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BENJAMIN J CAYETANO
GOVERNOR LAWRENCE MIKE

DIRECTOR OF MEALTH

STATE OF HAWAII o
DEPARTMENT OF HEALTH '

HILO MEDICAL CENTER

1180 WAIANUENUE AVENUE
HILO, HAWAL 86720

July 20, 1996

Mr. James Montgomery

U.S. Nuclear Regulatory Commission
Walnut Creek Field Office

1450 Maria Lane, Ste. #210

Walnut Creek, CA 94596

Ref: Part 35.14 Notifications

Refer: NRC License No. 53-03506-01
Docket No. 030-03542
0I0-039

Dear Mr. Montgomery,

“he below listed enclosures are submitted in accordance with the reference
listed below as a notification that we have granted Dr. Lee E. Miyasato,
M.D. «nd Dr. Peter A. Remedios, M.D. privileges as authorized users in
categories of 35.100, 35.200, 35.300 and 35.500.

Also, in my letter dated January 29, 1926 granting Dr. David Camacho, Jr.,
M.D., I had added him to our license for a period of six months. I would
like this extended for an indefinite period at this time.

If I can provide any additional or more specific information, please do not
hesitate to call me at (808)969-4416.

Sincerely,

AL DS comr

Daniel W. Rickenbacher, E.N.M.T.
Radiation Safety Officer

DWR/ kg

57237/



Mr. James Montgomery

Page 2
July 20, 1996
ENCL: 1.

Letter dated June 20, 1996 granting hospital privileges to
Dr. Lee E. Miyasato, M.D., at Hilo Medical Center

Certification of License for Dr. Lee E. Miyasato, M.D.

Perceptor Statement for Dr. Lee E. Miyasato, M.D.

Letter dated June 20, 1996 granting hospital privileges to
Dr. Peter A. Remedios, M.D., at Hilo Medical Cencer

Certification of License for Dr. Peter A. Remedios, M.D.

Perceptor Statement for Dr. Peter A. Remedios, M.D.

Copy of California Materials License #3192-40 with Dr. Peter
Remedios, M.D. listed

Copy of California Materials License $5592-70 with Dr. Peter
Remedios, M.D. listed

Radiation Safety Committee Meeting dated June 24, 1996
approving Dr. Lee E. Miyasato, M.D. and Dr. Peter A.
Remedios, M.D. as authorized users at Hilo Medical Center



BENJAMIN J CAYETANO
GOVERNOR

LAWRENCE MIKE
OIRECTOR OF HEALTH

STATE OF HAWAII
DEPARTMENT OF HEALTH

HILO MEDICAL. CENTER

1180 WAIANUENU!: AVENUE
HILO, HAWAL 86720

June 20, 1996

TO WHOM IT MAY CONCERN
Re:  Lee E. Miyasato, M.D.
On June 6, 1996 Dr. Lee E. Miyasato was approved by the Medical Executive
Committee of Hilo Medical Center for active staff membership with privileges in Radiology.

Sincerely,

William Camnett, D.;.

Medical Director



STATE OF HAWALI
DEPARTMENT OF (OMMERCE AND CONSUMER AFFAIRS
PROFESSIONAL AND VOCAIIONAL LICENSING DIVISION
1010 RICHARDS STREET

P.0. BOX 3469
HONOLULU, HAWALIL 96801
05/02/96

STATE OF HAMWAIL

HILO MEDICAL CENTER

MEDICAL STAFF OFFICE

1190 WAIANUENUE AVENUE

HiLO HI 96720

RE: "QIFICATION OF LICENSE/EXAM SCORES DATED 05/02/96 FOR

E MIYASATO
BOARD /COMMISSION: BOARD OF MEDICAL EXAMINERS
LICENSE TYPE: PHYSICIAN
LICINSE IDENTIFICATION: MND 9407
METHOD OF LICENSURE: ENDORSEMENT-THROUGH NATIONAL EXAN
DATE LICENSED: az2/21/96
LICENSE STATUS: CURRENT, VALID & IN GOOD STANDING

LICENSE EXPIRATION DATE: 01/31/98

DISCIPLINARY ACTION: NONE
CERTIFIED BY:
Cond fonce. CabrudarMod asun.
CONSTANCE CABRAL-MAKANANI
EXECUTIVE OFFICER
- URDING 10 OUR COMPLAI CORDS ;
?eu DATE BACK TO 1985: .
¢! NO DEROGATORY iNFORMATION
ON FILE, "
(] THE ATTACHED INFORMATION
ON FILE CONCERNING THIS >

LICENSEE.



NAC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
N TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER
1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO
Lee E. Miyasato, M.D. PRACTICE MEDICINE
3. CERTIFICATION
SPECIALTY BOARD u’r!goav MONTH AND vgn CERTIFIED
A
Kadiology Diplomate Jun.e 1695
4. TRAINING RECCIVED IN BASIC RADICISOTOPE HANDLING TECHNIQUES
TYPE AND LENGTH OF TRAINING
LECTURE/ SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (S) OF TRAINING LABORATORY | LABORATORY
A B COURSES EXPERIENCE
(Mours) (Hours)
c 5]
July 1, 1991-June 30, 199
s. RADIATION PHYSICS AND University of Virginia 100 50
INSTRUMENTATION Charlottesville, VA
| b. RADIATION PROTECTION See above 30 20
¢. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT See above 20 5
OF RADIOACTIVITY
d. RADIATION BIOLOGY See above 20
¢. RADIOPHARMACEUTICAL
CHEMISTRY See above 30 10
5, EXPERIENCE WITH RADIATION. (Actual use of Radioisotopes or Equivalent Experience)
ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE TYPE OF USE
Tc-90m 30 mCi UVa Hospital, Chville| 1040 hrs in all Clinical
Mo-99 | 3000 mCi - " i
I1-131 200 mCi " " -
Yb-169 | 500 uCi “ 5 "
In-111 5 mCi - = .
Ga-67 10 mCi " . »
T1-201 4 mCi o i !
I-125 50 uCi » " B
b
NRC FORM 313M Supplement A
381) Page 5



{NRC FORM 313M SUPPLEMENT B U. 5. NUCLEAR REGULATORY COMMISSION
8-81)

PRECEPTOR STATEMENT

Supplement 8 must be completed by the applicant physician’s preceptor. |f imore than one preceptor is necessary to document
experience, obtain a separate staterment from each.

KEY TO COLUMN C
FULL NAME PERSONAL PARTICIPATION SHOULD CONSIST OF:
1Supervised examination of patients to determine the suitability for

Lee E. Mi yasato, M.D. ;:22::::“ d@:.\om ang/or treatment and recommendation for

s ) 2<Ccliaboration in dose calibration and actual sdministration of dose
7 Tintern Court 10 the patient including calculation of the radistion dose, related
’ measurements and plotting of data,

1. APPLICANT PHYSICIAN'S NAME AND ADDRESS

RE
STREET ADD ) I

Ty [ STATE | ZIF CODE J-Adequate period of training to enable phv;ician 10 manage radicactive
: patients and follow patients through diagnosis and/or course of
Charlottesville \ 22901 trestment,
2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERSONAL (Additionel information or comments may
PARTICIPATION be submitted in duplicate on separate sheew.)
& ] c o}
DIAGNOSIS OF THYROID FUNCTION 2
DETERMINATION OF BLOOD AND
BLOOD PLASMA VOLUME 8

L1 LIVER FUNCTION STUDIES

or
1128 FAT ABSORFTION STUDIES
KIDNEY FUNCTION STUDIES

IN VITRO STUDIES

S — —

OTHER [Tc-99m gastric Emptying 90

1128 DETECTION OF THROMBOSIS

1131 THYROID IMAGING 3

P.s2 EYE TJMOR LOCALIZATION

Se-78 PANCREAS IMAGING

Yo 169 | CISTERNOGRAPHY

BLOOD FLOW STUDIES AND
Xe-133 | o MONARY FUNCTION STUDIES 215

OTHER | In-111 DTPA cisternography 2

BRAIN IMAGING 4
CARDIAC IMAGING 136
THYROID iMAGING 36
SALIVARY GLAND IMAGING 1
Te89m |5, 00D POOL IMAGING 24

PLACENTA LOCALIZATION

LIVER AND SPLEEN IMAGING 12
LUNG IMAGING 23%
BONE IMAGING £125

otweR [T1-201 myocardial imaging 56

AL FORM 213M SUPPLEMENT B

81) Page 6



" 2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continuea)

NUMBER OF
CASES INVOLVING COMMENTS

PERSONAL [Additionsl information or comments may be
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PARTICIPATION b Ie b Snilsesr o8 S s 4

“ 8 c ~)

P-32 TREATMENT OF POLYCYTHEMIA VERA,
(Soiubie) | LEUKEMIA, AND BONE METASTASES

P22
(Cohoidal)

INTRACAVITARY TREATMENT

TREATMENT OF THYROID CARCINOMA

14131
TREATMENT OF HYPERTHYROIDISM 42

Au-198 INTRACAVITARY TREATMENT

Co80 INTERSTITIAL TREATMENT

or
Cs137 INTRACAVITARY TREATMENT

1
35 INTERSTITIAL TREATMENT

-]
On-‘lg‘.’

or
Cs-137
$r-90 TREATMENT OF EYE DISEASE

TELETHE RAPY TREATMENT

RADIOPHARMACEUTICAL PREPARATION

Moson | enemaToOR 15

STEY
in113m | GENERATOR

Te99m | REAGENT KITS 30

Quher
Ga-67 | Gallium imaging 42
Tc-99m| Hepatobiliary imaging 35
Tc-99m| Renal Imaging 150
Tc-99m| GI Bleeding imaging 10
Tc-99m| Parathyroid imaging 11
I-131 'Adrenal Imaging 7

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING
July 1, 1992-June 30, 1995 1040 hours

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE | & PRECEPTORS SIGNATURE
WAS OBTAINED UNDER THE SUPERVISION OF:

) ety
« NAME OF SUPEAVISOR - >
Charles D. Teates, M.D, [ﬁli{@w4ﬁ4 L

B NAME OF INSTITUTION 7. PRECEPTOR'S NAME [Please type orpant)
University of VA Medical Center

& MAILING ADORESS
Box 486, Dept. of Radiology

Charles D. Teates, M.D.

TV 8, DATE
Charlottesville

S MATERTALS UICENSE NUMBERTET
45 000 34-26 |/‘b /'1”(:,

NRC FORM 313M SUPPLEMENT B
981
GPO #00-013

Page 7




LAWRENCE MIIKE
DIRECTOR OF HEALTH

BENJAMIN J. CAYETAND
GUVERNOR

STATE OF HAWAII
DEPARTMENT OF HEALTH

HILO MEDICAL CENTER

1180 WAIANUENUE AVENUE
HILO, HAWAI 96720

June 20, 1996

TO WHOM IT MAY CONCERN
Re:  Peter A. Remedios, M.D.

Dr. Peter A. Remedios has been a member of the consulting staff staff at Hilo Medical
Center since March 4, 1996 with privileges in Radiology. He previously had temporary
membership from October 30, 1995 to March 4.

Sincerely,

William Camett, D.O.
Medical Director



STATE OF HAWAII
DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS
PROFESSIONAL AND VOCATIONAL LICENSING DIVISION
1010 RICHARDS STREET
P.O. BOX 3469
HONOLULU, HAWALI 96801

10/16/95

STATE OF HAWALIL

DEPARTMENT OF HEALTH

HILO MEDICAL CENTER

1190 WAIANUENUE AVENUE

HILO HI 96720

RE:  “RIFICATION OF LICENSE/EXAM SCORES DATED 10/16/95 FOR
"ER A REMEDIOS

BOARD/COMMISSION: BOARD OF MEDICAL EXAMINERS
LICENSE TYPE: PHYSICIAN

LICENSE IDENTIFICATION: MO 9285

METHOD OF LICENSURE: ENDORSEMENT- THROUGH NATIONAL EXAM
DATE LICENSED: 09/25/95

LICENSE STATUS: CURRENT, VALID & IN GOOD STANDING

LICENSE EXPIRATION DATE: 01/31/9%6

DISCIPLINARY ACTION: NONE

CERTIFIED BY:

CONSTANCE CABRAL-MAKANANL
EXECUTIVE OFFICER

ACCORDING TO OUR COMPLAINT RECORDS
WHIGH DATE BACK TO 1985:
NO DERQGATORY INFORMATION IS
ON FILE.
‘(] THE ATTACHED INFORMATION iS
" ON FILE CONCERNING THIS
LICENSEE.
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EXHIBIT ¢

TRAINING AND BXP E—MEDICAL AUTHORIZED USER OR RADIATION SAFETY OFFICER

his form s 10 @C€COmMDGENY an SpRICation form (RH 200C) o G letter referencing your Califer
Ragiocclive Matenais License Numbper

Lt

Nome of Proposec Authonzed Usei or Raaighion Sctety OMicer: @ A’WNY @2’”5 "/

Czutornig Physician s ang Surgeon s Cemficate Numper, if Appiicadle; é .i/Z Zé

Cemficanon

| |
Specigity Bcara ca'.gow | Month ang Yegr Cemfie

puwssric. Meoowsy | AMERIAN Soap | iEimC | & &
oLty ipe v sng M)

”,

Training Receivea in Baiic Raaicisotope Hanaling Technigues

! | Type and Length of Training

lecture/ Supervised
Field of Training l Location and Laborgtory Laboratory
Date(s) of Training Courses (hours) Expenence (hou
A | ] c o]
= emicron Prvsics o g ,LAC’USC Medical Cente& '
gt P @S ON , Ilblbuskon of Nucleaa“ B5c0 45 45
" | Los Angeles, CA 90033
s Toseter Potecten . ' 25 none
L L Dates of Training:
‘QTrermgics Fercinrg o tte Use | o.1.84 - 9-30-84 .
="2 Mecsuement ot gcioce ViV | 11185 . ie-31-80 20 20
. SalSlL 2-3-86 - 2-28-86 ‘
= sccron 3oiogy 5-386 - 5-30-86 20 | none
P g . . Y=1l-Bb = 9=-3U~86 - ‘
$ ‘SCcoRCMaceutca CRemsty | A total of 6 months | 40 40

ficerence with QQINCN (SCTUC! use Of ICCIOBOTOCes Of eQuIveient gxcenence)

Meximum where Durgtion of
'‘sotepe | Amount Experence was Golned fxpenence Type of Use
Te-~99m 500 mCi { 6 months clinical | Diagnostic and
Ga-67 | 20 mCi As under 4B rotation during therapeutic
In~111 | 10 mCi residency in
Cr-51 | 100 mCi ‘“iagnostic
Iodine-323 10 mCi Radiology
1-131 100 mCi
Xe-133 50 mCi
Ti-201 | 10 mCi

241

R 200 W80



PRECEPTOR STATEMENT

TRis san must be completeg Dy the apolicant = vsic.ans Creceotor If mere tran one Creceptor s ~eces:
=cC.Tent excerence. 00laiN a separate sialemert rom each

~oc1cart Physvc:a? Name ang Accress

Z.i Name o/ &M/ﬂ, Mp.

SveetAccress _ Z7ge” 722" St

Cty s Mom4 4 State: (4 2IP Coce: Y50~

Cunical Training anc Experience of Above Named Physician
Key to Column C
Personal pamicipation should consist of:

' Supervisea examination of patients 1o cetermine the sutability for ragionuclide giagnosis ang, or
eaiment ang reccmmengation for prescribed cosage.

¢ Collaboration in cose calibration ang actual agministration of dose 10 the patient incluging
“alculation of the raciation cose. relatec measurements, ana piotting of cata.

Supervised interpretation of results of clagnostic stugies.
4 Agequate periog of training to enable physician 1o manage radicactive patients and follow

ny

patents througn diagnosis ang/or course of treatment.
J Number of
} Conaitions Cases Comments
Isotope Diagnosed or | Involvin
. I %oma . ‘ p,,.on.? (Additional information or comments may !
| Participation| Submitted in duplicate on separate sheets
A ' ] ‘ c )
i
b ] Diagnos:s of thyroid function | 120
or Cetermination of blood and 3
Dioog plasma volume l 6
1-128 Liver function studies ' -
Kigney function stugies , 100
In vitro studies -
OTHER B-12, 1-123, etc. 30
2-2

2010 (v



S Comid Tanrgarc Sasererce o Apcs@ Narec Physican zortrues) |
“
Numoer of |

Congitions Cases Commaents
Isotope Oiagnosea or Involving ,
Treateg Personal (Additional information or comments may
Participation, SWOMItled in duplicate on separate sheet:
A 8 c
' 28 Setecior of srromecsis 30
23131 | Twyrog maging 80
2.32 | _Eye tumor ‘ocalization L -
‘ |
Se-7S | Pancreas maging L. |
In-111 DIPA, |
vH-169 | _Cisternography {28
Xe-133 | Biood flow stugies ang | j,
| oulmonary tunction stucies 135 1
THER | ; 6
| | I
{
i 8rain maging | 85
Cargiac imaging | 180
Thyroi@ imaging , 45
Salivary glang imaging l 6
Bloog pool maging ! 115
| Liver ano spleen maging | 10
| Lung maging | 250
ir Bone imaging 400
OTHER
P.32 Treatment of polycythemia
(soluble) vera, leukemia, and bone
metastases 8
] ~
P.32 Intracavitary treatment
colloical) 2
-1 Treatment of thyroid
|_carcinoma 15
Treatment of hypennhyroidism 25
23

= 2000 M0



- “cai Training arc Excerence of Apove Nameg Physician (continyeg)

Numper of | T —

Congitions Cases Com
ments
'sotope Oiagnosea or Involving i A
Treateo Personal | (Additional information or comments may
Participation; SWbmitted in duplicate on separate shee!
A £l C | D
|
Sa-2260r . rrersital reaiment f - l
|
b 37 | Intracayitary treatment ' -
1285 0r | Intersttal treatment
AT . s
Co-60 or | Teletnerapy treatment ‘
o T 14 » |
3r-80 Treatment of eye cisease i
. Raciopnarmaceutical
preparaton o
Mo-§9, l ‘
T 88m | Gererator 35
[
Tc99M | Reagent kis | 50
|
OTHER
|
|

3 Dates anc Total Numper of Hours Received in Clinical Racgioisotope Training: 9-1-84 - 9-30-84,

5-1-8t - 5-30-86
11-1-85 ~ 12-31-85, 2-3-86 - 2-28-86, 9-1-86 - 5-30-B6 (A total of 6 months).

¢ The Training ang Experience Ingicated Above Was Obtained Under the Supervision of:
Name of Supervisor: _Michael E. Siegel, M.D., Director, Nuclear Medicine

a
9. Name of Institution: LAC/USC Medical Center

Mllllﬂg Address. 1200 N, State Street Rm. #5250 >

©

¢. City, State. ang ZIP Coce: Los Angeles, CA 90033 , /

5 MazenalsLscenscNumoeus), 0134-70 // / J/ > //

6. Preceptor's Signature: /]4,‘;/(,./ %A / /

7. Preceptor's Name (Please type/print); Michael E. Siegel, M.D., Professor of Radiology

Date: May 14, 1993

P
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RADIOACTIVE MATERIAL LICENSE License Number _ 3192-40

Supplementary Sheet Amengment Number: 13

Twin Cities Community Hospital
1100 Las Tablas Road
Templeton, CA 93465

Attention: Michael P. Curran, M.D.
Radiation Safety Officer

In response to the letters with attachments dated August 18, 1993, and July 29, 1993,
signed by Michael P. Cuwran, M.D., Radiation Safety Officer, and John B. Richards,
M.D., Director, Department of Nuclear Medicine respectively, License Number 3192-40
is hereby amended in part as follows:

To DELETE:

Subitems 12. (b), 12. (c), and 12. (d) are hereby deleted in their entirety.
To add:

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:

(b) Harold R. Griffith, M.D. Groups 1, 2, 3, and 9

(c) Donna Winningham, M.D. Groups 1, 2, 3, 4 (Iodine 131 only), and
9

(d) Peter A. Remedios, M.D. Groups 1, 2, 3, 4, 5, and 9

13. (h) The letter dated August 18, 1993, signed Lty Michael P. CQuran, M.D.,
Radiation Safety Officer, regarding the use of Technetium 99m DTPA aerosol.

1 O Heo!th Senac oy

Pogu __ 2 __of _1  roges

w

November 16, 1993

P.O. Box 942732
Socramento, CA 94234-7320
o) (11901)



State of Callfornia—tmalth and Welitars Aguncy Department of Hesith Services
*",———'4

Page 1 of pages

RADIOACTIVE MATERIAL LICENSE

Pursuant to the California Administrative Code, Title 17, Chapter 5, Subchapter 4, Group 2, Licensing of Radioactive Materisl, and in reliance
on staterments and representations heretofore made by the licensee, & license is hersby issued authorizing the licensee 10 receive, Use, possess,
transter, or dispose of radiosctive material listed below, and 1o use such radioective materiel for the purpose(s) and at the place(s) designated
below. This license is subject to 8l applicable rules, regulations, and orders of the Department of Health Services now or hersafter in effect and
10 any conditions specified in this hicense,

1. Licensee 3. Licenss No.

Twin Cities Commumnity Hospital 3192-40 -
1100 Las Tablas Road i Amengmonthe 13
Templeton, CA 93465 June 9, 2001

Michael P. Curran, M.D. > " Radiologic Health Branch

Radiation Safety Officer Berkeley

& Address

Artention:

License Number 3192-40 is hereby renewed in its entivety:

In accordance with California Radiation Control Regulations, Title 17, Subchapter 4,
Article 4, Section 30155, the Medical Use Groups specified below grant the use of
radicactive material, as approved by the United States Food and Drug Administratiaon,
the California State Board of Medical Quality Assurance and/or the California State
Board of Pharmacy, for diagnosis and treatment of patients, when prescribed and as
directed by an appropriately authorized physician listed an this license.

GROUPS AUTHORIZED UNDER THIS LICENSE

Group 1 - Diagnostic studies involving measurement of uptake, dilution, or excretion
but not involving imaging.

Group 2 - Diagnostic Studies involving imaging including the use of Xenon 127 and/or
Xenon 133 gas.

Group 3 - Use of reagent kits including Mo/Tc 99m and Rb/Kr 8lm generators for
preparation of radiopharmaceuticals listed in Group 2.

Group 4 - Internal therapy not usually requiri.ng’mepitalizatim.

Group 5 - Internal therapy usually requiring hospitalization for purposes of
; radiation safety. S

- -

For the State Department of Health Services

June 20, 1954 3
Date by

Radiologic Health Section
744 P Street, Sacramento, CA 95814

A 2550 (2/0))
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Poge of Pages
3192-40
RADIOACTIVE MATERIAL LICENSE Ucense Number ________
18
Supplementary Sheet Amencment Number.
Group 9 - Naﬂumusesusingmmidmtiﬁedinltms, 7, and 8 below.
6.  Muclides 7. Eorms 8. authorized Use
A. Any radianuclide with A. Sealed sowrces, A. Marker sources
Atomic numbers 3-83 marufactured, labeled and calibration.
inclusive except: packaged, And
distibuted in
acoordance with a
(1) Strontium 90 and specific license
(2) Lead 210 issued to the
manufacturer by the
U.S. Nuclear
Regulatory Commission
or Agreement State,
not to exceed 10 mCi
each.
Group 11 - Manufacturer-sponsored clinical investigations
6. Nuclide 7. Eomm 8. Authorized Use
A. Any radiopharmaceu- A. Any radiopharmaceu- A. To be used for diagnostic
tical or Biologic tical in an IND or therapeutic studies con-
not prohibited by which has been ducted in strict accordance
U.8. Food and Drug accepted in writing with Physician-sponsored or
Admninistration. by the U.S. Food Manufacturer-
and Drug IND(s) which have been
Adninistration. accepted and approved by the
. State of California Food and
Drug Administration or the
— U.S. Food and Drug
. - Administration.
- 9. Possession Limits g
Combined possession limit for Group 1, Group 2, Growp 3, Growp 4, Grop 5, Gowp '
Group 9, and Group 11 -- A total not to exceed 1.0 Curie
10. Radiocactive material shall be used only at the following locations:
(a) 1100 Las Tablas Road, Templetan, (A.
For the State Department of Health Services

figdiclogic Health Branch
P.O. Box 942732
Sacramento, CA 94234-7320



192-40
RADIOACTIVE MATERIAL LICENSE License Number: -

15
Supplementary Sheet Amenament Number:

This license is subject to an annual fee for sources of radicactive material
authorized to be possessed at any cne time as specified in Item 8 of this
license. The annual fee for this license is required by and computed in
accordance with Sections 30230-30232 of the California Radiation Contrel
Regulations and is also subject to an annual cost-of-living adjustment pursuant
to Section 113 of the California Health and Safety Code.

The individuals named below are authorized the specific uses of radicactive

material authorized in Use Groupes and Items 6, 7, 8 and 9 as described in this
license:

(a) Michael P. Curran, Group(s) 1, 2, 3, 4, 5, 9, and 11

(b) Harold R, Griffith, M.D. Group(s) 1, 2, 3, and'9 - - .

(¢) Donna Winningham, M.D. Group(s) 1, 2, 3, 4, (I-131 only), and 9
(d) Peter A. Remedios, M.D. Group(s) 1, 2, 3, 4, 5, and 9

13. Except as specifica’"y provided otherwise by this license, the licensee srall
possess and use radicactive material described in Items 6, 7, and 8 of rhis
license in accordance with statements, representations, and procedures contained
in the documents listed below. The Department's regulations shall govern unless
the statements, representations, and procedures in the licensee's application

=7 and correspondence are more r._strictive than the regulations.

(a) The letter dated April 22, 1991 and application with attachments dated

April 22, 1991 signed by Michael P. Quran, M.D., Radiation Safety Officer,
all related to the renewal of license.

(b) The letter dated August 18, 1993, signed by Michael P. Quran, M.D.,
Radiation Safety Officer, regarding the use of Technetium $9m DIPA aercscl.

14. (a) The Radiation Safety Officer in this program shall be
- Michael P. Qurran, M.D..

(b) The Chairperson of the Radiation Safety Comittee shall be
Michael P. Quran, M.D.. —

(c) The Custodian of sealed sources shalf be-Barbara Benson, QWMT

15. Analytical tests for leakage and/or contamination of sealed sources shall be
performed only by persons specifically authorized to perform that service.

(2/8.

For the State Deparment of Heatth Services

Date: June 20, 199%4 By: 3

Rodiologic Health Branch
P.O. Box 942732
Socromento, CA 94234-7320




16.

& 8

18.

—

19.

20.

4 6

Poge of Poges
3192-40
RADIOACTIVE MATERIAL LICENSE License Number
15
supplemen’ ..y Shee! Amenament Number.

The following individuals are authorized to collect wipe test samples of sealed
sources possessed under this license using leak test kits acceptable to the
california Departmeit of Health Services.

(a) The Radiation Safety Officer
(b) Qualified individuals designated by the Radiation Safety Officer

Records of leak test results shall be kept in units of microcuries and
maintained for inspection. Records may be disposed of following Department
inspection. Any leak test revealing the presence of 0.005 microcuries or more
of removable radicactive material shall be reported to the Department of Health
Services, Radiologic Health Branch, P. O. Box 942732, Sacramento, CA 94234-7320,
within five days of the test. This report shall include a description of the
defective source or device, the results of the test, and the corrective action
taken.

The licensee is authorized to hold radicactive materials with a physical
half-life of less than 90 days for decay-in-storage before disposal in ordinary
trash provided:

(a) Radicactive waste to be disposed of in this manner shall be held
for decay a minimum of ten half-lives.

(b) Before disposal as normal waste, radicactive waste shall be

to determine that its radicactivity cannot be dis-

tinguished from background. All radiation labels shall be
removed or cbliterated.

(¢) Generator colums shall be segregated so that they may be
monitored separately to ensure decay to background levels prior
to disposal.

Except as otherwise specifically provided by this license, radicpharmaceut-
icals to be administered to humans shall be procured in prepackaged, precali-
brated form, from a supplier who is registexad with the U. S, Food and Drug
Administration, or prepared and compounded from a prescription, in accordance
with the regulations of the California Board of Pharmacy.

Except as otherwise specifically provided by this license, radicactive
biologicals (including human serum albumin) to be administered to humans shall
be procured in prepackaged, precalibrated form, from a supplier licensed for the
preparation and distribution of such products by the Division of Biclogics
Standards of the National Institutes of Health, or U. S. Food and Drug
Administration; or prepared in accordance with the regqulations of the California
Board of Pharmacy.

for the State Department of Health Services
June 20, 1954 By: 3

Rodioiogic Health Branch
P O. Box 942732
socramento, CA 94234.7320
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Supplementary Sheet Amendment Number:

Radicact ive materials prepared, processed, or modified by the licensee shall
not be administered.to humans except as specifically authorized by this license.

Technet ium 99mgmeratonapprwadbymeoepamrentmybeusedumof
Technetium %9m for use in preparations to be administered to humans, provided

the generators are used in strict accordance with the marnufacturer's instruc-

tions, or with the regulations of the California Board of Pharmacy.

The licensee shall elute generators and process radioactive material with
reagent kits in accordance with instructions furnished by the marmfacturer an
the label attached to or in the leaflet or brochure that acconpanies the
generator or reagent kit.

Technetium 99m labelled pharmaceuticals prepared by the licensee by aseptic
addition of pertechnetate to sterile, pyrogen-free reagents may be administered
to humans provided the radioassay of the final product is determined with an
overall error not exceeding ten percent. When the pharaceutical is prepared
from reagents procured in the form of approved kits, the licensee must strictly
follow all instructions and recommendations contained in the package inser
information; otherwise the pharmaceutical must be prepared and campounded from
a prescription in accordance with the regulations of the California Board of
Pharmacy .

Where users or their assistants are engaged in elution of pertechnetate 99m from
tors, tkewtodnfi:genorhmﬂsﬂallbenaxitomdumﬂxtd
by Title 10, Code of Federal Regulations, Part 20, Sectian 20.1502(a) .

Mo-99 break through may not exceed 0.15 uCi per mCi of Tc-99m, and less than 2.5
uCi Mo-99 per administered dose.

Equipment for radiometric assay of pharmaceuticals, body fluids, excreta, or in
vitro assay samples shall be calibrated to ensure the reliability of data
cbtained. The stability of the equipment shall be checked at least ance on each
day of use, using appropriate standards.

Nuclear medicine technology procedures shall be performed by nuclear medicine
technologists pursuant to the California Code of Regulations, Title 17,
Subchapter 4.6. Such procedures shall be performed under the supervision of
individuals listed as authorized users on this license who meet the criteria
specified in Section 30510, Certificates or special permits issued pursuant to
Subchapter 4.6 shall be prominently displayed at the facility(ies) authorized on
this license.

Date:

For the State Depariment of Health Services

RogiologIic Health Branch
P.O. Box 942732
Socramento, CA 94234-7320
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29. Treatment and management of patients receiving t.l'nrapeur..ic q\gntities of :

"Precauticns in the Management of Patients Who Have Received Therapeutic Amounts
of Radicruclides" (NCRP Publications, P.O. Bax 30175, Washington, D.C. 20014).

30. Radicactive materials shall be used by occupational workers in such a mamer
that the dose limits specified in Title 10, (ode of Federal Regulations, Part

20, Subpart C (Sections 20.1201 through 20.1208) are not exceeded.

31. The licensee shall monitor occupational exposures to radiation and shall supply
and require the use of individual monitoring devices by personnel as*required by
Title 10, code of Federal Regualtions, Part 20, Section 20.1502 (a).

32. The licensee shall monitor occupaticnal intakes of radicactive material by, and
assess the camitted effective dose equivalent to, individuale who may have
exceeded or are likely to exceed, the limits specified in Title 10, Code of
Federal Regulations (CFR), Part 20, Section 20.1502(b). Suitable and timely
measurements used for determination of such intemal exposures shall be
performed as specified by 10CFR 20.1204. '

33. This license does not authorize distribution to persans licensed pursuant to
Section 30195 (a) and (b) of the California Radiation Control Regulations or
equivalent provisicns of the Nuclear Regulatory Conmission or Agreement States.

34. A copy of this licerweardaccpyofallrecordsarxﬂdoammtsperta.imngto
this license shall be maintained available for inspection at 1100 Las Tables
Road, Templetan, CA.

3.

jte: June 20, 199
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Pursuant to the Caiformia Code of Reguiations Drvision 1. Title 17, Chapler 5 Subchapter 4. Group 2. Licensing of Radicactve Matenal and in
Bhance on slatements anc representalions rerelofore macsy by Ihe ipensee 0 oense 15 hereby 1SSUBd authonziny 'K 2ense 1D recew: Jse
POSSEsS lransfer. Or Su0se Of IAJIGACHVE MG ISIk! LamDw, @3 10 USe 5L racioacive malenal for the puposs s el 20 11 [ 95"
designated below This lioense 1S SUDEC! 10 all appicabie ndes regulahons g omers of the Depanment of Meaith Servoes wow of nereafier in
effect and 1o any slandard or speciic CoNdlion SpECied 1 ks Ivense

1 Loensse  USC Universy Hospital 3 Loense No
§592-70 Amendment No. 17
2 Agoress 1500 San Pablo Street 4 Expration date
Los Angeles, CA 90033 June 3, 1998 ’ (3)
Aftention James R. Bading, Ph.D. 5 Inspection agency  Los Angeles County
Radiation Safety Officer Department of Health Services
License Number §592-70 is hervhy amended as follows:
6.  Nuclide 7. Form 8.  Possession Limit
A.  Group | as specified in A.  Any A.- C. Combined possession
Item 9. limit of Groups 1, 2, and
3 not 1o exceed 600 mCi.
Any radionuclide with
atomic nurnber 3-83.
B.  Group 2 as specified in B. Am
Item 9.
Any radionuclide with
atomic number 3-83.
C.  Group 3 as specified in C.  Any
ltem 9. Excluding Generators
Any radionuclide with
atomic number 3-83.
D.  Group 4 as specified in D. D. Total not 10 exceed 60 mCi.
ltein 9.
1. Phosphorous 32 1. Any
2. lodine 131 2. Any
E.  Group § as specified in E E.  Total not 10 exceed 300
Item 9. mCi.
1. Phosphorous 32 1. Any
2. lodine 131 2. Any
F.  Group 8 as specified in r Sealed or solid sowvces ¥
Item 9.
Cobalt 60 Sealed sources (General Total 6600 Ci in 201
Electric Company AB sources, no single source to
Elekta Model No. 43047) exceed 36 Ci each.
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1. Any radionuclide with
atomic number 3-83
inclusive, except:
Strontium 90 and
Lead 210,

1. Gadolinium 153

. Sealed or solid sources
manufactured in
accordance with a
specific license issued
by the United States
Nuclear Regulatory
Commussion or an
Agreement State

2. Sealed sources (Model
3601)

RADIOACTIVE MATERIAL LUICENSE License Numpber __5592-70
Supplementary Sheet Amenament Numoer _| 7
6. Nuclide 7. Form 8. Possession Limit
G.  Group 9 as specified in G. G
Item 9.

1. Total not to exceed 30
mCi.

Each radionuclide not
to exceed 20 mCi.

2. Total 800 m(3, in
sources, no single
source to exceed 250
mCl.

H  Group 10 as specified in
Item 9.

Any radionuclide with
atomic number 3-83.

H  Any

[ Group 11 as specified in
Item 9.

Any madionuclide with
atomic number 3-83.

H.-lL

Total 10 mCi.
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Authorized Use

A. Group |

B Group 2
C. Group 3
D. Group 4
Group §
F. Group 8
G. Group 9
H. Group 10
[ Group 11

Page3 of _12 _ pages
Lcense Number. _5592-70
Supplementary Sheet Amenament Numper: _17

RADIOACTIVE MATERIAL LICENSE

Diagnostic studies involving measurement of uptake, dilution, or excretion but not
involving imaging.

Diagnostic studies involving imaging including the use of Xenon 127 and/or Xenon 133
gas.

Reagent kits utilizing bulk technetium prepared by a radiopharmacy for preparation of
radiopharmaceuticals listed in Group 2.

Iniemal therapy not usually requiring hospitalization and palliative treatment.

Internal therapy and palliative treatment requiring hospitalization for purposes of radiation
safety .

Teletherapy of cancer and Teleradiosurgery.
Nonhuman use: Marker and calibration sources.

Physician-Sponsored nonroutine medical uses of radioactive materials (Physician-
Sponsored IND).

Manufacturer-Sponsored nonroutine medical uses of radioactive material (Manufacturer-
Sponsored IND).

LICENSE CONDITIONS

Radioactive materia! shall be used only at the following locations:

A. 1500 San Pablo Street, Los Angeles, CA

This license is subject to an annual fee for sources of radioactive material authorized to be possessed at
any one time as specified in ltem 8 of this hicense. The annual fee t1or thus license s required by and
computec in accordance with Sections 30230-30232 ot the Californi Radiation Control Regalations and
15 also subject 10 an annual cost-of-living adjusiment pursuant 16 Section 113 of the Calitornia Healih and

Satety Code.

Department of Health Services
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12, The individuals named below are authorized the specific uses of radioactive material described in Items 6,

7, & and 9 of this license as follows;

(a) James Huprich, M.D.

(b) Patrick Cilletti, M.D.

(¢) Aziz N. Ansan, M.D.

(d) Peter S. Conti, MD,, Ph.D.
(e) Scott T. Grafton, M.D.

(f) James R. Bading, Ph.D.
(g) Nelson Amnstein, M.D.

(h) Azzullah N. Ansari, M.D.
(1) David C.P. Chen, MD.

() Michael E. Siegel, MD.
(k) Zbigniew Petrovich, M.D.
(I) Gary Luxton, Ph.D.

(m) Gheng Yu, Ph.D.

(n) Robert W. Henderson. M.1D.
(0) Peter A. Remedios, M.D.
(p) Deirdre M. Cohen, M.D.
(q) Kousha Zamegar, M.D.

(n  Gabor Jozsef, Ph.D.

Groups
Groups
Groups
Groups
Groups
Group

Groups
Groups
Groups
Groups
Group

Group

Group

Ciroups
Groups
Giroup

Groups
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13 Except as specifically provided ctherwise by this license, the licensee shall possess and use radioactive
material described in ltems 6. 7, 8 il 9 of tus hieense in accordance wath statements, representations, and
procedures contained in the docuinenis histed below.  The Department's regulations shall govern unless the
statements, representations, and procedures in the hieensee's apphication and correspondence are more

restrictive than the regulations.

(a) The license application with attachments dated February 26, 1991, signed by Gerald G. Bosworth, CEO,
as moditied by the leter with atachments dated May 1, 1991, signed by Donald K. Wadsworth, und the
letter wath artachments dated Muy 22, 1991, signed by Kai H. Lee, PhD.

(b) The letter with attachments (regarding quality assurance) dated July 15, 1991, signed by Kai H Lee,

Ph.D.

(¢) The letters with attachments dated June 19. 1992, signed by James Huprich, M D. and James Bading,
Ph.D., as modified by the letter with attachments dated July 30 1992, signed by James Bading, Ph.D.

(d) The letters with attachments dated February 10, 1993 and April 26, 1993, both signed by James Bading,

Ph.D., regarding the use of fludeoxyglucose.
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(Continued)

(e) The letter with attachments dated November 10, 1993, signed by Gerald G. Bos'vorth. Chief Executive
Officer, regarding the possession and installation of 4 Cobalt 60 Stereotactic Le'sell Gamima Unit, The
licensee is authorized 10 use the urut for physical measurements only, not tor patient therapy. Afier
physical measurements and calibration have been done successfully, licensee should submit a request
along with the calibration results to the Department for final approval.

(f) The letter dated May 2, 1994, signed by James Bading, Ph.D., regarding the authorization of Group 11.

(g) The letter with attachments dated July 13, 1994, signed by James Bading, Ph.D., Radiation Safety
Officer, as amended by the letter dated July 22, 1994, signed by Gary Luxion, PhD. and
David Symonds, regarding the operation of the Gamma Knite Unit and associaied Radiation Field
measurements.

(h) The letter with attachments dated September 13, 1994. signed by James R. Badio. resurding the
authorization for a Gamma Camera and Pinhole Collimator, 1 addition. 10 the existing Scintillation
Probe tor Thyroid uptake measurements.

(i) The letter dated October 14, 1994, signed by James Bading, Ph ID., regarding uses of the Gamma Knife
Unit.

(1) The letter dated November 23, 1994, signed by James Bading. Ph D .. regarding changes in Gamma Knife
Unit emergency procedures and calibration procedues 1or the new cameriis

(K)  The letters, hoth dated ke §, 1995, signed by kinwes Bading, Phu)., Radiation Satety Officer, regarding
the purciuse of a system employed o improye nuclear avdicine inegees, the ikthod lor tlang !
measunig rckage wipe tests, and the nxethod congloy ed for leak testing of the Cotxalt 60 souves in tx
Gamn knife telethenyn unit. Dhe Gamnu et quedity. control proceaeees v evelded from tis
authonzaton

(a) The Radiation Safety Officer in this program shall be James R. Bading, Ph.DD.
(b) The Chairperson of the Radiation Safety Committee shall be James R. Bading. Ph.ID.

Sealed sources possessed under this license shall be tested for leakage and/or contamination as required by
Section 30275 (c) of the Calitornia Radiation Control Regulations.

Quantitative analytical assays for the purpose of tests for leakage and/or contamination of sealed sources shall
be performed only by persons specifically authorized 1o perform that service.
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17.  The following individuals are authorized to collect wipe test samples of sealed sources possessed under this
license using leak test kits acceptable 10 the Califormia Department of Health Services

(a) the Radiation Safety Officer y
(b) qualified individuals designated in writing by the Radiation Satety Officer

18.  Records of leak test results shall be kept in units of microcuries and maintained for inspection. Records may
be disposed of following Department inspection. Any leak test reveahing the presence of 0.005 microcunies
or more of removable radioactive material shall be reported 10 the Depwtment of Health Services, Radiologic
Healt!: Branch, 601 N. 7th Street P.O. Box 942732, Sacramento, CA 94234-7320, within five days of the test
This rejot shall include a description of the defective source or device, the results of the test, a