancreatic scanning. This certification is attached as Inclosure #5.
His training and experience in the use of Se-75 were submitted with the
Quarterly Report in January. : -

h. WMAJ Gerald S. Brown was certified as’ a user of radioisotopes. A
copy ‘'of his certification, training and experience is attached hereto as

. Inclosure #6.

i. Training and experience gained by MAJ Henry M. Labiche, Jr.,
Pathology Service, during his rotation through the Radioisotope Clinic was
gg?m;tted (Inclosure #7) and will be included as a permanent part of his

ile. , ' :

J. Discussion was held as to the possibility of using ytterbium for

-brain scanning. This will be investigated further by CPT Roseboro and

MAJ Brown.

5. There being no further business, the meeting was adjourned at 1400 hours.

74U¢M 1&%‘ :

6 Incl o - JAMES A. HOORE
*as ' ) CW3, MSC. ’

Recorder -

APPROVED: . ,gt‘{ . o -
frto L) L o

JAMEE J. - DuBDRIS, ETC, MC
ChaAfman - .



June 6, 1977

Re: G. Stephen 8rown, M.D.

TQIWhom it May Concern:

This is to certify that, pursuant to Condition 12, amendement 36 of Y.S, Nuclear
Regulatory Commission license number 44-10187-03; the above named individual

was designated by the University of Vermont Radiological Safety Committee to use
and to sSupervise the use of:
Casium~137 and radium-226 encased in needles and
applicater cells for topical, interstitial, and

A John F. Harwood

(a)

(8)

(c)

(D)

{E)

intracavitary treatment of cancer.

lodine=125 and radon-222 as seeds for interstitial

treatment of cancer.

Strantium~90 sealed in an applicator for treatment

of superficial eye conditions.

Phosphorus-32 as colloidal chromic phosphate for
intracavitary treatment of malignant effusims.

Phosphorus=32 as soluble phosphate for treatment

of polycythemis vera, leukemia and bone metastases.

Clerk, Radlological Safety Committee

FlH/ewa
Enc: Amendment 36,

100/T00

license number 44~10187-03

05y

8.88959208 XVd 62:8T 9002/LT/50
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State of California-Health and Welfare Agency Department of Health Services

Page 1of _3 _ pages
RADIOACTIVE MATERIAL LICENSE

Pursuant [o the Califamia Code of Regulstions, Division 1, Title 17, Chapter 5 Subchepter 4, Group 2, Licensing of Redioactive Matorial, and in roliance
on staternents and repressniations horofafons mede by the licensee, & ioense is hereby Issued suthorizing the icansee to receive, use, possess, lransfer,
or digpose of rackoactive material listed bekow; and fo use such radioactive maferial for the purposs(s) and st the place(s) designaled below. This licenso
is sutyedt to all applicatie rfes, regulations, and arders of the Deparirment of Hedlth Services now or heresflerin effect and to any standard or specHiic
condition specsfied in this kcense. '

1. tcensee  Radiation Oncology Medical Group 3. Liconse No.
of Southern Califomia - 2833-30 Amendment No: 14
2 Addess 11100 Wamer Aveaue #162 4. Expiration dafo
Fountain Valley, CA 92708 February 14, 1997 3)
Attention: Robert J. Woodhouse, ML.D. 5 Inspection sgency  Health Care Agency
Radiation Safety Officer Orange County

Tn response to the letter dated April 25, 1996, signed by Jacqueline Fakjian, Administrator, License Number2833-30
is hereby amended in its entirety.

6. Nuclide 7. Fom 8. Possession Limit
A. Strontium 90 A Sealed Source A. Total 55 mCi in one source.
9. Authorzed Use

A. Group6  Ophthalmic treatments utilizing sealed or solid sources manufactured, labeled, packaged,
—  and distributed in accordance with a specific liconse issued pursuant to Title 10, Code of

/ Federal Regulations, Part 32.74, or a specific license issued by an agreement state pursuant

to equivalent state regulations (except for sources manufactured prior to August 16, 1974).

NDIT.
10. Radioactive material shall be used only at the following locations:
(@) 1211 West La Palma, Suite 100, Anzheim, CA

11. This license is subject to an annual fee for sources of radioactive material authorized to be possessed at any
one tume as specified in Item 6, 7, 8 and 9 of this license. The armual fee for this license is requared by and
computed in accordance with Title 17, Califomia Code of Regulations, Sections 30230-30232 and is also
subject to an annual cost-of-living adjustment pursuant to Section 113 of the California Health and Safety

Code,

12. The individuals named below are authorized the specific uses of radicactive material described in Items 6, 7,
8 and 9 of this license as follows:

(@) Chahin M Chahbazian, MLD. Group 6
—~=>(t) G. Stephen Brown, M.D. Group 6
(c) Sriprayoon Prasasvinichai, M.D. Group 6
(d) Donald C. Karon, MD. Group 6

(¢) Robert J. Woodhouse, M.D. Group 6



This is to acknowledge the receipt of your letter/application dated

q | JQ,AOO(D , and to inform you that the initial processing which
includes an administrative review has been performed.

Meidmes T H45-~00(2(-0X

m There were no administrative omissions. Your application was assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

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

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

Your action has been assigned Mail Control Number (36""“5‘ 7
When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (Rl) Sincerely,
(8-96) Licensing Assistance Team Leader



