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TO: License Fee and Accounts Receivable Branch

FRON: Region IV - WCF0

SUBJECT: VOIDED APPLICATION

!b bd4ha[ 'uddApplicant:

control Number: b237/
License No.: b'd 3FC G S /

_ JC- 8 3 94-2ODocket No.:

~Date Voided: //[C/[ff>
,

Reason for Void: s

b /kdJ-Cf 47 ('eoh & N'

$ULbh Y N. 5 0Y)$ Gm&M
!

$$4Ln /0/7/A/ '

Sigriat~ te u ~' # Datdu

Attachment: I
'

; Official Record Copy of
Voided Action

FOR LFARB USE ONLY

Final Review of VOID completed:

Refund Authorized and processed

Ho Refund Due i

Fee Exempt or Fee Not Required M

Comments: Log completed ,

Processed by: '

,

|

| 9612060111 961031 I^

PDR ADOCK 03003542 d

C PDR i
'

,
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! INF T F LTS
BETWEEN: : E~
LICENSE FEE NAGEMENT BRANCH, ARM M : 02120

REGIONAL LICENSING SECTIONS C R
,

FEE COMMENTS: CODE 12 - 0 [ '' ' '' ~. J'. DECOM FIN ASSUR REQO: N
:.:.: .:::::::..:::::::':::::: :: 4*.:

LICENSE FEE TRANSMITTAL

REGIO [A.

*
I HILO MEDICAL CENTER

0 42

Nh ! 06-01
ACTION TtPE: NO3[h

2. FEE ATTACHED i
AMOUNT: H fn
CHECK NO.: IIA / M'

3. COMMENTS

SIGNED
DATE /_. of g/

B. LICENSE FEE MANAGEMENT BRANCH (CHECK WHEN MILEdpNh_9 [ ^ TIEEE! I

Nb l [_ , j
. 11. FEE CATEGORY AND AMOUNT:

EE pal LICATION MAY BE PROCESSED FOR:2. g
RENEWAL ~ ~ ~ * ~
LICENSE

3. OTHER f

SIGNED .Um o
DATE y/g/c p

u
e

=

_.

\|)
h3

RECElyEg BY LFMS (n

].I._(@_b. ___Date. _

u, . ..t....._
sy . <

___ _____ _ _

D:tc Completed. . . ..
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STATE OF HAWAll D
| DEPARTMENT OF HEALTH ,

'

HILO MEDICAL CENTER
| 1190 WAIANUENUE AVENUE j

HILO, HAWAll 96720

!

July 20, 1996

| |
,

Mr. James Montgomery
U.S. Nuclear Regulatory Commission |

Wninut Creek Field Office
| 1450 Maria Lane, Ste. #210

iWalnut Creek, CA 94596
:

Raf: Part 35.14 Notifications ;

l

RSfer: NRC License No. 53-nunA-01
Docket No. 030-03542

I 1

|
I

Dear Mr. Montgomery,

'the below listed enclosures are submitted in accordance with the reference
llisted below as a notification that we have granted Dr. Lee E. Miyasato,

M.D. And Dr. Peter A. Remedios, M.D. privileges as authorized users in
| cntegories of 35.100, 35.200, 35.300 and 35.500.

Also, in my letter dated January 29, 1996 granting Dr. David Camacho, Jr.,
M.D., I had added him to our license for a period of six months. I would

i like this extended for an indefinite period at this time.
|

| If I can provide any additional or more specific information, please do not1

i h sitate to call me at (808)969-4416.
Sincerel

) c~ac.

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

i

DWR/kg i

!

SM/
!

l
,
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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 ,

t

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

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

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

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

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

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

I

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

:

9. Radiation Safety Committee Meeting dated June 24, 1996

appreving Dr. Lee E. Miyasato, M.D. and Dr. Peter A.
Remedios, M.D. as authorized users at'Hilo Medical Center

i

t

-- -- - _ , ,
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SENJAMIN J. CAYET ANO
i | LAWRE;_ ICE MilKE

GOVEA404 I l DaAECTOR OF MEALTeeg

STATE OF HAWAll
DEPARTMENT OF HEALTH

HILO MEDICAL. CENTER '

1190 WAIANUENUf2 AVENUE

HILO. HAWAN 96720 i

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 Carnett, D. . )
Medical Director '

i
!

|

|
.

|

i



.. - - - _ _ . _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ . _ - - _ _ _ _ _ _ _ _ _ _ _ - . - _ _

.

STATE OF HAWAII
DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS'

PROFESSIONAL AND VOCA110NAL LICENSING DIVISION
1010 RICHARDS STREET

P.O. BOX 3469
HONOLULU, HAWAII 96801

05/02/ %

:

STATE OF HAWAII
HIL9 MEDICAL CENTER
MEDICAL STAFF OFFICE
1190 WAIANUENUE AVENUE
HILO HI %720

RE: " 91FICATION OF LICENSE / EXAM SCORES DATED 05/02/ % FOR
. E MIYASATO

1

BOARD / COMMISSION: 80ARD OF MEDICAL EXAMINERS

LICE ~SE TYPE: PHYSICIAN

LICOSE IDENTIFICATION: MD 9407

METHOD OF LICENSURE: ENDORSEMENT-THROUGH NATIONAL EXAM

'
DATE LICENSED: 02/21/ %

LICENSE STATUS: CURRENT, VALID E IN GOOD STANDIFs

LICENSE EXPIRATION DATE: 01/31/98

DISCIPLINARY ACTION: NONE

-- .--

e

CERTIFIED BY:

&mse|= x '*2 d & '- =-_

CONSTANCE CA8RAL-MAKANAMI
EXECUTIVE OFFICER

,

ptCORDING IO 00R COMPLAINT RECORDS '# E *
MH H DATE BACK TO 1985:

NO DEROGATORYINFORMATIONIS
ON File

O THE ATTACHEDINFORMATION s
ON FilECONCERNING THS
UCENSEE.

__.__ _ _ _ _
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Nf1C F'ORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSIOld'*
TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAF ETY OFFICER

#
9. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN

WHICH LICENSED TO
Lee E. Miyasato, M.D. PRACTICE MEDICINE

HI !
3. CERTIFICATION

SPECIALTY SCARD CATEGORY MONTH AND YEAR CERTIFIED !
A e C

'

Radiology Diploma'te June 1995 - ;

|

4. TRA!NING RECtlVCD IN BASIC RADIOlSOTOFE HANDLING TECHNIQUES
|

TYPE AND LENGTH OF TRAINING

LECTURE / SUPERVISED
FIELD OF TRAINING LOCATION AND D ATE (S) QF TRAINING LA80hATORY LABORATORY i

,

A B COURSES EXPERIENCE '

(Hours) (Hours)
C D ,

>
,

July 1, 1991-June 30, 199 5
'

e, R ADI ATION PHYSICS AND University of Virginia
!100 50INSTRUMENTATION Char 1ottesville. VA
i

i

|| I
'

b. RADIATION PROTECTION See aboye 30 20 1

c. MATHEMATICS PERTAINING TO l
THE USE AND MEASUREMENT See 8bOVe 20 5

i

OF RADIDACTIVITY 3

|

|

1

d. RADI ATION 8tOLOGY See above 20

i

e. RADIOPHARMACEUTICAL '

CHEMISTRY See aboye 30 10

5. EXPERT ENCE WITH RADtATION. (Actualuse of Radioisotopes or Equivalent Emerience)

ISOTOPE MAXfMUM AMOUNT WHERE EXPERIENCE WAS GAINED DUR ATION OF EXPERIENCE TYPE OF USE
Tc-99m 30 mci uva Hospital, Ghville 1040 hrs in all Clinical
Mo-99 3000 mci .

" " "

i I-131 200 mci " " "

Yb-169 500 uCi " " ",

In-111 5 mci " " "
,

: Ga-67 10 mci " " "

. T1-201 4 mci " " "

i I-125 50 uCi " " "

t

NRC FORM 313M Supplement A
(949) Page 5

,

l

, _ _ . .-_ _ _ _ _ _.



NRC PORM 313M SUPPLEMENT B U. S. NUCLEAR REGULATORY COMMISSION ,

- 19 81)
). -

.

PRECEPTOR STATEMENT

Suppizment 8 must be completedby the soplicantphysician'spreceptor. If anore than one preceptoris necessory to document
sxpstience, obain a separate statement from each.

1. APPLICANT PHYSICI AN'S NAME AND ADDRESS KEY TO COLUMN C

PULL N AME
14ucervised examination of patients to determine th. suitability for

Lee E. Miyasato, M.D, "$$C'do$*,'e" **" *"*'*' '**"*"' * "d ** *"*"*** ' *" ' *'*

STREET ADDRESS 2 Collaboration in dose calibration and actual administration of dose117 Tintern Court to the patient inciuding esieuistion of ine radiation dose,,eisted
measurements and plotting of date.a

'

ClTy | STATE | ZIP COOg 3-Adequate period of training to oneble physician to manage radioective
patients and follow patients through diagnosis and/or course of

Charlottesville VA 22901 t=t ment.

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUM8ER OF

CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PE RSON AL (AcWitions/infonnstron or commen ts may

PARTICIPATION be submitedin duplican on seperse sheeu.)
'A s C D

DI AGNOSIS OF THYROID FUNCTION 2

DETE RMIN ATION OF BLOOD AND
BLOOO PLASM A VOLUME 8

1131 LIVER FUNCTION STUDIES
or .

) 1 125 FAT AssORPTION STUDIES

KIDNEY FUNCTION STUDIES

IN VITRO STUDIES

OTHE R TC-99m gastric Emptying 90
l125 DETECTION OF THROMBOSIS

1 131 THYRolO IMAGING 3
'

P :s2 EYE TUMOR LOCAUZATION

S*-75 PANCRE AS IMAGING

Yb 169 CISTE RNOGR APHY

8LOOO FLOW STUDIES AND***
PULMONARY FUNCTION STUDIES 21.5

OTHEn In-111 DTPA cisternogra phy 2

BRAIN IM AGING 4

CARDI AC IMAGING 136

THYROlD IMAGING 36

SAUVARY GLAND IMAGING 1

Tc99m - 8LOOD POOL IMAGING 24

PLACENTA LOCAUZATION

UVER AND SPLEEN IMAGING 12

LUNG IMAGING 235

BONE IM AGING gqg

OTH E R T1-201 myocardial imaging 56

' RC FORM 313M SUPPLEMENT B
t.gi j Page 6

)

#

- . . . -. - - . - -. - - - .- -



| t HECEPlVH bi Al EMEN A (Cens/gues.
9

2. CLINICAL TRAININ3 AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continued)"*

,

NUMSER OF
CASES INV!LVIN1 COMMENTS

PE RSONAL / Addit /cos/informadon er comments may beISOTOPE CONDITIONS DIAGNOSED OR TREATED
PARTICIPATION submitedin dip //caer on arparece sheect/

A B C D
P 32 TREATMENT OF POLYCYTHEMIA VERA,

(So/ub/e/ LEUKEMIA, AND BONE METASTASES

^^ ^ ^/C I dall

TREATMENT OF THYROID CARCINOMA 5
1131

TREATMENT OF HYPERTHYROIDISM 42
.

Au 198 INTRACAVITARY TRE ATMENT *

.

Co Go - INTE RSTITI AL TRE ATMENT
or

Cs137 INTRACAVITARY TREATMENT

INTERSTITI AL TREATMENT
t r.i92
Co 60

TE LETHE RAPY TRE ATMENT

So00 TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION

fey $ GENERATOR 15

l|3 GENERATOR

Tc-99m REAGENT KITS 30
O tN r

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

i

3. DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOlSOTOPE TRAINING

July 1, 1992-June 30, 1995 1040 hours

.

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE 5. PRECEPTOR'S SIGNATURE |

WAS OBTAINED UNDER THE SUPERVISION OF: I

a NAME OF SUPE RVISQR q

Charles D. Teates, M.D.
th N AME OP INSTITUTION 7. PRECEPTOR *S NAME Flease type orprint)
University of VA Medical Ceriter

Charles D. Teates, M.D.c. uAiuNo AooeEss
Box 486 Dept. of Radiology

n'. CI T Y 8.DATE
Charlottesville

5. MATER 4 ALS LICENSE NUMBERLS) |45 000 34-26 I (3 $ (,
NRC FORM 313M SUPPLEMENT B .

(9418
,

oro eeo oisp
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STATE OF HAWAll
DEPARTMENT OF HEALTH |

HILO MEDICAL CENTER
1190 WAIANUENUE AVENUE

HILO, HAWAll 95720

- June 20,1996
.

k

i

!
~

2

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 i

membership from October 30,1995 to March 4.
r

Sincerely,

h '

William Carnett, D.O.
,

Medical Director
... --

.g .am <

@ '"

,

s

__ _____ __________



STATE OF HAWAll
CEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS

PROFESSIONAL AND VOCATIONAL LICENSING DIVISION
1010 RICHARDS STREET

P.O. BOX 3469
HONOLULU, HAWAll 96801

10/16/95

STATE OF HAWAll
OEPARTMENT OF HEALTH
HILS MEDICAL CENTER
1190 WAIANUENUE AVENUE
HILO HI 96720

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

80ARD/COMMIS$10N: BOARD OF MEDICAL EXAMINERS

LICENSE TYPE: PHYSICIAN

LICENSE IDENTIFICATION: MD 9285

METH00 0F LICENSURE: ENDORSEMENT-THROUGH NATIONAL EXAM

OATE LICENSED: 09/25/95

LICENSE STATUS: CURRENT, VALID & IN GOOD STANDING

LICENSE EXPIRATION DATE: 01/31/ %

DISCIPLINARY ACT10N: NONE

.

CERTIFIED BY:

@fr1 dadres4++ 9 n *
CONSTANCE CA8RAL-MAKANANI
EXECUTIVE OFFICER

ACCORDING TO OUR COMPLAINT RECORDS
WH1 DATE BACKTO 1985:

NO DEROGATORY INFORMATIONIS
ON FILE.

"O THE ATTACHED INFORMATION IS
ON FILE CONCERNINGTHIS

'

. UCENSEE.
.

4

__ _ . _ _ _ _ _ _ _ ____.______ _________.__
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N[8'M E HillT 2

/f[*7 -/[/[ M / M
TRAINING ND PER E-MEDICAL AUTHORIZED USER OR RADIATION SAFETY OFFICER

This form is to accommeny on coolication form (RH 2000) or o letter referencing your Califor*
Racioccrive Materacts License Number.

1 Nome of Proposeo Autnonzec User or Raciation $ctety Officer: M ThdW/ hppg'3P/pJ ,pp./j

2. C sfornia Physicion s onc Surgeon's Comficate Numoet,if ApplicQDie: [ [/[f[
l

3. C o'rtific ation

Soecicity Scord | Category | Month and Yect Cemfie

kMW W g jf) g 6- V6PMtwanc flkromt , Y OW .keh w Aut.uoht netwAn
.1. Trcining Received in losic Racioisotope Honcling Techniques

Type and Length of Training
Lecture / Supervised

Field of Training Location and Locorofory Loborofory
Date(s) of Training Courses (hours) Esponence (hour

A B C D

: 7ce:ic' en hvsics cra LAC +USC Medical Center
Division of Nuclear Med.~ 5 "' F '"' C''0 " 1200 N. State St. Rm. 5250 45 45

: ic c c' ct' 8'o'ec*:C r'
Dates of Training:'ictrerctics 8erte:nirg to tre use 9-1-84 - 9-30-84: .

: c Vecsweme"t of 7cciocettvitV 11-1-85 - 12-31-85 20 20
: 2-3-86 - 2-28-86: icc:ction Biology 5-146 - 5-30-86 20 none

. 9-1-66 - 9-30-66e iccicencrr,cceuticci Cnemstry A total of 6 months 40 40

5 Excer ence min 1cciation (cetuct use of rectoisoteces or ecuivalent excenence)

i Maximum where Duration of
isotome Amount Excenence was Gained Exponence Type of Use

Tc-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 Uiagnostic
Iodine-J 23 10 nCi Radiology
I-131 100 mci

4 Xe-133 50 mci
'

T1-201 10 mci
.

*

.

21 *

we im

- - ._

y-- --
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PRECEPTOR STATEMENT

ms :an must De comoietec by tne acclicant :. ysic:an s creceotor. If mere inan one oreceptor :s ecess ):cc . ment ex erience, octain a separate statement frem eacn.

A :i. cant Phys.cian Name no Accress
*

=wiName. fh/ fhWy ff#($/8, 50,
Street Accress: 2 71 [ Y [d&I
C.ty: M htWuj C# State: (M ZIP Coce: //f#f\ '

!
-

| 2. Chnical Training anc Expenence of Above Named Physician
I|

Key to Column C
!

Personal panicipation should consist of. |

! 1

Supervisec examination of patients to cetermine the suitability for radionuclide ciagnosis ancior
1.

:reatment anc recommencation for cresenbec cosage.
{2.

Collaboration in cose calicration ano actual administration of dose to the catient including|;
calculation of the raoiation ecse, relatec measurements, and plotting of cata,

| 3. Supervised interpretation of results of diagnostic studies.
i

Adequate pened of training to enable onysician to manage radioactive patients and follow
4

patients througn diagnosis and/or course of treatment.

Number of
Conditions Cases CommentsIsotope Diagnosed or involving

Treated Personal (Additionalinformation or comments may ( ,

Participation submitted in duplicate on separate sheets
A B C D

i131 Diagnosis of thyroid function 120

or Determination of blood and
blood plasma volume 6

l125 Liver function studies -

Kicney function studies 100

in vitro studies -

OTHER B-12, I-123, etc. 30

i
I

a

i

22 '

4 3010 te956
.
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2. C... ..ca,7 a.n.r; arc Ee or.er.ce of Acc,o Nar ec Physic:an :Ont;rt.,ect

Numoer of |
'

| Conditions Cases Comments, ,

Isotope Diagnosed or Involving'
.

Treated Personal (Additionalinformation or comments may
Participationi suomitted in duplicate on separate sheets

.

'

A B C D !
'

l )
. 25 Oetect or Of mromeesis 30 1 -)

,

; i
. 23 131 1 Syrote macino 80*

;

I !

D 32 Eye tumer tocalization *-* t

s

Se 75 2ancreas :macino | -

In-111DTPA|Cisternoaraphy l 25
i

vb 169 i

Xe 133 Blood flow stucies ano i
culmonary function stucies 135 !

OTHER i
!

l

| Brain imaging | 85
.

Carciac imaging | 150
Thyroid imaging

I

-

45
4

Salivary gland imaging
6 i

Blood poolimaging | 115
Liver anc spleen imaging | 350

i
Lung imaging

250

Sone imaging
400

OTHER
!
>

P 32 Treatment of polycythemia t

(soluble) vera, leukemia, and bone i

metastares 8 !

P 32 Intracavitary treatment i
(Colloidal) 2

1131 Treatment of thyroid
carcinoma 15 *

rTreatment of hyperthyroidism 25

i
!
'23

- w a ..m,
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-
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..

; ; :cai T aining aro Ex::er:ence of Acove Nameo Physician (centinueo)
1

4 ' Numoer of i
| Conditions Cases | Comments !

j'

Isotope Diagnosea or
Involving ; (Additionalinformation or comments may

-
'

!
Treated Personal i i

! Participation submitted in duplicate on separate sheet:
A B C D i

'

m 226or i 'r"e'sttai t'eatment|. a -

i

i! C s.5 37 Intracavitary t'estment |-
-

.
-

'

'i
,

I t t25 or
l nterstitial treatment !I '''92 _ ,

!

Co 60 or Teletneracy treatment '

C s.137 - |
'

I
,

|

Sr 90 : Treatment of eye cisease '

_

Raciconarmaceutical
!, crecaration -

,

Vo 99/
Tc.99m Gererator 35

!
Tc99M Aeacent kits 50

i
OTHER

' 3. Dates ano Total Numoer of Hours Received in Clinical Radioisotope Training: 9-1-84 - 9-30-84,
5-1-80 - 5-30-86

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

The Training and Experience Indicated Above Was Obtained Under the Supervision of:.t

a. Name of Supervisor: Michael E. Siegel, M.D., Director, Nuclear Medicine

c. Name of institution: LAC /USC Medical Center
c. Mailing Address: 1200 N. State Street Rm. #5250

,

c. City. State and ZIP Code: Los Angeles, CA 90033 [ /f

/[ [ !s /!5. Materials License Numoer(s): 0134-70

! {
6. Preceptor's Signature: MA s

- - vw i - . ;

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

:i Date: May 14, 1993
1

*

.

2-4 .

we .am

_ _ _ _ _ _ _ _ _ _ , -_
,
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RADIOACTIVE MATERIAL LICENSE ucense number: 3192-40

Supplementory Sheet Amendment Numbef: 13

'Nin Cities Community Hospital
1100 Las Tablas Road
'Nmpleton, 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,
cigned by Michael P. Curran, 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:

'Ib DELETE: (

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

To add:

12. 'Ihe individuals named below are authorized the specific uses of radioactive
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) 'Ihe letter dated August 18, 1993, signed by Michael P. Curran, M.D., !
Radiation Safety officer, regardirg the use of Technetium 99m DTPA aerosol. |

!-

,

a
..

'

. . .

i

|
|

|

l .
,

!

.

For the Stot 1 of Hectth Services

3: November 16, 1993 ey: f a 3,, _

RodologIC Heoith Bronch '~

P.O. Box 942732 i
Socromento. CA 94234 7320

!imoonn

)
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St*t) Cf CeHfomle--Health and Wette,e Asuncy Department Ct Heefth Services
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| RADIOACTIVE MATERIAL LICENSE

pursuant to the California Administratin Code, Title 11 Cheter 5. Subchapter 4, Group 2. Licensing of Medioactin Atatorial, andin reliance
on statements and representations heretofore made by the licensee, e license is hereby issued authorizing the licensee to recein. use, possene,
transfer, or dispose of radioactin meteriallisted below; and to use such redioectin meteriel for the purpose (s) endet the placels) designated
belzw. This license is subject to all opticable rules, requietions, and orders of the Department of Health Servicer now or hereetter in effect and

| tuny conditions specifiedin this license.

| 1. Licensee 3. Licenee No.
Twin Cities Cbmunity Hospital 3192-40 d'"*"#'nent No. 15'

1100 Las Tablas Road ,, g ,,,,,,,, ,2 Addres,
Tenpleton, CA 93465 June 9, 2001

S. Inspection egency
Michael p. Curran, M.D. Radiologic Health Branch

Attenti n,

Radiation Safety Officer Berkeley

License Nunber 3192-40 is hereby remwed in its ent.irety:
.

; In accordance with California Radiatian Cbntrol Regulations, Title 17, Subchapter 4,
| Article 4, Section 30195, the Medical Use Groups specified belcw grant the use of

radioactive material, as approved by the United States Food and Drug Aininistration,
the California State Amd of Medical Quality Assurance and/or the California State

,
,

| Board of Phannacy, for diagnosis and treatment of patients, when prescribed and as i

directed by an appropriately authorized physician listed an this license. !

*

GROUPS AUHORIZED UNDER ' MIS LICENSE

! Group 1 - Diagnostic studies involvmg neasurement of uptake, dilution, or excretian 1

but not mvolving imagmg.

Group 2 - Diagrestic Studies involving imaging includmg the use of Xenan 127 and/or
Xenon 133 gas.

| Group 3 - Use of reagent kits including Fb/Tc 99m and Rb/Kr 81m generators for
preparation of radiopharmaceuticals listed in Group 2.|

1

Group 4 - Internal therapy not usually requiring hospitalization. 1

,

Group 5 - Intemal therapy usually requiring hospitalization for purposes of
. radiation safety.

-
. ..

i

l

|
.

For the State Department of Health Services

June 20, 1994 3
j Date by

Radiologic Health Section
| 744 P Street, Secremento, CA 95814i

|

|
RH 2550 (2/0 3)
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Nonhuman uses using sources identified in Items 6, 7, and 8 below.Group 9 -

6. Nuclides 7. Forms 8. Auttorized Use

A. Any radionuclide with A. Sealed sources, A. Marker sources

Atcmic numbers 3-83 manufactured, labeled and calibration.
inclusive except: packaged, end

distibuted in
accordance with a

(1) Strontium 90 and specific license
(2) Is.ad 210 issued to the

manufacturer by the
- - -

U.S. Nuclear
' Regulatory Oxrmission

or Agreement State,
not to exceed 10 trCi
each.

Group 11 - Manufacturer-sponsored clinical investigaticns

6. Nuclide 7. B;EID 8. Authorized Ude

A. Any radiopharmaceu- A. Any radiopharmaceu- A. 'Ib be used for diagnostic,

tical or Biologic tical in an IND or therapeutic studies cen-
not prohibited by which has been ducted in strict accordance
U.S. Focd and Drug accepted in writing with Physician-sprum.u.ed or

Administration. by the U.S. Food Manufacturer-sponsored
and Drug IND(s) which have been
Administration, accepted and approved by the

State of California Food and,
-

Drug Administration or the
U.S. Food and Drug._"

- Administraticn.
-

4

9. Possession Limits . m. .

-

..

0:rnbined possession limit for Group 1, 3roup 2, Group 3, Group 4, Group 5, Group
Group 9, and Group 11 -- A total not to exceed 1.0 Curie

10. Radioactive material shall be used caly at the following locaticos:

(a) 1100 Ias Tablas Road, Terrpletcn, CA.

For the State Deportrnent of Hoolth Services

3
June 20, 1994 gy;Dat3: Rodiologic Hoolth Bronch

P.O. Box 942732
Socromonto. CA 94234 7320

- - . . . . . . . ,
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,

11. 'Ihis license is subject to an annual fee for sources of radioactive material
authorized to be possessed at any one time as specified in Item 8 of this
license. 'Ibe annual fee for this license is required by and ccrtputed in
accordance with Secticns 30230-30232 of the California Radiaticn Cbntrol
Regulaticos and is also subject to an annual cost-of-living adjustment pursuant
to Section 113 of the California Health and Safety Cbde.

12. 'Ihe individuals named below are authorized the specific uses of radioactive
material authorized in Use Groups 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 - -

(c) Denna 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

;

i 13. Except as specifica"y provided otherwise by this license, the licensee shall
possess and use radioactive material described in Items 6, 7, and 8 of diis*

; license in accordance with statements, representaticms, and prmaamus centained
~ in the documents listed below. 'Ihe Department's regulations shall govern unless
I the statements, representations, and procedures in the licensee's'applicaticn-
!,. and corre=r.d.nce are more r strictive than the regulaticms.

(ah The letter dated April 22, 1991 and applicaticn with attachments dated
April 22, 1991 signed by Michael P. Curran, M.D., Radiaticn Safety Officer,
all related to the renewal of license.

(b) The letter dated August 18, 1993, signed by Michael P. Curran, M.D.,
Radiation Safety Officer, regarding the use of Technetium 99m DTPA aerosol.

14. (a) The Radiation Safety officer in this program shall be
Michael P. Curran, M.D.,

..
.-

,

(b) The Chairperson of the Radiation Safety Ostmittee shall be
Michael P. Curran, M.D...

-' - ..

(c) The Custodian of sealed sources shall be Barbara Benscn, C2Mr

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

-(2/5.
For the State Department of Health Services

3Dota: June 20, 1994 gy:
Rodio6ogic Hearth Branch
P.O. Box 942732
Socromonto. CA 94234 7320

. . . . . . . . . .
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.

'Ihe following individuals are authorized to collect wipe test sanples of sealed |
16.

sources possessed under this license using leak test kits acceptable to the
,

'

California Departamt of Health Services.

'Ihe Radiation Safety Officer ,

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

I

Records of leak test results shall be kept in units of microcuries and17,
maintained for inspecticn. Records may be disposed of following Tmnent
inspecticn. Any leak test revealing the presence of 0.005 microcuries or trore
of removable radioactive material shall be reported to the Department of Health
Services, Radiologic Health Branch, P. O. Box 942732, Samani:nto, CA 94234-7320,
within five days of the test. 'Ihis report shall include a tiescriptien of the
defective source or device, the results of the test, and the corrective action
taken.

'Ibe licensee is authorized to hold radioactive materials with a physical18. half-life of less than 90 days for decay-in-storage before disF=1 in ordinary
trash provided:

(a) Radioactive waste to be disposed of in this manner shall be held
for decay a minim 2n of ten half-lives.

(b) Before disposal as normal waste, radioactive waste shall be
surveyed to determine that its radioactivity cannot be dis-
tinguished frtrn background. All radiation labels shall be
removed or obliterated.

(c) Generator columns shall be segregated so that they may be
nonitored separately to ensure decay to background levels prior
to disposal.

Except ds otherwise specifically provided by this license, radiopharmaceut-1
icals to be administered to humans shall be procured in prepackaged, precali-
brated form, frtxn a supplier who is registe2:ed with the U. S. Food and DrugL

Administration, or prepared and ccrrpaunded from_A. prescription, in accordance -'

with the regulations of the California Board of Phantacy.

Except as otherwise specifically provided by this license, radioactive20.
biologicals (including human serun albumin) to be administered to humans shall
be procured in prepackaged, precalibrated form, frtrn a supplier licensed for the
preparation and distribution of such products by the Divisicn of Biologics
Standards of the National Institutes of Health, or U. S. Food and Drug
Administration; or prepared in accordance with the regulations of the California
Board of Pharmacy.

For the State Department of Heoith Services

3June 20, 1994 gy:g:
Rocioiogic Heartn Bronen
P.O. Box 942732
Socromento. CA 94234 7320

.. . . . .
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.

| 21. Radioactive materials prepared, processed, or tredified by the licensee shall
not be adninistered.to humans except as specifically authorized by this license.

.

22. Technetium 99m generators approved by the Department may be used as sources of
Technetium 99m for use in preparations to be adninistered to humans, provided

!

| the generators are used in strict accordance with the manufacturer's instruc-
tians, or with the regulaticos of the California Board of Pharmacy.

I 23. The licensee shall elute generators and process radioactive material with
reagent kits in accordance with instructions furnished by the manufacturer cn
the label attached to or in the leaflet or brochure that acccnpanies the
generator or reagent kit.

. . . . I

24. Technetium 99m labelled pharmaceuticals prepared by the licensee by aseptic |

addition of pertechnetate to sterile, pyrogen-free reagents may be adninistered
to humans provided the radioassay of the final prcduct 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 trust strictly
follcw all instructions and reconmendations contained in the package inser
informatian; otherwise the pharmaceutical must be prepared and ocupounded from
a prescripticn in accordance with the regulations of the California Board of|

)) Pharmacy.

25. Where users or their assistants are engaged in eluticn of pertechnetate 99m from
generators, the expceure to the fingers or hands shall be trcnitored as required i

by Title 10, Cbde of Federal Regulaticns, Part 20, Secticn 20.1502 (a) .

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

Equipment for radictietric assay of pharmaceuticals, bady fluids, excreta, or in27.
vitro assay sanples shall be calibrated to ensure the reliability of data- e
cbtained. 'Ihe stability of the equipnent s' hall be checked at least once on each*

day of use, using appropriate standards.
,' - .

;28 Nuclear tredicine technology procedures shall be-performed by nuclear medicine
.

technologists pursuant to the California Cbde of Regulations, Title 17, :

Subchapter 4 6. Such prccedures shall be performed under the supervisicn of !

individuals listed as authorized users cc this license wha meet the criteria
specified in Sectica 30510. Certificates or special permits issued parsuant to
subchapter 4.6 shall be prominently displayed at the facility (ies) authorized cn
this license.

| -

| |
!

,

I i

| j

For the State Department of Hectth Services

3
Dott: June 20, 1994 By:

Rocioiogic Heorm Bronch
P.O. Box 942732
Socromento. CA 94234 7320

. ~ . . .
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i

Treatment and manaaement of patients receiving therapeutic quantities of29. unsealed radioactive materials shall be in accordance with guidance a:ntained in
Chapter 4, " Release fran Hospital of Patients Ctntaining Radioactive Materials",

;

Naticnal Cbuncil cn Radbticn Protectico and Measurements (NCRP) Report No. 37,
"Precauticns in the MLpt of Patients Who Have Received 7herapeutic krounts

20014).of Radiccuclides" (NCRP Publicaticos, P.O. Box 30175, Washingtcn, D.C.

Radioactive materials shall be used by occupational workers in such a manner30. that the cbee limits specified in Title 10, Cb:le of Federal Regulaticns, Part
20, Subpart C (Secticns 20.1201 through 20.1208) are not ex W .

The licensee shall nonitor occupaticnal exposures to radiaticn and shall supply31.
and require the use of individual ntnitoring devices by perscnnel as reqaired by

20.1502 (a) .Title 10, code of Federal Regualticns, Part 20, Secticn

The licensee shall monitor occupaticnal intakes of radioactive material by, and32. assess the comtitted effective cbee equivalent to, individuals who may have
exceeded or are likely to exceed, the limits specified in Title 10, Cbde of
Federal Regulaticns (CFR), Part 20, Secticn 20.1502(b). Suitable and timely

measururents used for determinaticn of such internal exposures shall be
*

performed as specified by 10CFR 20.1204.

33. This license cbes not authorize distributico to perscns licensed pursuant to
Secticn 30195 (a) and (b) of the California Radiatica Cbntrol Regulations or
equivalent provisions of the' Nuclear Regulatory Cbmmissicn or Agreement States.

A ccpy of this license and a ecpy of all records and documents pertaining to34. this license shall be maintained available for inspecticn at 1100 Las Tables
Road, Tenpletcn, CA,

.

- G
e

.,

.
* -~~

G -

...

-

For the Stot ortment of fecith ces-

stO: June 20, 1994 gy: Ja v | g 3

Roc ic Hoottnfronen
P. ex942732
Socromento. CA 94234 7320

.
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RADIOACTIVE MATERIAL UCENSE

Ptssuant to the Califomia Cbde of Regulations Ossion 1. Title 17, Chapter 5. Subcnapter 4 Group 2, Ucensing of Radioactre Mate';al. and on
'shance on statements and representations huretof:ve tuv Dj Itoo Irconsue a bcense is hereby assued authonz ny inc hxnM to re:eric. use
possess trans'er or 0s:0s0 of rascacti.e matena' nstw :.e.w. a:c to use s.,cn nocactin matenal for the purp;st s wa a' t!c inc't.
des:gnated below Ths hcense is suDject to all 0;;pt:cabe n.:cs rtgulations a:c oroers of tre Depa!1 ment of Henith sa:r,w tray or reen.*er en
e?!ect and to any stan0ard or specr5c condition spacinea on !?ss hcense

f. ucensee USC Universiy Hospital 3 Ocense to
S592 70 Amendment th: 17

2 Accress 1500 San Pablo Street 4 Oprauan date

I.os Angeles, CA 90033 June 3,1998 (3)
*

Attenson: James R. Bading, Ph.D. 5 inspection agency I.os Angeles County
Radiation Safety OHicer Department of Health Services

Ucense Number 5592-70 is hentby amen &d as follows:

6. Nuclide 7. Form 8. Possession Limit

A. Group 1 as specified in A. Any A.- C. Combined possession
Item 9. limit of Groups 1,2, and

3 not to exceed 600 mci.
Any radionuclide with
atomic number 3-83.

B. Group 2 as specified in B. Any
Item 9.

Any radionuclide with
atomic number 3-83.

C. Group 3 as specified in C. Any
item 9. Excluding Generators

i

Any radionuclide with !
,

atomic number 3-83.

D. Group 4 as specified in D. D. Total not to exceed 60 mci.
Ite m 9.

1. Phosphorous 32 1. Any
2. Iodine 131 2. Any

E. Group 5 as specified in E. E. Total not to exceed 300
Item 9. mci.

1. Phosphorous 32 1. Any
2. Iodine 131 2. Any

F. Group 8 as specified in F. Sealed or solid sources F.

Ite m 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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6. Nuclide 7. Form 8. Possession Limit
!

G. Group 9 as specified in G. G.
Item 9.'

.

1. Any radionuclide with 1. Sealed or solid sources 1. Total not to exceed 30
i atomic number 3-83 manufactured in mci. |
| inclusive, except: accordance with a

'

Strontium 90 and specific license issued Each radionuclide not
Lead 210. by the United States to exceed 20 mci.

Nuclear Regulatory :

Commission or an |

Agreement State.

2. Gadolinium 153 2. Scaled sourtes (Model 2. Total 800 mO, in I

3601) sources, no single
! source to exceed 250

mO. 1

| H. Gmup 10 as specified in H. Any H.-l . Total 10 mci.
| Item 9.

.

'
!

*

| Any radionuclide with I
! atomic number 3-83. '

1

I. Gmup 11 as specified in I. Any |
Ite m 9. !<

| e !

l J

l Any ndonuclide with I

! atomic number 3-83.
|

-

,

!

I
;
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RADIOACTIVE MATERIAL UCENSE Ucense Number 5592-70,

Supplementary Sheet Amendment Number. 2

9. Authorized Use

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

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

C. Group 3 Reagent kits utilizing bulk technetium prepared by a radiopharmacy for preparation of
radiopharmaceuticals listed in Group 2.

D. Group 4 Internal therapy not usually requiring hospitalization and palliative treatment.

E. Group 5 Intemal therapy and palliative treatment requiring hospitalization for purposes of radiation
safety

-.

F. Group 8 Teletherapy of cancer and Telenidiosurgery.

G. Group 9 Nonhuman use: Marker and calibration sources.

H. ' Group"10 Physician-Sponsored nonroutine medical uses of radioactive materials (Physician-
Sponsored IND). -

1. Group 11 Manufacturer-Sponsored nonroutine medical uses of mdioactive material (Manufacturer-
Sponsored IND).

.

LK'ENSE CONDITIONS

10. Radioactive material shall be used only at the following locations:

A. 1500 San Pablo Street, l.as Angeles, CA

11. This license is subject to an annual fee for sources of radioactive material authorized to be possessed at
any one time as specified in item 8 of this license. 'Ihe annual fee for this license is required by and
computed in accordance with Sections 30230-30232 of the Calilbmia Radiation Control Regulations and
is also subject to an annual cost-of-living adjustment pursuant to Section i13 of the Calitbrnia Health and
Safety Code.
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12. De individuals named below are authorized the specific uses of radioactive material described in Items 6,
7,8 and 9 of this license as follows: ,

(a) James Huprich, hiD. Groups 1,2,3 and 9 :
-

(b) Patrick Cilletti, MD. Groups 1, 2, 3, 4 ,5 and 9 i

(c) Aziz N. Ansari, hiD. Groups 1, 2, 3, 4, 5 and 9 :

(d) Peter S. Conti, MD., Ph.D. Groups ' 1, 2, 3, 4, 5 and 9 !

(e) Scott T. Grafton, hiD. Groups 1,2,3 and 9 |
(f) James R. Bading, Ph.D. Group 9 (Physical measurements only)

'

(g) Nelson Amstein, MD. Groups I, 2, 3, 4, 5 and 9
(h) Az:zullah N. Ansari, hiD. Groups 1, 2, 3, 4, 5, 9,10 and 11
(i) David C.P. Chen, MD. Groups 1, 2, 3, 4, 5 and 9
(j) Mchael E. Siegel, hiD. Groups 1,2,3,4, 5 and 9
(k) Zbigniew Petrovich, hiD. Group 8
(1) Gary Luxton, Ph.D. Group 9 (Physical measurements only)
(m) Gheng Yu,' Ph.D. Group 9 (Physical measurements only)
(n) Robert W. Henderson, M.D. Groups 1, 2, 3, 4, 5 and 9
(o) Peter A. Remedios, hiD. Groups I, 2, 3, 4. 5 tuid 9
(p) Deirdre hi Cohen, M.D. Group 8
(q) Kousha Zarnegar, h1D. Groups 1, 2, 3, 4, 5 and 9
(r) Gabor.lozsef,1%.D. Gmup 9 (lhysical nwasurenwnts only)

13. Except as specifically provided otherwise hy this license, the licensee shall possess and use radioactive
material described in items 6. 7, 8 :ud 9 ol' this license in accordance with statements, representations, and
procedures contained in the documents listed helow. The Delw1 ment's regulations shall govern unless the
statements, representations, and procedures in the licensee's application and correspondence are more
restrictive than the regulations.

(a) De license application with attachments dated Febmary 26,1991, signed by Gerald G. Bosworth, CEO,
as modilied by the letter with attachments dated May 1,1991, signed by Donald K. Wadsworth, and the
letter with attachments dated May 22,1991, signed by Kai H. Lee, I h.D.

(b) The letter with attachments (regarding quality assurance) dated July 15,1991, signed by Kai H. Ixe,
Ph.D.

(c) The letters with attachments dated June 19,1992, signed by James Huprich, MD. and James Bading,
Ph.D., as moditied by the leuer with attachments dated July 30 1992, signed by James Hading 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. ,

l

)
,

i
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i

13. (Continued) i

i

(e) De letter with attachments dated November 10,1993, signed by Gerald G. Boswonh. Chief Executive !
OtTicer, regarding the possession and installation of a Cobalt 60 Stereotactic Le!ssell Gamma Unit. Le !

licensee is authorized to use the unit for physical measurements only, not for patient therapy. Afier
K physical measurements and calibration have been done successfully, licensee should submit a request

along with the calibration results to the Depanment for final approval.,

i ,

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

t

(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 I.uxton, Ph.D. and
David Symonds, regarding the operation of the Gamnu Knife Unit and associated Ibdiation Field j
measurements.

(h) De letter with attachments dated September 13, 1994 signed by James R. Badig. reprding the
authorization for a Gamma Camera and Pinhole Collimator; in addition, to the existing Scintillation !
Probe for %yroid uptake measurements.

i

t.

(i) %e letter dated October 14,1994, signed by James Bading, Ph.D., regarding uses of the Gamma Knife
Unit. '

,

.

(i) he letter dated November 23,1994, signed by James Bading, Ph.D., regarding changes in Gamma Knife
Unit emergency procedures and calibration procedures for the new cameras.

(k) De letters, both dated.hrne 5,1995, signed by.bnws llading, Ph.D., Radiation Safety Officer, regarding
tlw [xncitise of a system employed to impmve nuelcar nwdicine intiges, the n,eilani for taldng :ux! '

neasuring pielcige wigw tests,:uxi the nwthm! employ ed forleals testing ut the ( oinit (W sinaces in tlw
G:unnti knife teletiempy unit. ~lhe G:unnti latife titulity contrul pmeetimes ase ewluded fmm this
authorization.

,

14. (a) De Radiation Safety Officer in this program shall be James R Bading, Ph.D.

(b) ne Chairperson of the Radiation Safety Committee shall be James R. Bading. Ph.D.

15. Sealed sources possessed under this license shall be tested for leakage and/or contamination as required by
,

Section 30275 (c) of the Califomia Radiation Control Regulations. '

16. Quantitative analytical assays for the purpose of tests for leakage and/or contamination of sealed sources shall
'

be performed only by persons specifically authorized to perfonn that service.

- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ --
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17. The following individuals are authorized to collect wipe test samples of sealed sources porsessed under this
license using leak test kits acceptable to the Califomia Department of Health Services:

,

(a) the Radiation Safety Omcer
.

.

;

.

(b) qualified individuals designated in writing by the Radiation Safety OMcer

18. Records ofleak 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 pmsence of 0.005 microcuries , ,

or more of removable radioactive material shall be reponed to the Department of Health Services, Radiologic
Health Branch,601 N. 7th Street P.O. Box 942732, Sacramento, CA 94234-7320, within live 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.

19. The licesee shall conduct a physical inventory every six months to account for all sealed sources and/or
devices received and possessed under the license. Records of the inventories shall be maintained Ibr
inspection, and may be disposed of following Department inspection.

20. Except as otherwise specifically provided by this license, radiophannaceuticals to be administered to humans
shall be procured in prepackaged, precalibrated Ibrm from a supplier who is registered with the U. S. Food
and Dmg Administration, or prepared and compounded, liom a prescription, in accordance with the
regulations of the Califomia Board of Pharnucy. ;

21. Except as otherwise specifically provided by this license, radioactive biologicals (including human serum t

albumin) to be administered to hununs shall be procured in prejuckaped. precalibrated iban Ih>m a supplier
who is licensed !br the prejuration tux! distribunon of such products by the Division of Hiologies Standard 3
of the National Institutes ofilealth, or U. S. Inxi;uki Drug Administration or prejured m accordance wnh *

the regulations of the California Board of Pharnucy.

22. Radioactive materials prepared, proecssed. or modified by the licensee shall not he administered to humans
~

except as specifically authorized by this license.

23. 'Ihe licensee shall elute generators and process radioactive material with reagent kits in accordance with
instructions furnished by the manufacturer on the label attached to or in the leatlet or brochure that

.

accompanies the generator or reagent kit. ;

24. Technetium 99m labelled pharmaceuticals prepared by the licensee by aseptic addition of pertechnetate to
sterile, pyrogen free reagents may be administered to hunuuts proviaed the radioassay of the fmal pruauet is
detennined with an overall error not exceedmg ien percent. When the pn umaceutic.a i3 prepa;cJ 1 rom
reagents procured in the form of approved kits. the licensee must strictly Ibliow all instrucuons and
recommendations contained in the package insen intbrnution; otherwise the phannaseaticai must t>e pr epared
and compounded from a prescription in accordance unh the regulations of the Caulon na Boaid of Pharnucy

|

J

|

i

I

_ _ _ _ _ _ _ _ _ _
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| 25. Equipment for radiometric assay of pharmaceuticals, body fluids, excreta, or in-vitro assay samples shall be
3

calibrated to ensure reliability of data obtained. He stability of the equipment shall lv checked at least once
each day of use, using appropriate standards.

;
,

; 26. The licensee may use any commercially available device, acceptable to the Nuclear Regulatory Commission
,

L or any Agreement State, for doing linearity tests ofits dose calibrator provided the procedures, described by '

| the manufacturer of the linearity device are followed.
i

\
27. Nuclear medicine technology procedures shall be performed by nuclear medicine technologists pursuant to,

;

I the Califomia Code of Regulations, nie 17, Subchapter 4.6. Such procedures shall be perfbrmed under the '

supervision ofindividuals 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 te prominently displayed at
the facility (ies) authorized on this license.

.

28. Treatment and management of patients receiving therapeutic quantities of unsealed radioactive materials shall
i be in accordance with guidance contained in Chapter 4, " Release from Hospital of Patients Containing ;

,

!

Radioactive Material" National Council on Radiation Protection and Measurements (NCRP) Repon No. 37. |
| " Precautions in the Management of Patients Who llave Received Hera|vutie Amounts of Radionuelide> ' |
| (NCRP Publ: cations, P. O. Ilox 30175 Washington, D. C., 20014). i
i

| 29. Telethempy facilities shall he so constructed as to permit continuous observation of patients from outside the |
| treatment room. :
I

30. Tests for leakage and/or contamination of teletherapy sealed sources shall be performed in accordance with
Section 30275 (c) of the Calilbrnia Radiation Control Regulations, except that Coball-60 sources may tr

! tested at intervals not exceeding Iwo years. provided that the tests perf ormed at the time ofinstallation of the -
source, and six months therealler, do not reveal leakage andor contamination in excewf the sixeitied limit.

,

| 31. Leakage / contamination test samples shall le taken from the inner surface of the beam port, or other surface
communicating with the source capsule, and shall le taken with the source in tne "ull" psition.i

32. He licensee shall post operator instructions at the console as follows:|

(a) To assure that only the patient is in the treatment room at the start of the radiation treatment.

(b) To assure that emergency procedures are followed if unable to turn off the primary beam or if any other
;

abnormal operation occurs.

(c) To assure that the appropriate personnel be notified by posting the names and telephone numbers of
authorized users and the Radiation Safety Otlicer.,

33. Electrical interlocks on entrance doors to the teletherapy room shall be tested for proper operation a,t least '+

j once every six months. Records of test results shall be maintained available Ibr inspection.

;

I

|
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34. At least 30 days prior to the initiation of any of the actions listed below, the licensee shall submit an
application to the Depanment for a license amendment authorizing the proposed action. 'lhe application
shall include a completed form RI12000D, with such drawings and other intbrmation as may be necessary
for evaluation of radiation safety. Such actions lequiring amendment are: .

(a) ' Installation, removal, or replacement of a mdioactive source.
(b) Installation, removal, or replacement of a panially shielded container, such as a dnnver, containing a

radioactive soume.
(c) Installation or replacement of a complete telethempy unit or of a teletherapy unit head which provides

complete shielding of the radioactive soun:e.
(d) Relocation or reorientation of a teletherapy unit for use within a shielded room.
(e) Any 6ther change in the teletherapy unit, treatment room, or shielding, or in the ntuiner of use of the

unit, or in the occupancy or use of any adjacent area. which could produe:; radiation levels or exposuress

ofindividuals in excess of those indicated in previous applications or radiation survey reports.

35. At least 30 days prior to the initiation cf any of the actions listed below, the licensee shall notify the
Depanmen: in writing:

(a) Removal from a shielded room of a complete teletherapy unit which is not to be replaced.
,

(b) Removal fium a shielded room of a complete teletherapy tuiit head which is not tu tv replaced. i

36. ' Pursuant to Califomia Radiation Control Regulations, the licensee is authorized to possess the natural or
depleted uranium used for purposes of shielding or collimation in teletherapy anWor accelerator tulits

,

37. Each teletherapy unit shall be fully insiveted and serviced during source replacement or at intervals not to r

exceed live years. whicheser comes fir a. io assure proivr lunctioning of the sousee exposure mechanism.
this inspestion and servicing shall tv |vrtonned by persons siveilically licensed to do no by the U. S.

'

Nuclear Re~gulatory Commission or an Agreement State. 'the licensee shall mmntain available lor ins;xetion, .

a report of each inspection and servicing. 'ihe repon shall le that received by the licensee liom the person :

who performed the inspection and servicing.

38. Special Requirements for Teletherapy Calibration and Spot-Checks:

(a) Requirement to perfomi full calibration measurements of teletherapy units.

(1) Full calibration of the output of each teletherapy unit shall be performed before the unit is fust
used for treatment of patients, and thereatier:

a. whenever spot-check measurements indicate that the output value differs by more than five
percent from the value obtained at the last full calibration currected nunnematically for
physical decay,

b. following replacement of the radiation source,

.

1
._



_ _ - . _. - . _ _ _ . _ - _ _ _ _ _ _ . - _ . ~ - _ . - , . _ _ _ _ _ . _ _ . _ _ _ . _ _ . - . _ __

|
*

'
,

SCD of Califomia. Health and Welfare Agency Departrrant of Health Services '|
.

*
.

1

Page 9 'of 12 pages !

RADIOACTIVE MATERIAL UCENSE boense Numbec 5592 70 !
;

! Supplementary Sheet Mwe,&4 Nunter:,12
'

1
$

I
,

; 38.' (Continued)-
'

!
'

c. following any repair of the teletherapy unit that includes removal of the source or major
repair of the components associated with the source exposure assembly, and

,
-2

d. at intervals not exceeding one year.

| (2) Full calibration measurements required by this condition shall include determination of: I

t

a. the exposure rate or dose rate to an accuracy within three percent for the range of field sizes !

and for the range of distances (or for the axis distance) used in radiation therapy, j
r

i
b. the congruence between the radiation field and the field indicated b ble light beam

i
|

localizing device, '

!
,

c. the uniformity of the radiation field and its dependence upon the orientation of the useful
beams,

i

d. timer accuracy, and '
,

;

e. the accuracy of all distance measuring devices used fbr treatment of patients. !
!

(b) Requirement to perform periodic spot-check measurements of teletherapy units. -

i

(1) Spot-check measurements shall tv irribnned nn each teletherapy unit used Ihr treating humans !
at inteivals not exceeding one month. !

(2) Spot-check measurements required by this condition shall include determination of:

a. timer accuracy,

b. the congruence between the radiation tield and the field indicated by the light beam
localizing device,

c. the accuracy of all distance measuring devices used for treatment of patients, I

t

d. the exposure rate, dose rate, or a quantity related in a known manner to these rates for one
|

typical set of operating conditions. ;

e

!

*
,

|
,

i

t

,_ , , _ _ . , , , , ~ - - _ . _ _ _ _ , 4 . _ _ - , . - f
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38. (Continued)
t

(c) Calibration and spot-check procedures.
i

.

1

(1) .' Full calibration and spot-check measurements shall be made in accordance with either of the
!

. procedures recommended by the American Association of Physicists in Medicine; Physics in !

Medicine and Biology, Vol.16, No. 3, pp. 379,1971 or Medical Physics 10, No. 6, pp. 741,
,.1985.

,

.
;,

-

,

(2) -[ Calibration and spot-check measumments shall be perfonned with radiation. measuring |
,, instrumentation which has been etlibrated within the proceeding two years directly, or through

'

' ro more than one exchange, at the National Bureau of Standards, or facility determined i
acceptable by the Department. i

. ,

(3) Full calibration measurements shall be perfbnned by or under the direct supervision of a j
physicist who has been detennined by the Ikpanment to have adequate training, experience and ;

knowledge in radiation therapy physics, and who shall be present at the facility during such !

calibration. j.
1

(4) Spot-check measurements shall be perfbrmed in accordance with procedures established by a" ;

physicist qualified per pamgmph (c) (3) of this condition. (A physicist need not actually ;

perform the spot-check measurements). If a physicist does not perlbrm the six>t-check i

measurements, the results of the spot-check measurement shall he reviewed by the qualified i

,expett within 15 days.
.|

](a) Removal from a shielded room of a complete teletherapy unit which is not to be replaced. !

,(b) Removal from'a shielded room of a complete teletherapy unit head which is not to be ;
_ replaced. "

,

l

' 39. Special Requimments for Teletherapy Room Monitoring
i

-(a) Requirement for installation of a teletherapy room mdiation monitor.

I

(1) Each teletherapy room shall be equipped with a radiation monitoring device which continuously i

monitors the teletherapy beam condition. His device shall energize a visible signal to rnake the j
operator continuously aware of telethempy beam condition in order that appropriate emergency i

procedures may be instituted to prevent unnecessary radiation exix)sure.
]

(2) De monitoring device required in paragraph (1) shall be equipped with a back up power supply
for ernergency operation.

(3) Operating procedums shall require daily opemtional testing of the installed mdiation monitor,

_
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39. (Continued)

(4) De radiation monitor must be checked daily with a dedicated radiation check source.

(5) The licensee shall promptly repair or replace the radiation monitor ifit is inoperable.

(b) Requirement for use of a portable radiation survey meter.

(1) Any person entering the telethempy room following irradiation shall enter with an operable,
calibrated radiation survey meter and shall detemiine the beam condition whenever the room

! monitor is not operational.
40. No individual shall be allowed to act as an assistant during any teletherapy equipment operation authorized

by this license until that individual has been instructed in. and has demonstrated understanding of, the
procedures required for the operation, as well as the fundamentals of radiation safety as set forth in Section
30335 (a) of the Califomia Radiation Control Regulations.

41. No teletherapy equipment operation authorized by this license shall be initiated unless the licensee has in his
possession detailed written instnietions specilie for the make and model of teletherapy equipment and for the
type of operation involved.

De licenaec shall notify the Radiologic Ilealth Branch of the balifbmia Depm1 ment of Health Services by42. :

telephone and contirm should any nulfunenon occur, unsale conditions lx: discovered, or dilliculty arise
which might lead to the radiation exposure of any indiviJtal aluve the limits specified in Title 10 CoJe of
Fedeml Regulations, Pan 20 Sections 20.1201 and 20.1301,

| 43. Teletherapy sources shall be transponed only in DOT-approved shipping containers. i

44. De licensee shall not transfer or install any radioactive source, or device containing a radioactive source,
except in accordance with the transferee'3 radioactive material license as to kind and amount of mdioacuve .

material, manufacturer and model numtvr of the radioactive source, and manufacturer and moJel number of
the teletherapy unit.

45. His license does not authorize commercial distribution of radioactive material. ,

46. Production or processing of radiopharmaceuticals for the pmpose of distribution to other licensees is not
authorized by this license.

47. Radioactive materials shall be used by occupational workers in such a manner that the dose limits specified
;

in fitle 10, Code of Federal Regulatio:a. Pan 20, huopan C (Seenons 20.1201 unougn 20.1208) ,ae not
exceeded.

1 48. De 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 01 Federal Regulations, Pan 20.;

Section 20.1502 (a).
i

i

i
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49. He licensee shall monitor occupational intakes of radioactive material by, and assess the committed effective
dose equivalent to, individuals who may have exceeded or are likely to exceed, the limits specified in Title
10, Code of Fedeml Regulations (CFR), Part 20, Section 20.1502 (b). Suitable and timely measurements used
for determination of such internal exposures shall be performed as specified by 10CFR 20J 204.

50. His license does not authorize distribution to persons licensed pursuant to Section 30195 (a) and (b) of the
Califomia Radiation Control Regulations or equivalent provisions of the NRC or Agreement States.

51. For a period not to exceed 60 days in any calendar year, a visiting physician is authorized to use licensed
materials'for human use under the terms of this license, provided the visiting physician:

(a). Has the prior written permission of the hospital's Administrator and its Radiation Safety
* Committee.

(b) Is specifically named as a user on an Nuclear Regulatory Commission (NRC) or Agreement
State license authorizing human use.

(c) Performs only those procedures for which the physician is specifically authorized by the Nuclear
Regulatory Commission (NI(C) or Agreement State license.

'

Re licensee shall maintain for inspection copies of the written pennission specified in (a) above and
the license (s) specified in (b) and (c) aluve. 'ihese secords .shall le nuuntamed f or live year.s lium the
time the licensee grants its permission under (a) alx)ve.

52 A copy of this license and a copy of all records and documents pertaining to this license shall be maintained
available l'or inspection at 1500 San l'ablo Suvet, l.o.s Angeles. CA.

t

*
,

For the State.Departroent of Health Se 'ces

3 July 18.1995 By- w w n.#

/-Radiologic Healm Branen
P.O. Box W2732. Sacramento. CA 94234-7320

.

-
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HILO MEDICAL CENTER
HILO, HAWAII

l
l

l

RADIATION SAFETY COMMITTEE MEETING
Monday, June 24,1996

Present: Dr. James Lambeth, Radiation Safety Committee Vice-Chairman
PhoebeLambeth, Administration

| Susan Hultberg, Nursing Office

| Josepha DeSilva, Radiology Department
| Scott Dube, Physicist from Queen's Medical Center

| Daniel Rickenbacher, Radiation Safety Officer

|
'

CALL TO ORDER

Meeting called to order at 11:50 a.m. by Daniel Rickenbacher, Radiation Safety Officer.

MINUTES

Minutes ofMarch 29,1996 were approved as circulated.

NEW BUSINESS
|

Meeting was turned over to Scott Dube who is here today doing his quanerly audit.
According to S. Dube, there are fewer deficiencies being found lately due to excellent monitoring
by the present RSO.

The following items were reported on by S. Dube;

e Film badge records for the first quarter of 1996. Of the three nuclear medicine
technologists, none of them exceeded 10% of the quarterly allowable limit, which is consistent |
with the past so that is good. !

!

E Quality Management Program review. It was a very busy first quaner in 1996.

1. ' All of the strontium 90 cases, P32, strontium 89, and iodine over 30 microcuries were )
reviewed. In the 4th quarter of 1995 we did 4 patients, and in the first quarter of 1996 we did 19 j

,

patients. All of the records were reviewed and found to have proper documentation as required.
'

.

! i
< !

|
l

i

l /
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2. The quality management program forms have been revised so that it gives the ordering
physician, the authorized user, a chance to write the ordered dose and the dose that actually
arrived and intended for the patient. |

.

3. In looking at the dose calibrator record, the calibrator was tested and testing was done i

on it. All the tests were performed on schedule as usual. It was recommended we order a new 5
millicurie cobalt 57 source next year.

,4. In talking to J. DeSilva, there were some issues that came out of the JCAHO review.
One was on inspection oflead apron. It was recommended that the service department check it
and have a written policy on how to check the lead aprons every year. It is best that the
technologists who use the aprons check it themselves like they do at Queen's. S. Dube will obtain *

a copy of Queen's written policy and criteria on lead aprons inspection. :

NEW BUSINESS:

1. R. Rickenbacher announced that a letter has been received from NRC that extended
our license by five years. So now, our license does not expire until February 28,2005. Also we ;

received a bill from NRC which was handed over to J. DeSilva for payment of $4300 which is our .

annual fee for the hospital.

-2. The committee reviewed the professorship of two radiologists to be named on our
nuclear medicine license. Following review of the records, motion made and seconded (Dr.
Lambeth/P. Lambeth) for the promotion of Peter A. Remedios, M.D. to be added to our license

,

in Part 100,200,300 and 500 as listed on a previous license that he was on. All voting members
'

approved by show of hands to allow Dr. Remedios to have privileges on our license.
5

i; 3. The next person is Dr. Lee E. Miyasato. We also have him applying for part 100,200
and 300. He would like to have privileges on our license and those in 500. Motion made and
seconded (P. Lambeth/Dr. Lambeth) that Dr. Miyasato have privileges as requested. All voting
members present signified approval by ayes.

ADJOURNMENT:

Meeting adjourned at 12:0lp.m.

t

:
t

Daniel Rickenbacher
Radiation Safety Officer

DR:lu

!

E ,_ _ _ . . _ _ _ . _ _ __
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PAGE F PAGESg g (3 a3) U.S. NUCLEAR REGULATORY COMMISSION

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

| g Coda of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on staternents and representations y

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

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

I, subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any

license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is

,

conditions specified below. y

"'*"'**
In accordance with letter dated

NJuly 20, 1996,
I|1- 3. License number 53-03506-01 is amended |Hilo Medical Center

in its entirety to read as follows: g I

2. 1190 Waianuenue Avenue R

i Hilo, HI 96720 4. Expiration date February 28, 2005 i ii

| |5. Docket or y
'

! Reference No. 030-03542 p

6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee W
special nuclear material form may possess at any one time F

under this license

i , !

| A. Any byproduct A. Any
.

A. As needed h
!

Ej material identified radiopharmaceutical
i in 10 CFR 35.100 identified in |
| 10 CFR 35.100 g

! B. Any byproduct B. Any B. As needed |
1 material identified radiopharmaceutical y,

i i in 10 CFR 35.200 identified in p

! R 10 CFR 35.200 - E
'

| >
1 C. Any byproduct C. Any C. 3.3 curies (no p

i material in radiopharmaceutical single container to N
I 10 CFR 35.300 identified in exceed 200 N

| 10 CFR 35.300 c mil 11 curies) E
-,

| D. Strontium-90 D. Sealed source in an D. 50 millicuries
,

, applicator g

| | 5
1 I n
l I N

i R <

|| 9. Authorized Use
| N

A. Medical use described in 10 CFR 35.100. y

B. Medical use described in 10 CFR 35.200. p
,

1 C. Medical use described in 10 CFR 35.300. H

D. Treatment of superficial eye conditions. jg

. ,
N M

4 E

( N<

I & i

I Y !
< c
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|j
' License Number

53-03506-01
g|
gj

'

oocutorgfguy (|MATERIALS LICENSE
SUPPLEMENTARY SHEET (!

Amendment No. 62
. g

n El
i El

CONDITIONS

5 10. Licensed material sht11 be used only at the licensee's facilities located at 1190 E
N Waianuenue Avenue, Hilo, Hawaii. E
N 4i

l' 11. The Radiation Safety Officer for this license is Daniel W. Rickenbacher. E
t

B E
3 12. Licensed material listed in Item 6 above is only authorized for use by, or under the E

i B supervision of, the following individuals for the materials and uses indicated: E
| - t E

- ~

N Authorized Users Material'and Use E
"

B E
'

B James Lambeth
N

- 10 CFR 35.100, 35.200, 35.300 and Strontium 90 E

E
N Rodney Matsubara, M.D. 10 CFR 35.100 and 35.200 E
R E
R Michael J. T. Seu, M.D. 10 CFR 35.100, 35.200 and 35.300 4
5

- . E
g Clarence Funaki, M.D. 10 CFR 35.100, 35.200, 35.300 and Strontium 90 E

N N
W Harvey T. Nakarrura, M.D. 10 CFR 35.100, 35.200, 35.300 and Strontium 90 E
W

. E
$ George R. Ainge, M.D. 10 CFR 35.100, 35.200, 35.300 and Strontium 90 E
W E
y; Scott Dube Calibration and reference sources as authorized E
g -in 10 CFR 35.57: for instrument calibration g

4g g-

g Scott R. Grosskreutz, M.D. 10 CFR 35.100, 35.200 and 35.300 g
,

a > Ej Lee E. Miyasato, M.D. 10 CFR 35.100, 35.200 and 35.300 g.

W E
'

d Peter A. Remedios, M.D. 10 CFR 35.100,,35.200 and 35.300 g
g P '

-

y

*g David Camacho, Jr., M.D. 10 CFR 35.100, 35.200, 35.300 and Strontium 90 g

4~

13. The licensee is authorized to transport licensed material only in accordance with g
the provisions of 10 CFR Part 71, " Packaging and Transportation of Radioactive gMaterial."y gJ

g
|14. The licensee shall maintain records of information related to decommissioning at g
g 1190 Waianuenue Avenue, Hilo, Hawaii per the provision of 10 CFR 30.35(g) until this g

|
license is terminated by the Commission,0

g

j 15 h
h

. In addition to the possession limits in Item 8, the licensee shall further restrict
t the possession of licensed material to quantities below the minimum limit specified g|
| j in 10 CFR 30.35(d) for establishing decommissioning financial assurance. g|
| s E

(i
E

E

sl 44
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,

{ '$ Liceme Number

y 53-03506-01
g|

g MATERIALS LICENSE oocket or Reference Number E i

! g SUPPLEMENTARY SHEET 030-03542 g|

Amendment No. 62
,

R '
t

N E|,
B EI E;-
N 16. Except as specifically provided otherwise in this license, the licensee shall E|! conduct its program in accordance with the statements, representations, and E i
N i

procedures contained in the documents, including any enclosures, listed below, E |'N

|l|
except for minor changes in the medical use radiation safety procedures as provided E

B in 10 CFR 35.31. The Nuclear Regulatory Commission's regulations shall govern E
3 unless the statements, representations, and procedures in the licensee's application E |

|1
.

B| and correspondence are more restrictive than the regulations. E| E :

3 A. Application dated August 1,-1994 [, E
B B. Facsimile dated February 1, 1995

~

Es
| C. Letter dated January 29, 1996 I

h D. Letter dated July 20, 1996 E

4

'

W E. Letter dated October 1, 1996 Ei F. Facsimile dated November 6, 1996 El
,

'

? E
s

~

Ei Ei E

|\s E
'

s ~ -

'

Els
E|,

s
E|
E|
s
-
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.
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FOR THE U.S. NUCLEAR REGULATORY COMMISSION g |y$
Ef E

N0Y - 7 1933 > g% E|D:te By ?. br g|
aterials Branch / / g

||Region IV, WCF0 g
Walnut Creek, California 94596 g|

I E
i

| @ E!
E '

4
E|s
E|a
E'

'

am m m m m m m m m m m m mrm m m m m m m m m m m m m m m m m m m m_m_m m-m m m m m m m m m m



B[TUEEN - -

Licenso Fee nagement Branch, ARM : 02120
R>J onal Licensing Sections :i eeCgrgC f;,

e! Comments: C0bk12
. . o". . . . m. . . .n = u r ". . n. . . . . . . . .. ' O [iOj/ ,7 c1 n. 2 9

-

..e.... . ". ...
: = c

.,... ... . .. 4LICENSE FEE T MITTAL

A. REGIO

1. APPgICATIONATTACHED

2:J:a%i:i"'": 28zP'"' """
bo al0.: 5N!f3
kct{$ T
%MI^c"|!448,60

e t

'-
Check No.: /m,

3. COMMENTS MU
,

Da$ey 1i: 3n-ur

Check whe# N 1est N O3 [s $ tered )B. LICENSE FEE MANAGEMENT BRANCH n

1. Feo Category and Amount: $N
hicationmaybeprocessedfor:2. g ee Paid

fcE!e
3. OTHER '

,

g}{ned - /. - U
c

i'j'jjyb

-

Log-- W Y - l-- - ----

Remitter --------

moun - -

Fee Category db -
- - -

Type of Fee - ----- - -

ch Rec'd. - f -7 ---
Date C .- --

pleted - J./ -Date ,
By: --- ------- --- ,



. . ._ . - - - - - .-

_

| ,

[# %'*t
UNITED STATES

NUCLEAR REGULATORY COMMISSION
; S REGION IV 1,

3 j'

(* % * * * * * 8
8 Walnut Creek Field Office

1450 Maria Lane
Walnut Creek, Califorriia 94596-5368

NOV - 7 liis t

]
Hilo Medical Center
ATTN: Daniel W. Rickenbacher i

Radiation Safety Officer |

l 1130 Waianuenue Avenue
Hilo, Hawaii 96720

|
' SUBJECT: LICENSE AMENDMENT
!

h Please find enclosed Amendment 62 to License No. 53-03506-01. You should review this ,

license carefully and be sure that you understand all conditions. If you have any |
| questions, you may contact the reviewer who signed your license at 510-975-0D 9. ;

i NRC expects licensees to conduct their progrt 1s with meticulous attention to detail and a
! high standard of compliance. Because of the serious consequences to employees and the
; public which can result from failure to comply with NRC requirements, you must conduct-

your program involving radioactive materials in accordance with the conditions of your i;

; NRC license, representations made in your license application, and NRC regulations. In I

j particular, note that you must:
!

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices, Instructions
|
| and Reports to Workers: Inspection and investigations," 10 CFR Part 20,

" Standards for Protection Against Radiation," and other applicable regulations.t

|

| 2. Possess radioactive material only in the quantity and form indicated in your license.
|

3. Use radioactive material only for the purpose (s) indicated in your license. |

| !

) 4. Notify NRC in writing of any change in mailing address (no fee required if the
location of radioactive material remains the same).!

,
5. Request and obtain written NRC consent before transferring your license or any ,

| right thereunder, either voluntarily or involuntarily, directly or indirectly, through I

| transfer of control of your license to any person or entity. A transfer of control of
'

your license includes not only a total change of ownership, but also a change in the
controlling interest in your company whether it is a corporation, partnership, or
other entity. In addition, appropriate license amendments must be requested and ,

obtained for any other planned changes in your facility or program that are contrary ]
to your license or contrary to representations made in your license application, as

!, well as supolomental correspondence thereto, which are incorporated into your
license. A license fee may be charged for the amendments if you are not in a fee-
exempt category.

I
l
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6

Hilo Medical Center -2-

6. Maintain in a single document decommissioning records that have been certified for
completeness and accuracy listing all the following items applicable to the license:

Onsite areas designated or formerly designated as restricted areas as defined*

in 10 CFR 20.3(a)(14) or 20.1003.

Onsite areas, other than restricted areas, where radioactive materials in*

quantities greater than amounts listed in Appendix C to 10 CFR
20.1001-20.2401 have been used, possessed, or stored.

Onsite areas, other than restricted areas, where spills or other unusual*

occurrences involving the spread of contamination in and around the facility,
equipment, or site have occurred that required reporting pursuant to 10 CFR
30.50(b)(1) or (b)(4), including areas where subsequent cleanup procedures
have removed the contamination.

Specific locations and radionuclide contents of previous and current burial*

areas within the site, excluding radioactive material with half-lives of 10 days
or less, depleted uranium used only for shielding or as penetrators in unused
munitions, or sealed sources authorized for use at temporary job sites.

Location and description of all contaminated equipment involved in licensed*

operations that is to remain onsite after license termination.

7. Submit a complete renewal application with proper fee, or termination reque:t at
least 30 days before the expiration date on your license. You will receive a
reminder notice approximately 90 days before the expiration date. Possession of
radioactive material after your license expires is a violation of NRC regulations.

8. Request termination of your license if you plan to permanently discontinue activities
involving radioactive material.

You will be periodically inspected by NRC. Failure to conduct your program in accordance
with NRC regulations, license conditions, and representations made in your license
application and supplemental correspondence with NRC will result in enforcement action
against you. This could include issuance of a notice of violation; imposition of a civil

t

t
- . .__ _ . _ --_ _ . _ _ _ _ _
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Hilo Medical Center -3-
|

P

>
,

penalty; or an order suspending, modifying, or revoking your license as specified in the !

" General Statement of Policy and Procedure for NRC Enforcement Actions" (Enforcement :
Policy), 60 FR 34381, June 30,1995. !

Thank you for your cooperation.
L

Sincerely,

[#
James L. Montgomery
Senior Health Physicist
Materials Branch

.

|
'

1

Docket: 030-03542 ;

License: 53-03506-01
| Control: 572423 -

|

I Enclosures: As stated *

!

!

It

|
,

!
,

,

|

|

'
t,

!
!
.

t - , .-. ., .-. .-.
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I Hilo Medical Center -4-

!
I

| bec:

:

! Docket File
WCFO Inspection File

' ' LFDCB, T-9 E10
State of Hawaii (License Only)

!

|

|

|
,

|
,

|

|
!

l

!

I

1

i
i

I

1

|
! l

I

DOCUMENT NAME: G:\572423 I
To receive copy of document, indicate in box: "C" = Copy without enclosures "E" = Copy with enclosures "N" = No copy |

1

RIV:MB J | | | | |

JLMontgomery TF'
11/7/96i

0FFICIAL RECORD COPY-

l

I
!

I

|

|
|

I

... . . ._ .
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STATE OF HAWAll
DEPARTMENT OF HEALTH I

HILO MEDICAL CENTER !1190 WMANUENUE AVENUs j
MILo. HAWMI 80720

i

FAX TRANSMITTAL COVER SHEET

<Y>231OATE: ' b ji 4 / 4 TIME:_- NO. OF PAGES: Y (inciveing cover sheet)

RECEIVER INFORMATION

TO:. M *~~ " 5 * r => o - e ~ 4
(AWthorized receiver's home)

'

TELEPHONE: FAX: 5/o-. 4 7 s - o 3 .s i.

SENDER,1NFORMATION

NN .FROM: %A M~- ~

TELEPHONE: F'AX: i}S IN
REMARKS: -

*
.

e

..

WARNING:
This messaae is intended only for the use of the individual or entity to which it is addressed
and mav'contain information that is orivileaed or confidentist and exemot from disclosure under I

soolicable lag if the reader of this message is not the intended recipient, or the employee or |
Egent responsible for delivering the message to the intended recipient, you are hereby notified |
that any dissemination, distribution. or copying of this communication is strictly proh'hited. If !

i

you have received this communication in error, please notify us immediately by telephone, and I

return the original to us at the above address via the U.S. postal service. Thank you.
!

INSTRUCTIONS TO AUTHORIZED RECElVER:

Upon receipt or for retransmittel, please call at .

'

VERIFICATION RECEIVED

; si .

| Receiver's Name Date/ Time
i

Revised 2/96

Attachment A

.-. _ . _ _ - - - _ . _
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STATE OF HAWAll
DEPARTMENT OF HEALTH

HILO MEDICAL CENTER
,

1190 WAIANUENUE AVENUE
|

HILO, HAWAU 96720

November 6, 1996
i

Mr. James Montgomery
U.S. Nuclear Regulatory Commission

| Wsinut Creek Field Of fice
j 1450 Maria Lane, Ste. #210

|
Uninut Creek, CA 94596

REFER: NRC License No. 53-03506-01

SUBJECT: Training In Basic Radioisotope Handling Techniques For:
,

Harvey T. Nakamura, M.D.
| George R. Ainge, M.D.
| David W. Camacho, Jr., M.D.
!

D3nr Mr. Montgomery:

This letter confirms that Dr. Harvey Nakamura, Dr. George Ainge, and
Dr. David Camacho have each received 24 hours of classroom and laboratory
training in basic radioisotope handling techniques applicable to the use of i

Strontium-90 for ophthalmic radiotherapy. Portions of this training |
occurred in their respective residency and fellowship programs and portions
occurred under my direct supervision at Hilo Medical Center.

:

Sincerely, |

: /L / ebkE
es T. Lambeth, M.D.

:

_ _ _ . _ . _- _ __ .__ ___
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BENJAMIN J. CAYETANO

! !Govf.RNOR D o or

Ef P,.,

STATE OF HAWAll ?J
| DEPARTMENT OF HEALTH

HILO MEDICAL CENTER
1190WAIANUENUE AVENUE

HILO, HAWAll 96720

October 1, 1996

Mr. Jamies Montgommary
U.S. Wuclear Regulatory Commaission i

Walnut Creek Field Office ;

1450 Maria Lane, Ste. #210

|
Walnut Creek, CA 94596

REFER: NRC License No. 53-03506-91 I
Docket No. 030-03542

ENCL Preceptor Statessents For;
I David W. Cannacho, Jr., M.D.

George R. Ainge, M.D. I
'

Barvey T. Nakananza, M.D.
Check for $440.00 to cover asse=*==nt fees. !

Dear Mr. Montgoumery:
!

Enclosed I have included the preceptor stateenents for 3 (three)of our authorized
us:Is to be given privileges to use the SR-90 Eye Applicator. Also, there is a
check in the amount of $440.06 to cover the fee for this annendument.

I

l If I .can provide any additional or suore specific inforsmation, please do not j
hesitate to call ame at (808) 969-4416.

Sin ely, i

|

|

k ONA4 %

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

i

1 .

,

i

a

I

57.24a3
_ _

-
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EXHIBI.T 3 (Continued)
.

PROPOSED PHYSICIAN USER

! "
HARVEY T NAKAMURA, M.D.i

PRECEPTOR STATEMENT / Continued /

2. CLINICAL TRAINING AND EXPERIENCE OF A80VE NAMED PHYSICIAN (Contsnuev/l
' I

MUTER or
CASE S INVOLVINGISOTOPE

CXMDITIONS DIAGNOSED OR TRE ATED PERSONAL COMMENTS
PARTDCDPAftON MDonMenneuen atenmenas m b

A subnwredm hakan en sapereer e%eeaLlB
P.32 C

Gefw6drJ TREATMENT OF POLYCYTHEMIA VERA.
D

LEUKEMIA. ANO 80NE METASTASES
t

(Cotede# ^ ^ ^
1

TRE ATMENT OF THYROlO CARCINOMAl.13 i

TREATMENT OF HYPERTHYROIDISh

Au 198
INTRACAVITARY TRE ATMENT |

Co60 INTE R$71TIAL TRE ATMENT /or
C>137

INTRACAVITARY TREATMENT
l 125

,,,g INTE RSTITI AL TRE ATMENT

Caso
or

YELETHE RAPY TRE ATMENT
. '.

5*90
TREATMENT OP EYE Ol3 EASE

9 (nim)
R ADIOPH AR MACE UTICAL PRE PA R A YtON

Y,*$ GENERATOR
-

, CENERATOR

Te99m REAGENTKITS .

Oeer ':

.
,

e

- -

a 0 I. ,.

1 DATES AND TOTAL NUM8ER OF HOURS RECEIVED IN CLINICA L RADIOISOTOPE TRAININGLOCATION
DATES

CLOCK HOUR $ OF EXPER.!ENCE

.

4.
THE TRAINING AND EXPERIENCE INDICATED ABOVEE PRECEPTOR 3 56GNATURE
WAS 08TAINED UNDER THE SUPERVISION OF:
a ~Aus os suraavison

JAMES T. LAMBETH, M.D. ' " '

s naun orenersruTion

HILO MEDICAL CENTER
1. pCEPTOR s NAuf rue = tro* oronat!

MAiunoAcoassa
1190 Waianuenue Ave. JAMES T. LAMBETH, M.D.

4 CITY
5. DATEHilo, Hawaii 96720_

| MATE RI ALJ LIGEN5E NUMBER (3)5.

53-03506-01
Oct. 1 1996

EXH-7
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EXHIBI.T 3 (Continued)
'

PROPOSED PHYSICIAN U$Eg
'

-

GEORGE R. AINGE. M.D.i

PRECEPTOR STATEMENT / Continued)

2 CLINICAL TRAINING AND EXPERIENCE OF A80VE NAMED PHYSICIAN (Castinued)
NUREBER OF

CASE 8 lNVOLVINGISOTOPE
CONDITIONS DIAONOSED OR TREATED PERSONAL COMMENTS

PARTICIPATION (Adentenat in fomistemi ar renmea m mer ee
A avenwredin asphces en asperse ameset/B

P 33 C

/5a&hl TREATMENT QP POLYCYTHEMIA VERA.
D

LEUKEMIA. AND SONE METASTA$ES

'" ^ '# # **#Y"'NIICeIndell

j
TREATMENT OP THYROIO CARCINOMA

TREATMENT OP HYPERTHYRolotSh

Au 198
INTRACAVITARY TRE ATMENT

j COSO
IN TE RSTITI AL TRE ATMENT Ior

Ca 137
INTRACAVITARY TREATMENTl

|
INTERSTITIAL TREATMENT'

le.192
Geco
O'

TELETHE MAPY TRE ATMENTCs-137
r

.

S*90
TRE ATME NT OP E YE DISE ASE 6 (SiX)
RADIOPHARMACE UTICAL PRE PARA TION

{ f,*M GENERATOR

| ', OENERATOR
-

! -

Te99m RE AGENT KITS ) b
O mer

! '

1 **
3

229;O'61 .L
.q o 4. m ;O .5.

n: 34 .d

1

| OATES AND TOTAL NUMBER OF HOURS RECElVED IN CLINICAL RADIOlSOTOPE TRAINING
,

LOCATION
DATES

CLOCK HOURS OF EXPER,!!NCE

|

| d. .-

i 4.
THE TRAINING AND EXPERIENCE INDICATED ABOVEE PRECEPTOR 156GNATURE

'

WAS 08TAINED UNDER THE SUPERVISION OF:
s NAus os sunRvssoR j /g g- g(JAMES T. LAMBETH. M.D.
= NAus os insisrvrioN

HILO MEDICAL CENTER
7. PRECEPTOR's NAME re ,,e or,nau

e. M Albino ADD AESS JAMES T. LAMBETH' M.D'
__ 1190 Waianuenue Ave.

. a CI T Y
,

g. DATE
M4in hu,44 06770

.~

5
MATERI AL3 LIGEN5E NVMBER(5)

53-03506-01 Oct 1, 1996

l EXH-7
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EXHIBI.T 3 (Continued)
*

.

PROPOSED PHY31CIAN USER
--

DAVID W. CAMACHO JR. M.D.

PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Cetinuev/t

| m en or
} CASES INVOLVINO180 TOPE

00NOITIONS DIAGNOSED OR TMEATED PE RSON AL COMMENTS

PARTICtPATlON tAsWitsanalintennetsee a temmens may be
A subnutenton auptten en separeer shoeasi4

P 37 C

( Saeber) TREATMENT OF POLYCYTHEMIA VERA.
D

(gUKEM1A. ANO SONE METASTASES

l
y INTR ACAVITA RY TRE ATMENT

TREATMENT OF THYROlO CARCINOMAl.131

TREATMENT OF HYPERTHYROIOlSh

Au tfs4 INTRACAVITAR Y TRE ATME NT

Co 60 INTE RSTITI AL TREATMENT / 1

1

.,

Cat 37
INTRACAVITARY TREATMENT \

--6 125 ;

INTERSTITIAL TREATMENT
,or

t r.197
'

cc 50
c'

TE LETHE RAPY TRE ATME NT !
'

$*00
TRE ATMENT OF E YE DISE ASE

q [f )
. R AOIOPH ARMACE UTICAL PRE PA R A TION

f,'M GENERATOR
'

,

GENERATOR

Tc 99m REAGENT KITS

O eser

| o-
|

|

Ai:

- r;

!

1 DATES AND TOTAL NUM8EH OF HOURS RECEIVED IN CLINICA L RADIOlSOTOPE TRAININGLOCATION

i DATES
' CLOCK HOURS OF EXPER.lENCE
|

<

i

~3,
,

4
. THE TRAINING AND EXPERIENCE INDICATED ABOVE* PRECEPTOR 3 S4GNATURE

WAS OSTAINED UNDER THE SUPERVISION OF:
s NAus or sursavsson

JAMES T. LAMBETH, M.D. '' ~
h NAus or #NSTarvTaoN

7. FRECEPTOR'8 HAME PAraw firpe orpant/
HTLO MEDICEAL CENTER

a. M AILING ADD AsSS JAMES T. LAMBETH M.D.
1190 Waianuenue Ave.ik GI T Y

5. DATE
_. Hilo, Hawaii 96720

s. MATEM ALE UGENEE NUMBERm OCt. 1, 1996
,

53-03506-01

EXH-7
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|
STATE OF HAWAll ??

DEPARTMENT OF HEALTH

HILO MEDICAL CENTER |
1190 WAIANUENUE AVENUE |

HILO, HAWAll 96720

i

! !

I

I
July 20, 1996 |

t

Mr. James Montgomery
U.S. Nuclear Regulatory Commission

| C31 nut Creek Field Office
1450 Maria Lane, Ste. #210l

Walnut Creek, CA 94596

R3f: Part 35.14 Notifications !

R0fer: NRC License No. 53-nwns-01 |

| Docket No. 030-03542 |

<

l

| Dear Mr. Montgomery,

The 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. and 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, 1996 granting Dr. David Camacho, Jr.,
i

M.D., I had added him to our license for a pariod of six months. I would'

like this extended for an indefinite period at this time. i

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

Sincerel

C MM tTs
Daniel W. Rickenbacher, E.N.M.T.'

Radiation Safety Officer
,

DWR/kg,

:

;
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- 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

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

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

|
- 4. Letter dated June 20, 1996 granting hospital privileges to

Dr. Peter A. Remedios, M.D., at Hilo Medical Center
!

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

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

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

:

|

i 8. Copy of California Materials License #5592-70 with Dr. Peter
Remedios, M.D. listed-

|
I

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

|

i
,

-- .-. ,, , - - - - , - . ,--y -
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STATE OF HAWAll
DEPARTMENT OF HEALTH

HILO MEDICAL CENTER
1190WAIANUENUE AVENUE

HILO. HAWAll 96720

June 20,1996
*

|

!

!
|
|

TO WHOM IT MAY CONCERN

I Re: Lee E. Miyasato, M.D.

| On June 6,1996 Dr. Im E. Miyasato was approved by the Medical Executive
| Committee of Hilo Medical Center for active staff membership with privileges in Radiology.
I

I
Sincerely,

'
-

William Carnett, D. .
Medical Director

i
!

!

.

I
r.
|
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STATE OF HAWAII,

DEPARTMENT OF COMMERCE AND CONSUMER AFFAIRS
PROFES$10NAL AND VOCATIONAL LICENSING DIVISION

1010 RICHARDS STREET
P.O. BOX 3469

HONOLULU, HAWAII 96801

05/02/ %
,

STATE OF HAWAII
HILS MEDICAL CENTER
MEDICAL STAFF OFFICE
1190 WAIANUENUE AVENUE
HILO HI 96720

RE: "91FICATION OF LICENSE / EXAM SCORES DATED 05/02/% FOR
, E MIYASATO

BOARD / COMMISSION: BOARD OF MEDICAL EXAMINERS

'
LICENSE TYPE: PHYSICIAN

LICE 2SE IDENTIFICATION: MD 9407

METHOD OF LICENSURE: ENDORSEMENT-THROUGH NATIONAL EXAM

DATE LICENSED: 02/21/ %

LICENSE STATUS: CURRENT, VALID & IN GOOD STANDING

LICENSE EXPIRATION DATE: 01/31/98

1 DISCIPLINARY ACTION: NONE

_ _

! .

CERTIFIED BY:

4Gend|= x &t d & ': a d

CONSTANCE CA8RAL-MAKANANI
EXECUTIVE OFFICER

nLCORDING TO CUR COMPLAINT RECORDS
WH',H DATE BACK TO 1985:

~ NO DEROGATORYINFORMATION B
ON FILE.

, O THE ATTACHEDINFORMATIONIS
ON FILECONCERNING THE

'

UCENSEE,
.

9

_ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _.________________.__._._._m_____._._.___._____.______._m..__ ._____-______._..._____.______.___m_ . _ _ _ __m_.___ _ _ . __m.. _ _ _.._____.._._ _ ____.______._ _ _ _ _____ . . . __ _ . _ _ _ _ _. _ _ . _ _ __ _ -- s a ~ _ _ _ _ _ _ _ _ _ _ _ . __ . _
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N'lC F'OR'M 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
*

!
TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAFETY OFFICER

( 1. NAME OF AUTHORIZED USER OR RAOIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
WHICH LICENSED TO

Lee E. Miyasato, M.D. PRACTICE MEDICINE
HI

3. CERTIFICATION
SPECIALTY 80ARD CATEGORY MONTH AND YEAR CERTIFIEDA 8 C

Radiology Diploma'te June 1995
'

4. TRA!NING RECCIVCD IN BASIC RADIOlSOTOFE HANDLING TECHNIQUES

TYPE AND LENGTH OF TR, i.JG

LECTURE / SUPERVISEDFIELD OF TRAINING LOCATION AND DATE(S) OF TRAINING LABORATORY LABORATORY
| A 5 COURSES EXPERIENCE
'

i (Hours) (Hours)
C D

July 1, 1991-June 30, 199 5

s. R ADI ATION PHYSICS AND OniverSity of Virginia
100 50INSTRUMENTATION Charlottesville, VA

b. RADI ATION PROTECTION See above 30 20
1

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT See abOve 20 5

,

OF RADIOACTIVITY|
|

!

d. RADIATION BIOLOGY See aboye 20

e. RADIOPHARMACEUTICAL
CHEMISTRY $ee aboVe 30 10

S. EXPERIENCE W|TH RADtATION. (Actust use of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS G AINED DUR ATION OF EXPERIENCE TYPE OF USE
TC-99m 30 mci uva rio s p i t a l , Chville 1040 hrs in all Clinical
Mo-99 3000 mci " " "

| I-131 200 mci " " "

Yb-169 500 uCi " " "

In-111 5 mci " " "

Ga-67 10 mci " " "

- T1-201 4 mci " " "
'

1-125 50 uCi " " "

I

NRC FORM 313M Supplernent A
(9-81) Page 5
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NRC FORM 313M SUPPLEMENT B U. S. NUCLEAR REGULATORY COMMISSION
' 1941)i .

PRECEPTOR ST TEMENT
!

| Supplement 8 must be completed by she aoplicantphysician'spreceptor. If more than onepreceptoris necessary to document
cxperience, obcsin a separate statement ficvn each.

1. APPLICANT PHYSICI AN'S NAME AND ADO RESS KEY TO COLUMN C
FULL N AME PE RSON AL PARTICIPATION SHOULD CONSIST OF:

1 Supervised examinstion of patients to determine the suitability for

|,',d jfZoj'f 'i' '"d/*' ''''''"'"' '"d ''' ***"d''' " ' 'I,e e E. Miyasato, M D. j d

STREET ADDRESS

240llaboration in dose calibration and, actual administration o,,f d,ose| 117 Tintern Court to tne patient inclue;ng caicuistion o ine radi, tion oos.,,, t.
measurements and plotting of data.

ClTy j STATE | ZIP CODE 3-Adequate period of training to enable physician to manage radioactive
patients and follow patienu through diagnosis and/or course of

Charlottesville VA 22901 tratment.

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF

CAS ES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED PE RSON AL (Aedificrio/in/ormation or comments may

PARTICIPATION be submittedin duplicate on sepersar sheen.)
A B C D

DI AGNOSIS OF THYROID FUNCTION 2

DETE RMIN ATION OF BLOOD AND
BLOOD PLASM A VOLUME 8

1131 LIVER FUNCTION STUDIES
or

,)1-125 FAT ABSORPTION STUDIES

KIDNEY FUNCTION STUDIES

IN VITRO STUDIES

OmER Tc-99m gastric Emptying 90 |

| '

l-125 DETECTION OF THROMBOSIS

|131 THYROID IM AGIN G 3

P 32 EYE TUMOR LOCALIZATION

Se-75 PANCRE AS IMAGING

Yb.169 CISTE RNOGRAPH Y

BLOOD FLOW STUDIES ANDXe4 33
PULMON ARY FUNCTION STUDIES 215

OTHER In-111 DTPA cisternography 2
BRAIN IMAGING 4

CARDI AC IM AGIN G 136

| THYROID IMAGIN G 36

SALIVARY GLAND IMAGING 1

Tc 99m BLOOD POOL IMAGING 24

PLACENTA LOCALIZATION

'

) LIVER AND SPLEEN IM AGING 12

LUNG IMAGING 235

BONE IM AGING g3g

T1-201 myocardial imagini; 56OTHER

NRC FORM 313M SUPPLEMENT B
(9-81) Page 6

/
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I



-| ( RECEPTOR STATEMENT (COntinueo.
*

"

*
, 2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN /Cononued/

* NUMBER OP
CASES INV3LVING COMMENTS

ISOTOPE CONDITIONS DIAGNOSED OR TREATED PERSONAL (M/dmadshdm or conenima may be
PARTIC8PATION Jubmited he shap//cas a separser ansear.)

A B C D
P-32 TREATMENT OF POLYCYTHEMIA VERA.'

M8"I LEUKEMIA, AND BONE METASTASES

INTRACAVITARY TREATMENT(C 13tdeff

TRE ATMENT OF THYROID CARCINOMA 5
1131

TREATMENT OP HYPERTHYROIDISM 42

Au-198 . INTRACAVITARY TREATMENT *

Co 60 INTE RSTITI AL TREATMENT
tr

..

INTR ACAVITARY TREAD 4ENT |Co137
-
3

INTERSTITI AL TREATMENT .
tr-192

c 11 LETHE RAPY TME ATMENT
; Co137

'S*90 TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION
!

(M GENERATOR 15
GENERATOR

|
Tc 99m REAGENT KITS ~30 !

Osmr i

Ga-67- Gallium imaging 42 |( TC-99m
Tc-99m Hepatobiliary imaging 35 j

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 RADIOlSOTOPE TRAINING

July 1, 1992-June.30, 1995 1040 hours

. -

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE 5. PRECEPTOR 3slGNATURE

WAS OSTAINED UNDER THE SUPERVISION OF:
a NAus or suesRvison 9

Charles D. Teates. M.D. N
h Naut op 8NSTITUTION 7. PRECEPTOR *S NAME Phase type oradarl
University of VA Medical Center

s. M As t.ING A O O R E 55 ' * **

Box 486, Dept. of Radiology
'

,

!
e, cs T V 5. DATE

; Charlottesville
5. MATERI AL5 LICENSE NUMBER (5) |45 000 34-26 Ib kb

( (NRC PORM 313M SUPPLEMENT 5
-

.

9411

... ...
Page 7
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STATE OF HAWAll
DEPARTMENT OF HEALTH

HILO MEDICAL CENTER
1190 WAIANUENUE AVENUE

HILO. HAWAll 96720

June 20,1996
.

E

TO WHOM IT MAY CONCERN
,

Re: Peter A. Remedios, M.D.

Dr. Peter A. Remedios has been a member of the wnsulting 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,
|

1 -
,

1

William Carnett, D.O.
Medical Director

!

|

|-

!
!

|

l
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STATE OF HAWAII
DEPARTMEET OF COMMERCE AND CONSUMER AFFAIRS

PROFESSIONAL AND VOCATIONAL LICENSING DIVISION
1010 RICHARDS STREET

P.O. BOX 3469
I HONOLULU, HAWAII 96801

10/16/95
.

}

STATE OF HAWAII
DEPARTMENT OF HEALTH
HILO MEDICAL CENTER
1190 WAIANUENUE AVENUE
HILO HI %720

- RE: 'RIFICATION OF LICENSE / EXAM SCORES DATED 10/16/95 FOR;
'ER A REMEDIOS

{ BOARD / COMMISSION: 80ARD OF MEDICAL EXAMINERS

LICENSE TYPE: PHYSICIAN

LICENSE IDENTIFICATION: MD 9285

, METHOD OF LICENSURE: ENDORSEMENT-THROUGH NATIONAL EXAM
1
^

DATE LICENSED: 09/25/95

> ' LICEUSE STATUS: CURRENT, VALID & IN GOOD STANDING

'

LICENSE EXPIRATION DATE: 01/31/ %
l
' DISCIPLINARY ACTION: NONE

,; e

CERTIFIED BY:i

& |^_T^2 & % $ $ $ ':?_'?

CONSTANCE CA8RAL-MAKANANI.,

EXECUTIVE OFFICER

ACCORDING TO OUR COMPLAINT RECORDS

: WH1 DATE BACKTO 1985:

NO DEROGATORY INFORMATION IS
ON FILE.

O THE ATTACHED INFORMATION IS
ON FILE CONCERNING THIS
LICENSEE.

. .

e

_m _ _ _ _ . _ _ _ - _ _ _ _ _ . _ _ _ _ _ . _ _ . _ _ - . . _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ . _ _ _ _ _ _ _ . _ _ _ _ _ . _ _ _ _ _ _ . _ _ _ _ . _ . _ _ _ _ _ _ _ _ _ . . _ _ _ . - _ . _ _ _ . _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ __________________,_.______.___.___-______._____________._..______-_________.____m-. = = = _ _ _ . _ . _ _ _ _ . _ _ _ . _ _ _ _ _ . _-
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Nh M E HIBli 2

/Q </fff Y N .f | E
\TRAINING AND INRPER CE-MEDICAL AUTHORIZED USER OR RADIATION SAFETY OFFICER '

1

7ms form is to cecomocny on coolication form (RH 2000) or a letter referencing your Califor 1
Rociocctive Matericis License Numcer.

Nort e of Preposec Aufnerizoo User or Raciation Scfety Officer: 87E8 f/f#N/ kM67/#3,M /) |'

2. Californic Pnysicion s onc Surgeon s Cemticcte Numoer. If ADDticcDie: [ [/N[
3. C emfic ation |

Soecicity Bearc | Category | Month and Yect Cemfie

WW W ' $jy%g & Pbpwysnc Akrom1, W A'%41 kau-saa,e,,f(rm,4
4. Ircining Received in Bosic Rocioisotope Honchng Technicues

Type and Length of Training
i Lecture / Supervisec
: Field of Training Location and Lecorofory Locorctory
!

Octe(s) of Training Courses (hours) Exponence (hour
A B C D

LAC +USC Medical Center: 7ccic'en Pavsics cro
Division of Nuclear Med.s ,,, , e ,,,,,,c n 1200 N. State St. Rm. 5250 45 45

| I Los Angeles, CA 90033
00 c' ca c'e'ec cr ! 25 none: -

Dates of Training:: '*c* emc?:cs :eccorg to 'Pe U5e 9-1-84 - 9-30-84.

: c Vecsure-eet Of 7cc?occtivav 11-1-85 - 12-31-85 20 20'

2-3-86 - 2-28-86
: icc:c'en Biology 5-166 - 5-30-86 20 none

9-1-86 - 9-J0-86e 100:ccr etrcceutic ci Cnemistry A total of 6 months 40 40

5 ! cer ecce aan 7cciot:en (cctuct use of rectoisoteces or ecuivctent excerience)

! I Maximum where Durction of
isotooe i Amount Experience was Gelned Exponence Type of Use

| Tc-99m 500 nCi 6 months clinical Diagnostic and
| Ga-6'; 20 mci As under 4B rotation during therapeutic

In-111 10 mci residency in
| Cr-51 100 mci Diagnostic

Iodine-1 23 10 mci Radiology
I-131 100 mci
Xe-133 50 nci
T1-201 10 mci

! 21
|

.. w e m

. . - . . -
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PRECEPTOR STATEMENT

Nis : art must ce comoletec by the acclicant nysic:an s creceotor. If more than ene orecector s necess:ccan ent excerience. ootain a separate statement from eacn.,

I

AOCi. Cant Physician Name na Accress i

*

=wI Name: rd/ y N#ff/J5, MD.i

Street Accress: ZW Y [rd
C.ty: [Ad AtrW M G4 State: (4 ZlP Code:[/fdf

!

i
.

2. C;inical Training anc Experience of Above Namec Physician

Key to Column C
Personal participation should consist of:

Supervisec examination of oatients to cetermine the suitacility for racionuclide cragnosis ana!or
1

treatment anc recommencation for presenced cosage.

2. Collaboration in cose cahbration and actual administration of dose to the eatient including
calculation of the raciation oose, relateo measurements, anc plotting of data.

| 3. Supervised interpretation of results of diagnostic studies.
4

Adeouate pened of training to enable pnysician to manage radioacttve patients and follow
patients througn diagnosis and/or course of treatment.

Number of
Conditions Cases CommentaIsotope Diagnosed or involving

Treated Personal (Additionalinformation or comments may tL
Participation submitted in duplicate on separate sheets! A B C D

t 131 Diagnosis of thyroid function 120

or Determination of blood and
blood plasma volume 6

1125 Liver function studies -

Kicney function studies 100

in vitro studies -

; OTHER i
B-12, I-123, etc. ! 30

1

I

|

1

_ _ _ .

|*

22
= == m

.

- . . - ...
,
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'

2. Ce..ca 7 a.c.r; a. c Excer.ence of Acc.e Nar ec chysic:an cent:rt ect

Numoer of I
| Conditions Cases Comments. iIsotope Olagnosed or involving ;'

i ;
Treated Personal (Additionalinformann or comments may ',

! Participationi submitted in duplicate on separate sheets
A B C D

I
'25 Oetect or of teremcesis 30 |

|
;

j "vroic r9acinc i
i '23 131 i ! 80

D 32 Eye tumor tocalization -
- '

| -SeJ5 c ancreas :macino

In-111 DI'PA| Cisternographyv3 169 25

Xe 133 B1000 flow stucies ano
culmonary function stucies 135 I

| OTHER
| :
' ;

i

Brain imaging | 85

Carciac imaging |150
Thyroid imaging

45 -

Sahvary glanc imaging | 6

Blood poolimaging
115

Liver anc spleen imaging | 350
1 <

Lung imaging
250

\

.t
-

Bone imaging
400,

'

OTHER

|

P 32 Treatment of polycythemia
(soluble) vera, leukemia, and bone

metastases 8

P 32 Intracavitary treatment
(colloical) 2

i 1131 Treatment of thyroid
carcinoma 15<

.

.h

Treatment of hyperthyroidism 25."

.

23 '

.._

-

. . . - - . . _ - , ,-. . . - ,
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; ~ ; .:cai T'aining aro Ex::er ence of Acove Nameo Physician teontinueo)
.

+

' Numoer of |'

Conditions | Cases : CommentsIsotope ! Diagnosed or
Involving | (Additionalinformation or comments may !

i
ITreated

'

Personal
! Participation submitted in duplicate on separate sheet! 'A B C
'

D i

c 226or i +tersttal t'eatmenta
I

-

0s 137 Intracavitary treatment f '
-

t 125 or Interstitial treatment
... 92 ~

Co 60 or Teletneracy treatment '

C s.137 ~

i
Sr 90 | Treatment of eye cisease

-

Radioonarmaceutical
, crecaration -

Mo 99/
Tc99m Generator 35

Tc.99M ReaQent kits 50

OTHER

,

3.
Dates and Total Numcer of Hours Received in Clinical Radioisotope Training: 9-1-84 - 9-30-84,

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

The Training and Experience Indicated Above Was Obta:ned Under the Supervision of:
4

a. Name of Supervisor: Michael E. Siegel, M.D., Director, Nuclear Medicine

D. Name of Institution: LAC /USC Medical Center
c. Maihng Address: 1200 N. State Street Rm. #5250

,

c. City. State. and ZIP Code: Los Angeles, CA 90033 , [ /

// [ /!5. Matenals License Numcer(s): 0134-70 s

!6. Preceptor's Signature: MA 2,
- - <<, ,-' ,

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

| 8. Date: May 14, 1993
, -

4

24
< wo .

,

'
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RADIOACTlVE M ATERIAL l.lCENSE Ucense Number: 3192-40

Supplementory Sheet Amendment Number: 13

,

'Ivin cities Community Hospital
1100 Ias Tablas Road
Tenpleton, 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,
cigned by Michael P. Curran, M.D., Radiation Safety Officer, and John B. Richartis, I

M.D., Director, Department of Nuclear Medicine respectively, License Number 3192-40 I
'is hereby amended in part as follows: !

To DELEI'E'
l

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

To add:

12. '1he individuals named below are authorized the specific uses of radioactive
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) 'Ihe letter dated August 18, 1993, signed by Michael P. Curran, M.D.,
Radiation Safety Officer, regarding the use of Technetium 99m DIPA aerosol.

i

|

For the Stot pt of Heotth Services

Dota: November 16, 1993 sy-
'~

3o m
Ro36ologic Hoolth Bronch
P.O. Box 942732
Socromento, CA 94234 7320

earmtwmm)

.-
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6Page 1 of
|
i

RADIOACTIVE MATERIAL LICENSE;

Pursuant to the Califomia Administreriw Code, Title 17, Chapter 5, Subchector 4. Group 2. Licensing of Medioactin Material, andin reliance
on statements and representerions heretofore made by the licensee, a license is hereby issued authorizing the licensee to recein, use, possoas,
transfer, or dispose of redioactin meterial listed below; and to use such radioactive meterial for the purpose (s) and et the place (s) designated
bel 1w. This license is subject to all soplicable rules, regulations, and orders of the Department of Health Services now or hereafterin effect and
t2 any conditione specified in this license,

1. Licensee 3. License No.'IWin Cities Cbmunity Hospital 3192-40
Ameadnear No. 15

.

1100 Las Tablas Road1 2. Addres, ,, , , , , , , , , , , , , ,
Tenpleton, CA 93465 June 9, 2001d

#"" "
Michael P. Curran, M.D. Radiologic Health Branch'

a rt,,,, ion,.
Radiation Safety Officer Berkeley

!

License Ntmber 3192-40 is hereby remwed in its entirety:

i In accordance with California Radiation Centrol Regulations, Title 17, Subchapter 4,
Article 4, Section 30195, the Medical Use Groups specified below grant the use of.

radioactive material, as approved by the United States Food and Drug Administration,;

: the California State Bcard of Medical Quality Assurance and/or the California State
Board c.f Pharmacy, for diagnceis and treatment of patients, when prescribed and as
directed by an appropriately authorized physician listed on this license.;

]
'

j GROUPS AUIHDRIZED LNDER 'IHIS LIGNSE

I Group 1 - Diagnostic studies involving measurement of uptake, diluticn, or excreticn !
i but not involving imaging.
;

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

l

Group 3 - Use of reagent kits including bb/Tc 99m and Rb/Kr 81m generators for
preparation of radicpharmaceuticals listed in Group 2.

Group 4 - Internal therapy not usually requiring hospitalization.
,

Group 5 - Internal therapy usually requiring hospitalizaticn for purposes of
. radiatica safety.

-

-

..

For the State Department of Health Services

June 20, 1994 3

Radiologic Health Section
744 P Street, Secremento, CA 95814

RM 2550 (2/01)



, - -- .-_

D. pow'esis a seasse loswices

.,_.a=,

2 6'

Pope of Popes

I'

RADIOACTIVE MATERIAL LICENSE Ucense Numbec
3192-40

i .

! M 15
| Supplementory Sheet Amendment Numbec
|
!

.

Group 9 - Nonhuman uses using sources identified in Items 6, 7, and 8 below.
k
f 6. Nuclides 7. Forms 8. Authorized Use

A. Arry radicnuclide with A. Sealed sources, A. Marker sources
Atomic numbers 3-83 manufactured, labeled and califraticn.

g
inclusive except: packaged, and

g distibuted in
U accordance with a

f (1) Strontium 90 and specific license
(2) Taad 210 issued to the

manufacturer by the
U.S. Nuclear - - -

Regulatory Conmissicn
g or Agreement State,

not to exceed 10 nCi
each.

G

Group 11 - Manufacturer-sponsored clinical investigations

6. Nuclide 7. Eggm 8. Authorized Use'
|

A. Any radicpharmaceu- A. Any radiopharmaceu- A. To be used for diagnostic j,

tical or Biologic tical in an IND or therapeutic studies cxn- |

not prohibited by which has been ducted in strict accordance |

U.S. Food and Drug accepted in writing with Physician-sponsored or
Ackninistration. by the U.S. Food Manufacturer-spcia.aod

and Drug IND(s) which have been
Administration. accepted and approved by the

State of California Food and
Drug Ackninistraticn or the
U.S. Fbod and Drug

- -

Ackninistraticn.-
-

9. Possessian Limits . m_ .-

-
-

. ..

Cbmbined possessica limit for Group 1, Group 2, Group 3, Group 4, Group 5, Group"

Group 9, and GIoup 11 -- A total not to exceed 1.0 Curie

c 10. Radioactive material shall be used only at the following locaticos:

(a) 1100 Las Tablas Road, Tenpleton, CA.

For the State Department of Hootth Services

3June 20, 1994 gy:Date:
RadiologK:: Hoolin Bronen
P.O. Box 942732
Soctomento. CA 94234-7320

. . . . . . . . . .
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3192-40
im RADIOACTIVE M ATERIAL LICENSE Ucense Number
**'" 15 ,

Supplementary Sheet Amenement Number.

.

11. This license is subject to an annual fee for sources of radioactive material
authorized to be possessed at any one time as specified in Item 8 of this

,

license. 'Ihe annual fee for this license is required by and conputed in'

accordance with Sections 30230-30232 of the California Radiaticn Cbntrol
Regulations and is also subject to an annual cost-of-living adjustment pursuant'

to Section 113 of the California Health and Safety Cbde.

, 12. The individuals named below are authorized the specific uses of radWtive
material authorized in Use Groups 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 - -

(c) 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. Dccept as specifically provided otherwise by this license, the licensee. shall
possess and use radioactive material described in Items 6, 7, and 8 of this ,

license in accordance with statements, representations, and procedures ccntained
'

in the docurrents listed below. 'Ihe Department's regulations shall govern unless
the statements, representaticns, and procedures in the licensee's* application
and correspondence are more restrictive than the regulations.,.

,

I

(a) 'Ibe letter dated April 22, 1991 and applicaticn with attachments dated
April 22, 1991 signed by Michael P. Curran, M.D., Radiaticn Safety Officer,
all related to the renewal of license.

(b) 'Ihe letter dated August 18, 1993, signed by Michael P. Curran, M.D., |
Radiation Safety Officer, regarding the use of Technetium 99m DTPA aerosol. i

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

-

--

.

(b) 'Ihe Chairperscn of the Radiaticn Safety Cbnmittee shall be
Michael P. Curran, M.D..-

.- ..
-

1

(c) 'Ihe Custodian of sealed sources shall be Barbara Benson, CN4r i

15. Analytical tests for leakage and/or cantamination of sealed sources shall be
performed cnly by persans specifically authorized to perform that service.

.

|
t

I
i

; '

c /s.
For the State Department of Health Services

3DetO: June 20, 1994 By:
ROdlOK)Qlc Health Bronch
P.O. Box 942732
Socromonto. CA 94234 7320

. . , . . , . . . . . . ,
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3192-40'

RADIOACTIVE MATERIAL l.lCENSE Ucense Numbet
!

15
Supplementary Sheet Amendment Numbec |

.

16. 'Ihe following individuals are authorized to collect wipe test sanples of sealed
sources possessed under this license using leak test kits acceptable to the ;

California Department of Health Services. j

|

(a) 'Ihe PaMaticn Safety Officer
(b) OJalified irdividuals designated by the Radiaticn Safety Officer

17. Records of leak test results shall be kept in units of microcuries and
maintained for inspecticn. Records may be dispceed of following Departnent j

inspecticn. Any leak test revealing the presence of 0.005 microcuries or nore
of removable radioactive 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. 'Ihis report shall include a descripticn of the
defective scurce or device, the results of the test, and the corrective action
taken.

|
18. 'Ibe licensee is autierized to hold radioactive materials with a physical

half-life of less than 90 days for decay-in-storage before dis p al in ordinary
trash provided:

(a) Radioactive waste to be disposed of in this manner shall be held i

I for decay a min:unzn of ten half-lives.

(b) Before disposal as ror.ral waste, radioactive waste shall be
surveyed to determine that its radioactivity cannot be dis-
tinguished frun background. All radiaticn labels shall be
renoved or obliterated.

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

1 Dccept as otherwise specifically provided br this license, radiopharmaceut-
icals to be adninistered to humans shall be procured in prepackaged, precali-
brated form, from a supplier who is registemi with the U. S. Food and DrugL

Adninistraticn, or prepared and crrnpounded fxcm.a.. prescription, in accordance -'

with the regulations of the California Bcard of Pharmacy.

20. Decept as otherwise specifically provided by this license, radioactive
biologicals (including human scrum albunun) to be adninistered to humans shall
be procured in prepackaged, precalibrated form, fran a supplier licensed for the
preparation and distributicn of such products by the Division of Biologics
Standards of the National Institutes of Health, or U. S. Food and Drug
Adninistraticn; or prepared in accordance with the regulaticns of the California
Board of Pharmacy.

-

For the State Department of Health Services

3
Dst 0: June 20, 1994 By:

Radiologic Hecttn Bronen
P.O. Box 942732
Socromento. CA 94234 7320

. . . .
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21. Radioactive materials prepared, processed, or noxiified by the licensee shall
not be adninistered.to humans except as specifically authorized by this license.

22. Technetium 99m generators approved by the Department may be used as sources of !

Technetium 99m for use in preparaticns to be adninistered to hzrans, provided |

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

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

23. 'Ibe licensee shall elute generators and process radioactive material with J
reagent kits in acconiance with instructicns furnished by the manufacturer cn i

the label attached to or in the leaflet or brochure that acocxmanies the
generator or reagent kit.

. . . .

24. Technetium 99m labelled pharmaceuticals prepared by the licensee by aseptic
additico of pertechnetate to sterile, pyrogen-free reagents may be administered i

to hunans provided the radioassay of the final product is determined with an |
overall error not exceeding ten perrent. When the pharaceutical is prepared |

fran reagents procured in the form of approved kits, the licensee must strictly |
follow all instructions and recomendaticns contained in the package inser !

information; otherwise the pharmaceutical nust be prepared and ocnpounded frun
a prescriptico in accordance with the regulations of the California Board of

)) Pharmacy.

25. Where users or their assistants are engaged in clutico of pertechnetate 99m fran
generators, the exposure to the fingers or hands shall be ntnitored as reqaired |

by Title 10, Cbde of Federal Regulations, Part 20, Secticn 20.1502 (a) .
|

26. fe-99 break through may not exceed 0.15 uCi per mci of Tc-99m, and less than 2.5
uCi It-99 per administered cbse.

27. Equipnent for radicnetric assay of pharmaceuticals, body fluids, excreta, or in
vitro assay sanples shall be calibrated to ensure the reliability of data- -

cbtained. 'Ihe stability of the eqdpment s' hall be checked at least coce cn each*

,

day of use, using appropriate standards.

8. Nuclear medicine technolcgy procedures sha be-perforned by nuclear medicine
technologists pursuant to the California Cbde of Regulations, Title 17,
Subchapter 4.6. Such procedures shall be perforned under the supervisicn of
indivirhds listed as authorized users en this license who neet the criteria
specified in Secticn 30510. Certificates or special permits issued pursuant to
Sub:hapter 4.6 shall be prcminently displayed at the facility (ies) authorized cn
this license.

!

For the State Department of Health Services

3
Dota: June 20, 1994 By:

Rociolog|C Heofm Bronch
P.O. Box 942732
Socromento, CA 94234 7320

| . . . .
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29. Treatnent and managestent of patients receiv: Lng therapeutic quantities of
unsealed radioactive materials shall be in accordance with guidance ocntained in
Qupter 4, " Release frun Hospital of Patients Ctntaining Radioactive Materials",
Naticnal Cbuncil cn Radiaticn Protecticn and Measurements (!GP) Report No. 37,
"Precauticms in the Management of Patients Who Have Received 'Iherapeutic Arrounts
of Radicnuclides" (IUP Publicaticns, P.O. Box 30175, Washingtcn, D.C. 20014).

30. Radioactive materials shall be used by mptional workers in such a marmr
that the cbse limits specified in Title 10, Code of Federal Regulaticns, Part
20, Subpart C (Sections 20.1201 through 20.1208) are not e M 4

31. 'Ihe licensee shall nonitor occupational exposures to radiaticn and shall supply
and require the use of individual tronitoring devices by personnel as regaired by
Title 10, code of Federal Regualticns, Part 20, Secticn 20.1502 (a) .

32. 'Ihe licensee shall rrcnitor mPticnal intakes of radioactive material by, and
assess the ccmnitted effective cbse equivalent to, individuals who may have
exceeded or are likely to exceed, the limits specified in Title 10, Cbde of
Federal Regulations (G R), Part 20, Secticn 20.1502 (b) . Suitable and tinely
measurements used for determination of such intenul exp3sures shall be

*

performed as specified by 10GR 20.1204.

33. This license cbes not authorize distributicn to perscos licensed pursuant to
Secticn 30195 (a) and (b) of the California Radiatico Cbntrol Pqalaticns or |

equivalent provisicns of the Nuclear Regulatory Ocmnissicn or Agreement States. (

34. A copy of this license arxi a copy of all records and documents pertaining to
this license shall be traintained available for inspecticn at 1100 Las Tables
Road, Tenpletcn, CA.

|
1

- ..
j
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For the Stot ortment offectth e ces

Dat :: June 20, 1994 gy: Jay f cJ A 3

Roowr IC HecnnfronChP, ox 942732
Socromento. CA 94234 7320
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PLsrsuant to the Califomia Cooe of Regulanons Owsion 1. Totle ti, Otapter 5. Subd, apter 4. Group 2, bcensing of Radooactino Malenal. and on
suarce on statements and rep'esentations horetofore m.m by tre Ircensue a Irconse is hereby ossued auttwrivi t% 1:xnioc to recesiv use
poss&ss tr$nS'er, or 0 Spose of rDaicajiw m0?cnJ|l#UIl.ts.hy; Otc to uso SvCh ruoroactMy matenal(CV the pu!|,GSQ|5 * cn,) 31 !!c p:a;fs)
designated b0 low This license is subject to au 01gcabie niles, rtgulations wc oraots of tre Department of Henith Services tw>w or tieren!ter in
effect and to any standarti or specSc cordition sino!>cd on thos license.

t Ocensee USC University Hospital 3 Ucensetb
5592-70 Amenerent th: 17

2 Addess 1500 San Pablo Street 4. Spirafim date

|
Los Angeles, CA 90033 June 3,1998 (3)

*

Attentim: James R. Bading, Ph.D. 5 inspection agency Ims Angeles County|
| Radiation Safety Officer Depanment of Health Services
|
l

Ucense Number 5592-70 is hen:by amen &d as follows:

6. Nuclide 7. Form 8. Possession Limit

A. Group 1 as specified in A. Any A.- C. Combined possession
Item 9. limit of Groups 1,2, and

3 not to exceed 600 mci.
| Any radionuclide with

atomic number 3-83.

| B. Group 2 as specified in B. Any
item 9.

i

Any radionuclide with
,

atonic number 3-83. |

C. Group 3 as specified in C. Any

| Item 9. Excluding Generators
i

Any radionuclide with,

| atomic number 3-83.

| D. Group 4 as specified in D. D. Total not to exceed 60 mci.

| Item 9. |

| 1. Phosphorous 32 1. Any |

2. Iodine 131 2. Any |

'

E. Group 5 as specified in E. E. Total not to exceed 300
| Item 9. mci.
1
1

!

| 1. Phosphorous 32 1. Any
| 2. Iodine 131 2. Any

F. Group 8 as specified in F Sealed or solid sources F.
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.
|
|

!
t

i
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6. Nuclide 7. Form 8. Possession Limit

G. Group 9 as specified in G. G.
Item 9.

.

1. ' Any radionuclide with 1. Sealed or solid sources 1. Total not to exceed 30
atomic number 3-83 manufactured in mci.

I inclusive, except: accordance with a
Strontium 90 and specific license issued Each radionuclide not
Lead 210. by the United States to exceed 20 mci.

Nuclear Regulatory
Commission or an
Agreement State.

2. Gadolinium 153 2. Scaled sourtes (Sk> del 2. Total 800 mO, in
3601) souices, no single

source to exceed 250
I mG.
|

| H. Group 10 as specified in H. Any H.-l . Total 10 mci.
Ite m 9.

Any radionuclide with
atomic number 3-83.

I. Gmup 11 as specified in I. Any
Item 9.|

Any radionuclide with
atomic number 3-83.

l f

|

t

s

1

|
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9. Authori7eA Use

'

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

'

B. Group 2 Diagnostic studies involving imaging including the use of Xenon l27 and/or Xenon 133
gas.

+

C. Group 3 Reagent kits utilizing bulk technetium prepared by a radiopharmacy for preparation of
radiopharmaceuticals listed in Group 2.

i

D. Group 4 Intemal therapy not usually requiring hospitalization and palliative treatment. !

E. Group 5 Internal therapy and palliative treatment requiring hospitalization for purposes of radiation
safety .

F. Group 8 Telethempy of'cIncer and Teleradiosurgery.

G. Group 9 Nonhuman use: Marker and calibration sources.

H. Group 10 Physician-Sponsored nonroutine medical uses of radioactive materials (Physician-
Sponsored IND).

I. Group 11 Manufacturer-Sponsored nonroutine medical uses of mdioactive material (Manufacturer-
; Sponsored IND).
!

LK'RNSE CONDITIONS

10. Radioactive material shall be used only at the following locations:
1

A. 1500 San Pablo Street, Los Angeles, CA

11. This license is subject to an annual fee for sources of radioactive material authorized to be possessed at
any one time as specified in Item 8 of this license. 'lhe annual fee for this license is required by and
computed in accordance with Sections 30230-30232 of the Calilomia Radiation Control Regulations and
is also subject to an annual cost-of-living adjustment pursuant to Section 113 of the Calitbrnia Health and

! Safety Code.

i

!

!

.
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:

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

!

(a) James Huprich, hiD. Groups 1,2,3 and 9 )
-

(b) Patrick Cilletti, MD. Groups 1, 2, 3, 4 ,5 and 9 ,

(c) Aziz N. Ansari, MD. Groups 1, 2, 3, 4, 5 and 9 i

| (d) Peter S. Conti, MD., Ph.D. Groups 1, 2, 3, 4, 5 and 9
| (e) Scott T. Grafton, hiD. Groups 1,2,3 and 9 l

; (f) James R. Bading, Ph.D. Group 9 (Physical measurements only)
,

| (g) Nelson Amstein, MD. Groups 1, 2, 3, 4, 5 and 9 |(h) Azizullah N. Ansari, MD. Groups 1, 2, 3, 4, 5, 9,10 and 11 j
(i) David C.P. Chen, MD. Groups 1,2,3,4, 5 and 9 |
(j) Michael E Siegel, MD. Groups 1, 2, 3, 4, 5 and 9
(k) Zbigniew Petrovich, MD. Group 8

,

(1) Gary Luxton, Ph.D. Group 9 (Physical measurements only) j
[ (m) Gheng Yu, Ph.D. Group 9 (Physical measurements only) 1

(n) Robert W. Henderson, M.D. Groups 1, 2, 3, 4, 5 and 9 |
(o) Peter A. Remedios MD. Groups I, 2, 3, 4. 5 tuid 9

1

(p) Deirdre M. Cohen, MD. Group 8
(q) Kousha Zarnegar, M.D. Groups 1, 2, 3, 4, 5 and 9
(r) Gaixir ku.sef, Pli.D. Ginup 9 (Physical nwasun:ments only)

j

1

13 Except as specifically provided othemise by this license, the licensee shall possess and use radioactive
material described in items 6,7,8 and 9 of this license in accordance with statements, representations, and
pnvedures contained in the documents listed below. De Department's regulations shall govern unless the ;

statements, representations, and procedures in the licensee's application and correspondence are more
'

restrictive than the regulations. j

(a) He license application with attachments dated February 26,1991, signed by Gerald G. Bosworth, CEO, |
as modified by the letter with attachments dated May 1,1991, signed by Donald K. Wadsworth, and the |
letter with attachments dated May 22.1991, signed by Kai H. lxe, Ph.D. |

(b) He letter with attachments (regarding quality assurance) dated July 15,1991, signed by Kai H. Lee,
Ph.D.

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

(d) he letters with attachments dated February 10,1993 and April 26,1993, both signed by James Bading,
Ph.D., regarding the use of fludeoxyglucose.

l

!
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13. (Continued)

(e) The letter with attachments dated November 10,1993, signed by Gerald G. Bosworth. Chief Executive [
Omcer, regarding the possession and installation of a Cobalt 60 Stereotactic Leksell Gamma Unit. The '

licensee is authorized to use the unit Ibr physical measurements only, not Ibr patient therapy. After '

physical measurements and calibration have been done successfully, licensee should submit a request i

along with the calibration results to the Department for final approval,
i

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

(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 Luxton, Ph.D. and |
David Symonds, regarding the operation of the Gamma Knife Unit and associated Radiation Field

,'measurements.

(h) ne letter with attachments dated September 13, 1994, signed by James R. Bading. regarding the
authorization for a Gamma Camera and Pinhole l'ollimator; in addition, to the existmg Scintillation ;
Probe for Dyroid uptake measurements. -

(i) %e letter dated October 14,1994, signed by James Bading, Ph.D., regarding uses of the Gamma Knife
>

Unit. i

|

(i) De letter dated November 23,1994, signed by James Bading, Ph.D., regarding changes in Gamma Knife
Unit emergency procedures and calibration procedures ihr the new camems.

(k) he letters, both dated.hnw 5,1995, signed by.bnws lhuling, Pit D., R:xliation Safety Omcer, regartling
alw gunclutse of a system employed to impnne noelcar sixdicise initige.s, tiie sia.iliod li>r t:ildsig a xt
nwasuring priage wipe tests, anal tlw nwtluni eini o3 ed li>rle.tk testisig of the ('oisilt (M sotuces in thed

G:unnti imife teletlwrapy unit. 'the Gamnti leiife yttdity control prueettu:es ;ue escluded fium this
authorization.

|
14. (a) %e Radiation Safety Omcer in this program shall be James R. Bading, Ph.D. '

(b) De Chaimerson of the Radiation Safety Committee shall be James R. Bading Ph.D.

15. Sealed sources possessed under this license shall be tested for leakage and/or contamination as required by i

Section 30275 (c) of the Califbmia Radiation Control Regulations. '

|

16. Quantitative analytical assays for the pumose of tests for leakage and/or contamination of sealed sources shall
be performed only by persons specifically authorized to perfonn that service. i

i

|

~ ,
- !
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|

l 17. The following individuals are authorized to collect wipe test samples of sealed sources possessed under this

| license using leak test kits acceptable to the Califomia Department of llealth Services:
|
l

(a) the Radiation Safety Officer
.

.

(b) qualified individuals designated in writing by the Radiation Safety Oflicer

! l 8. Records ofleak test results shall be kept in units of microcuries and maintained for inspection. Records may
i be disposed of following Department inspection. Any leak test revealing the presence of 0.005 microcuries

or more of removable radioactive material shall be reported to the Deputment of Health Services, Radiologic;
'

Health Branch,601 N. 7th Street P.O. Box 942732, Sacramento, CA 94234-7320, within live days of the test.
His report shall include a description of the defective source or device, the results of the test, and the
corrective action taken.

,

19. He licensee shall conduct a physical inventory every six months to account for all sealed sources and/or
devices received and possessed under the license. Records of the inventories shall be maintained Ibr
inspection, and may be disposed of following Department inspection.

20. Except as otherwise specifically provided by this license, radiopharmaceuticals to be administered to htunans
shall be procured in prepackaged, preealibrated Ibrm lium a supplier who is registered with the U. S. Food
and Drug Administration, or prepared and compounded, lium a prescription, in accurdance with the
regulations of the Califomia Board of Pharmacy.

21. Except as otherwise specifically provided by this license, radioactive biologicals (including human serum
albumin) to be administered to humans shall be procured m prepackagd, precalibrated Ibon fiom a supplier

| who is licensed for the prepiration and distribution of such products by the 1)ivision oflholopic.s Standard.s
of the National Institutes ofIlealth, or i J K 161 and l > rug Admimstranon, or prepired m accordance with
the regulations of the Calilomia ikurd of Pharnmey.

22. Radioactive materials prepared, processed. or modified by the licensee shall not be administered to huntms
except as specifically authorized by this beense.

23. Le licensee shall elute generators and process radioactive material with reagent kits in accordance with
instructions fumished by the manufacturer on the label attached to or m the teatlet or bruchure that
accompanies the generator or reagent kit.

| 24. Technetium 99m labelled pharmaceuticals prepared by the licensee by aseptic addition of pertechnetate to
| sterile, pyrogen free reagents may be administered to htun:uts provideJ the udioa3say ut the final pruauet is

detennined with an overall enur not exceedmg ten percent When the pnarmacetana; .s prepa.cJ 1 rom|

| reagents procured in the form of approsed kits, the beensee must strictly tollon all mstrucuon3 and
| recommendations contained in the package insert intonnation, otherwi.se the pharmat cauan muat t>e pr epacd

and compounded from a prescription in accordance wnh the regulations of the Lauton aa Boaid of Pnarmacy

.
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25. Equipment for radiometric assay of pharmaceuticals, body fluids, excreta, or in-vitro assay samples shall be
calibrated to ensure reliability of data obtained. 'lhe stability of the equipment shall lv checked at least once
each day of use, using appropriate standards. ,

j
'

26. The licensee may use any commercially available device, acceptable to the Nuclear Regulatory Commission
or any Agreement State, for doing linearity tests ofits dose calibrator provided the procedures, described by i
the manufacturer of the linearity device are followed. I

27. Nuclear medicine technology procedures shall be performed by nuclear medicine technologists pursuant to
the California Code of Regulations, Title 17. Subehapter 4.6. Such procedures shall be performed under the i

supervision ofindividuals listed as authorized users on this license who meet the criteria specified in Section !

30510. Certificates or special permits usued pursuant to Subchapter 4.6 shall be prominently displayed at |the facility (ies) authorized on this license.
|
!

28. Treatment and management of patients receiving therapeutic quantities of unsealed radioactive materials shall

be m accordance with guidance contained in Chapter 4, " Release from llospital of Patients Containing
Radioactive Material" National Council on Radiation Protection and Measurements (NCRP) Rein 1 No. 37, '

, Precautions in the Management of Patients Who ilave Received lherapeutie Amounts of Radionuelides"
(NCRP Publications, P. O. Ilox 30175 Washington,11 C.,20014)

29. Telethempy facilities shall be so constructed as to permit continuous observation of patients from outside the
treatment room. '

30. Tests for leakage and/or contamination of teletherapy sealed sources shall be performed in accordance with i

Section 30275 (c) of the Cahlornia R:.diation Control Regulations, except that Coluh-60 sources may he
tested at intervals not exceeding two years. provided that the tests perf ormed at the ame of in.stallation of the

source, and six months therealler, do not reveal leakage and/or contamination m excew uf the specified limit.

11. Leakage / contamination test samples shall be taken from the inner surface of the kam port, or other surface
communicating with the source capsule. and shall le taken with the source in tne "ulP' position.

32. The licensee shall post operator instructions at the console as follows:

| (a) To assure that only the patient is in the treatment room at the stan of the radiation treatment.

(b) To assure that emergency procedures are followed if unable to turn off the primary beam or if any other
| abnormal operation occurs.

!

| (c) To assure that the appropriate personnel be notified by posting the names and telephone numbers of
authorized users and the Radiation Safety Orlicer.

33. Electrical interlocks on entrance doors to the teletherapy room shall be tested for pmper operation a,t least
once every six months. Records of test results shall lx maintained available %r inspeenon

|
!

|

!
.
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34. At least 30 days prior to the initiation of any of the actions listed below, the licensee shall submit an
;

application to the Department for a license amendment authorizing the proposed action. 'lhe application
shall include a completed fami RJ 12000D, with such drawings and other intbrmation as nay be necessary
for evaluation of radiation safety. Such actions requiring amendment are: .

. (a) Installation, mmoval, or replacement of a radioactive source.
(b) Installation, removal, or replacement of a partially shielded container, such as a drawer, containing a

nidioactive source.
i

(c) Installation or replacement of a complete teletherapy unit or of a teletherapy unit head which provides |,

| complete shielding of the radioactive soun:e.
{l (d) Relocation or reorientation of a teletherapy unit for use within a shielded room. -

(e) Any other change in the teletherapy unit, treatment room, or shielding, or in the manner of use of the
|

unit, or in the occupancy or use of any adjacent area, which could produce radiation levels or exposures j
ofindividuals in excess of those indicated in previous applications or radiation survey reports.

.

1

35. At least 30 days prior to the initiation of any of the actions listed below, the licensee shall notify the
Department in writing:

(a) Removal from a shicided room of a complete teletherapy unit which is not to be replaced.
(b) Removal fium a shielded num of a complete teletherapy tulit head which is not to tv replaced.

| 36. Pursuant to Califomia Radiation Control Regulations, the licensee is authorized to possess the natural or
i depleted uranium used for purposes of shielding or co!!ination in teletherapy and'or accelerator tuiits.
I

37 Each telethempy unit shall be lhlly insiveted and serviced during source replacement or at intervals not to
exceed live years, whichever comes first, to assure proivr liuietioinnp of the source exp>sure mechaiusm.

| 'lhis mspection and servicing shall tv personned by pasons .specifically licen:,ed to do so by the U. S.'

Noelear Regulatory Commission or an Agreement State. 't he licensee shall nuuntain available for inspection,
a report of each inspection and servicing. 'the report shall lv that received by the licensee lium the person
who performed the inspection and servicing.

|
Special Requirements for Teletherapy Calibration and Spot-Checks:38.

(a) Requirement to perform full calibration measurements of teletherapy units.

(1) Full calibration of the output of each teletherapy unit shall be performed before the unit is fust
used for treatment of patients, and thereafter;

a. whenever spot-check measurements indicate that the output value differs by more than five
percent from the value obtained at the last full calibration conected mathematically for,

physical decay,!

b. following replacement of the radiation source,

i-

i
:

__ ____ _ . .
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I 38. (Continued) !
:

c. following any repair of the teletherapy unit that includes removal of the source or major I!

| repair of the components associated with the source exposure assembly, and
'

t

! d. at intervals not exceeding one year. I

,

i

| (2) Full calibration measurements required by this condition shall include determination of: I
|

| a. the exposure rate or dose rate to an accuracy within three percent for the range of field sizes ;
'

and for the range of distances (or for the axis distance) used in radiation therapy, |

| b. the congruence between the radiation field and the field indicated by the light beam
localizing device,

!

c the uniformity of the radiation field and its dependence upon the orientation of the useful
beams,

!
l

I d timer accuracy, and '

I

the accuracy of all distance measuring devices used for treatment of patients.e.

(b) Requirement to perfonn periodic spot-check measurements of teletherapy units.

| (1) Spot-check measurements shall tv irrfonned on each telethempy unit used fbr treating humans :

; at intervals not exceeding one month.

| (2) Spot-check measurements required by this condition shall include determination of:
/ ,

a. timer accuracy,
, '

| b, the congruence between the radiation tield and the field indicated by the light beam
'

localizing device, '

c. the accuracy of all distance measuring devices used for treatment of patients,

d. the exposure rate, dose rate, or a quantity related in a known manner to these rates for one

|
typical set of operating conditions.

I

4

,

- - -
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38. (Continued)

(c) Calibration and spot-check procedures.

\
-(1) Full calibration and spot-check measurements shall be made in accordance with either of the '

procedures recommended by the American Association of Physicists in Medicine; Physics in
Medicine and Biology, Vol.16, No. 3, pp. 379,1971 or Medical Physics 10, No. 6, pp.' 741,
1985.

_

|
(2) Calibration and spot-check measurements shall be performed with radiation measuring

instrumentation which has been calibrated within the proceeding two years directly, or through
. no more than one exchange, at the National 13ureau of Standards, or facility determined '

acceptable by the Depanment.
,

,

(3) Full calibration measurements shall be perfomied by or under the direct supervision of a
physicist who has been determined by the Depanment to have adequate tniining, experience and :

knowledge in radiation therapy physics, and who shall be present at the thcility during such
:calibration.
i
.

t

(4) Spot-check measurements shall be perfomied in accordance with procedures established by a ;
physicist qualified per pamgraph (c) (3) of this condition. (A physicist need not actually
perfonn the spot-check measurements). If a physicist does not peribnn the spot-check
measurements, the results of the spot-check measurement shall be reviewed by the qualified

i expen within 15 days.
.

(a) Removal from a shielded room of a complete teletherapy unit which is not to be replaced. ;

(b) Removal from a shielded room of a complete teletherapy unit head which is not to be
replaced.

|

39. Special Requirements for Teletherapy Room Monitoring

'

(a) Requirement for installation of a teletherapy room radiation monitor. |

(1) Each teletherapy room shall be equipped with a radiation monitoring device which continuously
monitors the teletherapy beam condition. 'this device shall energize a visible signal to make the
operator continuously aware of teletherapy beam condition in order that appropriate emergency
procedures may be instituted to prevent unnecessary radiation exlusure. |

(2) 'Ihe monitoring device required in paragraph (1) shall be equipped with a back up power supply
i for emergency operation.
,

(3) Operatmg procedures shall require daily operational testing of the installed radiation monitor.,

?

(
!

f |
t
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39. (Continued)

(4) The radiation monitor must be checked daily with a dedicated radiation check source.

(5) The licensee shall promptly repair or replace the radiation monitor if it is inoperable.

i- (b) Requirement for use of a portable radiation survey meter.

(1) Any person entering the teletherapy room following irradiation shall enter with an operable,
calibrated radiation survey meter and shall determine the beam condition whenever the room
monitor is not operational.

40. No individual shall be allowed to act as an assistant during any teletherapy equipment operation authorized
by this license until that individual has been instructed in, and has demonstrated understanding of, the
procedures required for the opemtion. as well as the Ihndamentals of radiation safety as set Ibnh in Section
30335 (a) of the Califomia Radiation Control Regulations

41. No teletherapy equipment operation authorized by this license shall be initiated unless the licensee has in his
possession detailed written instructions specilie ihr the nuke and model of teletherapy equipment and for the
type of operation involved.

42. %e licensee shall notify the Radiologic Ilealth 13 ranch of the Calithmia Depanment of Health Services by
telephone and confirm should any nullunenon occur, unsate condinoas be disemered, or dilliculty arise
which might lead to the radiation e.sposure of any individual above the limit.s .speedied in Title 10 Cale of )Fedemi Regulations, Part 20, Sections 20.1201 and 20.1301.

j
43. Teletherapy sources shall be transported only in IXJ1'-approved shipping containers.

44. He licensee shall not tmnsfer or install any radioactive source, or device containing a radioactive source,
except in accordance with the transferee s radioactive material license as to kind and amount of radioactive
material, manufacturer and model number of the radioactive source, and manufacturer and model number of
the teletherapy unit.

45. This license does not authorize commercial distribution of radioactive material.

46. Production or processing of radiophaceuticals for the purpose of distribution to other licensees is not
authorized by this license.

47. Radioactive materials shall be used by occupational workers in such a manner that the dose limits specified
in Title 10, CoJe of Fedemi Regulanons. Pan 20, suopan C (Secouns 20 1201 uu ougn 20.1208) ate noi
exceeded.

48. 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 Regulations, Part 20,

!

Section 20.1502 (a).

_ _ .
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49. . The licensee shall monitor occupational intakes ofradioactive material by, and assess the committed effective
i

dose equivalent to, individuals 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 nuuurements used
for determination of such intemal exposures shall be ;x:rfonned as specified by 10CFR 20.1204

;

|

50. 'Ihis license does not authorize distribution to persons licensed pursuant to Section 30195 (a) and (b) of the
Califomia Radiation Control Regulations or equivalent provisions of the NRC or Agreement States.

51. For a period not to exceed 60 days in any calendar year, a visiting physician is authorized to use licensed ;

materials for human use under the temas of this license, provided the visiting physician:
,

I (a) Has the prior written permission of the hospital's Administrator and its Radiation Safety |
| Committee.
| |

| (b) Is specifically named as a user on an Nuclear Regulatory Commission (NRC) or Agreement
| State license authorizing human use.
1

(c) Perfonns only those procedures for which the physician is specifically authorized by the Nuclear
Regulatory Commission (NRC) or Agreement State license.

The licensee shall maintain Ibr inspection copies of the written pennission specified in (a) above and
the license (s) specilled in (b) and (c) aluve. 'lhese records .shall be nuuntamed Ibr live years lann the

j time the licensee gmnts its penuission under (a) alx)ve.

52 A copy of this license and a copy of all records and documents pertaining to this license shall be maintained
available for inspection at 1500 San l'ablo Street, l.os Angeles. CA.

)

i

l

I

i

|

!
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For the Stat partment of Health Se ' s>

,

) Date July 18.1995 By: -t pc .m#x

/
-R' dologic Health Branena

P O. Box 942732, Sacramento, CA 94234-7320
'
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| HILO MEDICAL CENTER '

| HILO, HAWAII
| >

i

!
>

RADIATION SAFETY COMMITTEE MEETING i

| Monday, June 24,1996
|

| Present: Dr. James Lambeth, Radiation Safety Committee Vice-Chairman

! Phoebe Lambeth,' Administration
Susan Hultberg, Nursing Office
Josepha DeSilva, Radiology Department
Scott Dube, Physicist from Queen's Medical Center
Daniel Rickenbacher, Radiation Safety Officer

|

| CALL TO ORDER
f

Meeting called to order at 11:50 a.m. by Daniel Rickenbacher, Radiation Safety Officer.

MINILTES

Minutes ofMarch 29,1996 were approved as circulated.

NEW BUSINESS
'

1
|

! Meeting was turned over to Scott Dube who is here today doing his quarterly audit.

| According to S. Dube, there are fewer deficiencies being found lately due to excellent monitoring
; by the present RSO.

The following items were reported on by S. Dube:

|

j. m Film badge records for the first quarter of 1996. Of the three nuclear medicine

j technologists, none of them exceeded 10% of the quarterly allowable limit, which is consistent
!- with the past so that is good.

m Quality Management Program review. It was a very busy first quarter in 1996.

1. All of the strontium 90 cases, P32, strontium 89, and iodine over 30 microcuries were
reviewed. In the 4th quarter of 1995 we did 4 patients, and in the first quarter of 1996 we did 19

;
'

patients. All of the records were reviewed and found to have proper documentation as required.
,



.,

'v
i

:
Page 2

,

2. The quality management program forms have been revised so that it gives the ordering
physician, the authorized user, a chance to write the ordered dose and the dose that actually
arrived and intended for the patient.

3. In looking at the dose calibrator record, the calibrator was tested and testing was done
on it. All the tests were performed on schedule as usual. It was recommended we order a new 5
millicurie cobalt 57 source next year.

4. In talking to J. DeSilva, there were some issues that came out of the JCAHO review. ;

One was on inspection oflead apron. It was recommended that the service department check it
and have a written policy on how to check the lead aprons every year. It is best that the,

!

technologists who use the aprons check it themselves like they do at Queen's. S. Dube will obtain |
a copy of Queen's written policy and criteria on lead aprons inspection.

NEW BUSINESS:

1. R. Rickenbacher announced that a letter has been received from NRC that extended |
our license by five years. So now, our license does not expire until February 28, 2005. Also we
received a bill from NRC which was handed over to J. DeSilva for payment of $4300 which is our !
annual fee for the hospital.

I l
I 2. The committee reviewed the professorship of two radiologists to be named on our |

nuclear medicine license. Following review of the records, motion made and seconded (Dr. |
Lambeth/P. Lambeth) for the promotion ofPeter A. Remedios, M.D. to be added to our license l

in Part 100,200,300 and 500 as listed on a previous license that he was on. All voting members
approved by show of hands to allow Dr. Remedios to have privileges on our license.

3. The next person is Dr. Lee E. Miyasato. We also have him applying for part 100,200
and 300. He would like to have privileges on our license and those in 500. Motion made and
seconded (P. Lambeth/Dr. Lambeth) that Dr. Miyasato have privileges as requested. All voting
members present signified approval by ayes.

ADJOURNMENT:

Meeting adjourned at 12:0lp.m.
I

[
"

;

| Daniel Rickenbacher
Radiation Safety Officer ),

: ;
$ i

DR:lu

|
-. . -

|
.
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g,,,p[Jarnary 29,1996

STATE OF HAWAll
DEPARTMENT OF HEALTH

Mr. Ja- M-- ': i HILO MEDICAL CENTER
1190 WAIANUENUE AVENUE

Matmials Radi=*ian Proketion Hito. HAWAll 96720

1==g=ceia= and Licensing Sedian
U.S. Nuclear Regulakuy Ca===i==ian
Walnut Crsak Field Office
1450 MariaIans, Sts. #210
WahmtCask,CA 94596

Encl: 1) Iatter dated January 22,1996 granting hospital privileges to Dr. David
ramacha, at Hino Mediaal Center

2) P=dianian Safety Meeting Minutes dated January 22,1996 appsoving Dr.
David c=narem as an antharized user at Ib Medical Center

3) Imenar dated nnnemher 13,1995 certifying Dr. David Omnarem Jr. in the
tuned field ofNuclear M=dicina by the American Board ofNuclear 1

M=dici-

Raf: Past 35.14 Natikatians

Refer: NRC 11uunanNpoWL
Docket No,. 030AN

Dear Mr. M-- '; j.

The above hated anciasures ase =4==iadad in accordance with the reference listed above as
a ardifiamaian that we have granded Dr. David r=nacha Jr. privileges as an adharized user
in the categories of 35.100,35.200,35.300, and 35.500 for -;------:- "*f the next six (6)
=r=dha, starting January 22,1996.

IfI can provide any additional or more specific l- '- "%, please do not hesitate to call

me at (808) 969-4416.

Saa-ely,

_

C U.M T,

Daniel W. Eir4ranhechr, C.N.M.T.
Radiation Safety Officer

DWR: kang

57A27/
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STATE OF HAWAll
DEPARTMENT OF HEALTH

HILO MEDICAL CENTER
,

1190 WAIANUENUE AVENUE
HILO, HAWAH 96720

January 22,1996

f[David Camacho, M.D. y
Radiology Department
Hilo Medical Center
Hilo, HI 96720 |

Dear Dr. Camacho: I
'

| 1

!
,

This is to notify you that you have been approved for temporary membership with i

privileges in Radiology. Your temporary membership will be in effect until your application has
been approved by the Governing Body for provisional active staff membership.

Welcome to the Hilo Medical Center Medical Staff. If you have any questions, or ifI
can be of any service to you, please don't hesitate to call me.

Sincerely,
.

} t L l

vtM N W4AA/A4tW
John H. Westerman

S ., Chief Executive Officer

! cc: Nursing
iEmergency Room

Admissions / Switchboard
| Lab

M::]
t

Medical Records
Business Office
Pharmacy
URNC

i
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HILO MEDICAL CENTER

RADIATION SAFETY COMMITIEE Radiology Date: January 22,1996
Department

Place: Hilo Medical Center AHandanaa: D.I - h *h
Time Started: 9:00A.M. D. Nair====a, Mrs. P.
Time Fndad: 9:30A.M. I arnhdh, Mr. Nickenhechar,

Mrs. Pat 11xampson-Spencer,
Mrs. J. DeSilva

TOPIC - DISCUSSION ACTION

CALLTO ORDER h meeting was exposely called to rader for the purpose d
mviewing Dr. David William FM's castinamiian frasm the

,

American Board dNuclear Madinine sce.4 him to be now
moognimod as a certi6ed specialist in Nuclear M=dici==, also
his approval for tasuporary - - * .up with privileges in
Radiology were reviewed. AAer a conful asview dtbe above
d==nanaatian followed by a diac==ian by the =anhars dtbis
4, a vote wee taken to make Dr. David Williana
ch, k. an authorized user on our NRC linanna b
vote was taken with all pesent (6) voting to allow Dr. Davidc
em A. the privileges dan andhariand user.

ADKXJRNMENT With no furtbar huminaam, the meetin6 was adjourned.

x

_M we
'

/ ..

~

Daniel W. Ricianhechar
Padialian Safety OGioer

Adm.10/81
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p o o TertranAnnter L oSA ngrits, Caltfernia,90024 -1736 Telephant(Jto)625-6787

hty tito)625-9433

December 18,1995
,

David William Camacho, Jr.
136 Mendiola Dr.
AganaHeights, Guam %919

I

Dear Doctor:

With great pleasure, the American Board of Nuclear Medicine informs you that you have
passed its September 9,1995 Certifying Examination in the broad field ofnuclear medicine i

and are now recognized as a certified specialist in nuclear medicine. A certificate indicating this
|

recognition will be sent to you in the near future. The American Board of Nuclear Medicine '

congratulates you upon your achievement and this recognition!
J

The scores below indicate your performance in the several content areas of the
;

examination. Please consult the enclosed interpretive note for future explanation. The Board |
hopes this information will be helpful. |

i

Percent You Comparison Group
Content Area Answered Cctrectly Mean % Correct

]
Bas. Sci - Rad. Hith-NMR 72 73
Cardiovascular 72 76 i

Endocrine 86 80
Gastrointestinal 80 76 l

lHematology / Oncology 77 71
Neurology 66 74
Pulmonary 71 75
Renal 73 75

)Musculo-skeletal 82 75 |

1 ,

am s W. ' er,M.D.
irm

.
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TELEPHONE OR VERBAL CONVERSATION TIME |
-

'

RECORD SOMO@pm '

[ ] INCOMING CALL [><j 0UTGOING CALL [ ] VISIT
_

PERSON CALLING: OFFICE / ADDRESS: PliONE NUMBER:

PERSON CALLED: OFFICE / ADDRESS: FI10NE NUMEER:
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TELEPHONE: (808) 969-4411

FAX: (808)9351889.h.,is;.n,:.:.!!/ki;.5f.f)aI'.!' . .
W fr.v ' g ".
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disclosure under applicable lawaddrened and may contain information that is privileged or confidential and exempt from '
'' '

or the employee or agent responsible for delivering the message to the intended recipient,if the reader is this message is not the intended recipient,
you are hereby notified that any dissemination, distribution or copying of this

>

;

please notify us immediately by telephone, and return the original to us at the abovecommunication is strictly prohibited if you have received this communication in error,i

address via the U.S. postal service. Thank you,
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35.645 35.910(b)
P 35 o MEDICAL USE OF BYPRODUCT TERIAL,

,

_

$ 35.645 Reports of teletherapy surveys, Subpart J-Training and Experience i 35.910 Training for uptake, dilution, and
checks, tests, and measurements. Requirements escretton studies.

I A licensee shall mail a copy of the
~

Except as provided in il 35.970 and
records required in il 35.636,35.641, * * * * * * * 9 *
35.643, and the output from the $ 35.900 Radiation Safety Officer. mn authorized user of a
teletherapy source expressed as Except as provided in i 35.901, the @ radiopharmaceutical in i 35.100(allo bea
roentgens or rads per hour at one meter licensee shall require an individual e .a physiclan wh6i
from the source and determined during fulfilling the responsibilities of the t (a)is certified Imu
the full calibration required in i 35.632, g Radiation Safety Officer as provided in (1) Nuclear medicine by the American <*

to the appropriate Commission Regional g i 35.32 to be an individual who: , Board of Nuclear Medicine:w g! ff(/')(a)is certified by: (2) Diagnostic radiology by theOffice listed in i 30.6 of this chapter e
(1) American Board of Health Physics American Board of Radiology: orwithin thirty days following completion u-

of the action that initiated the record 5 in Comprehensive Health Physics-
requirement, (2) American Board of Radiology:

(1) American Board of Nuclear h (3) Diagnostic radiology or radiology
$ 35.647 Five-year inspect %n. MedienW by the American Osteopathic Board of

(a) A licensee shall have eacn - s Radiology:
m teletherapy unit fully inspected and R (4) Nuclear medicine b the Royal
E serviced during teletherapy source h(4) American Board of Science in E College of Physicians an Surgeons of
8 replacement or at intervals not to Nuclear Medicine: E Canada:or
E exceed five years, whichever comes (5) Board of Pharmaceutical S; (5) American Osteopathic Board of
E first, to assure proper functioning of the

Sp(ecialties in Nuclear Pharmacy; Nuclear Medicine in nuclear medicir.e:
source exposure mechanism. g; 6) American Board of Medical or

(b) This inspection and servicing may b Physics in radiation oncolop physics:
only be performed by persons E (7) Royal College of Physicians and

_.

specifically licensed to do so by the g Surgeons of Canada in nuclear (b) Has had c!6ssroom and laboratory
Commission or an Agreement State. m medicine: training in basic radioisotope handling

(c) A licensee shall keep a record of (8) American Osteopathic Board of techniques applicable to the use of
the inspection and servicing for the Radiology; or prepared radiopharmaceuticals, and i

duration of the license. The record must (9) American Osteopathic Board of supervised clinical experience as I

contain the inspector's name, the Nuclear Medicine; or rollow,:
inspector's license number, the date of - (1) 40 hours of classroom and I

inspection, the manufacturer's name and u laboratory training that includes:
~

model number and serial number for (b) Has had classroom and laboratory 2 (i) Radiation physics and
.

|

both the teletherapy unit and source. a training and experience as follows: 88nstrumentation: j
list of components inspected, a list of (1) 200 hours of clauroom and E (ii) Radiation protection; i

components serviced and the type of laboratory training that includes: 3 (iii) Mathematics pertaining to the use j
service, a list of components replaced. (i) Radiation physics and and measurement of radioactivity: I

and the signature of the inspector. [strumentation: (iv) Radiation biology; and |
(ii) Radiation protection: (v) Radiopharmaceutical chemistry:
(iii) Mathematics pertaining to the use and

and measurement of radioactivity; (2) 20 hours of supervised clinical j

(iv) Radiation biology; and experience under the supervision of an I

'
(v) Radiopharmaceutical chemistry; authorized user and that includes:

and -

(2) One year of full time experience as r-
g a radiation safety technologist at a ,1 h(i) Examining patients or human
g medicalinstitution under the g research subjects and reviewing their

supervision of the individualidentified 5 case histories to determine theire
g as the Radiation Safety Officer on a E suitability for radioisotope diagnosis,
o Commission or Agreement State license cn limitations, or contraindications;*

that authorizes the medical use of
byproduct material: or L

(c) De an authorized user identified on -

the licensee's license. (ii) Selecting the suitable
radiopharmaceuticals and calculatingu

0 35.901 Training for experienced E and measuring the dosages:
Radiation Safety Off6cer, g

An individualidentified as a E
Radiation Safety Officer on a g
Commission or Agreement State license |
before October 1.1986 need not comply L
with the training requirements of
i 35.900.

heid 4)m . (cm dw, d r.
A 6NP1 o d . Sgt 9, MS~*

@ 3 K /CO, 200, 300, SCC
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; 35.910(b) O n 35.920(c)
PART so MEDICAL USE OF BYPRODUCT MAulAL'

'

>(111) Administering dosages to patients (b) Has had classroom and laboratory >>(i) Examining patients or human

c or human research subjects and using training in basic radioisotope handling * research subjects and reviewing their ,

* syringe radiation shields: techniques applicable to the use of G case histories to determine their F

prepared radiopharmaceuticals. E suitability for radioisotope diagnosis,
g generators, and reagent kits, supervised $ limitations,or contraindications:m

L -ork experi ace =ad supervi=ed
clinical experience as follows:

r (iv) Collaborating with the authorized (1) 200 hours of classroom and
laboratory trammg that includes:

M user in the interpretation of radioisotope i) Rad i physics and
% t st results: and
E h (ii) P.adiation protection: g radiopharmaceuticals and calculating ,

G 18 (iii) Mathematics pertaining to the use and measuring the dosages:e

L E =ad =**="r=='a' o' radioact vi'r: :
* +

g (iv) Radiopharmaceutical chemistry:
andrs>(v) Patient or human research subject (v) Radiation biology; and -

R followup:or (2) 500 hours of supervised work -

E experience under the supervision of an

E authorized user that includes:
!(i) Ordering, receiving, and unpacking Pok(iii) Administering dosages to patientsg " or human research subjects and usingradioactive materials safely and E

L performing the related radiation g syringe radiation shields:
surveys: ,,

(c) Has successfully completed a six. (ii) Calibrating dose calibrators and *_

month training program in nuclear diagnostic instruments and performing

medicine as part of a training program checks for proper operation of survey -

that has been approved by the meters: [
(iv) Collaborating with the authorizedAccreditation Council for Graduate

- a

Medical Education and that included A user in the interpretation of radioisotope
classroom and laboratory training, work E b(iii) Calculating and safely preparing test results: and

'
experience, and supervised clinical * patient or human research subject 3M experience in all the topics identified in E dosages:

$ p:ragraph (b) of this section. 8 [ .T.L-
e $ 35.920 Traininq for imaging and {w
G tocaussuon stwhos. (iv) Using administrative controls to ~ >(v) Patient or human research subject

_

Except as provided in i 35.970 or prevent the misadministration of R followup:or
35.971, the licensee shall require the byproduct material: *

authorized user of a (v) Using procedures to contain spilled E
r:diopharmaceutical, generator. or byproduct material safely and using S

% proper decontamination procedures: and-

reagent kit in E abage(a) to be a 3% M
(vi) Eluting technetium-99m fromP ystelenwhenh N

(a)is osetthd im ' e generator systems, measuring and -

(1) Nanclear ==hh by the American. ,i testing the eluate for molybdenum-99 (c) Has successfully completed a six-

Bekd of NuclearMedicine:* * * and alumina contamination, and month training program in nuclear

g% processing the eluate with reagent kits medicine that has been approved by the
-

to prepare technetium-99m labeled g Accreditation Council for Graduate

>(2) Diagnostic radiology by the radiopharmaceuticals; and g Medical Education and that included
-

American Board of Radiology; (3) 500 hours of supervised clinical classroom and laboratory training, worke
(3) Diagnostic radiology or radiology experience under the supervision of an g experience, and supervised clinical

e- by the American Osteopathic Board of authorized user that includes: * experience in all the topics identified in

$ Radiology; - { paragraph (b) of this section.
(4) Nuclear medicine by the Royal*

g College of Physicians and Surgeons of
,

'

a Canada:or
(5) American Osteopathic Board of

Nuclear Medicine in nuclear medicine;
or

-.

J

l

!

|

|
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35.930 35.940(b),

. P 35 o MEDICAL USE OF BYPRODUC ERIAL*

,

h(1) Radiology, therapeutic radiology,g $ 35.930 Training for therapeutic use of f 35.932 Training for treatment of

I * unsealed byproduct material.
hyperthyroidism. g or radiation oncology by the Americane

Except as provided in i 35.970, the e Board of Radiology:
licensee shall require the authonzed *w

E user of only iodine 431 for the treatment '

L of hyperthyroidism to be a physician E
i

with special experience in thyroid I

{ Except as provided in i 35.970, thedisease who has had classroom and I

laboratory training in basic radioisotopeg
a licensee shall require the authorized handling techniques applicable to the
f user of radiopharmaceuticals in i 35.300 use of iodine 431 for treating (2) Radiation oncology by the I

w to be a physician who: hyperthyroidism, and supervised clinical American Osteopathic Board of |

{ (alls certified by:s ff73 (a) 80 hours of classroom and (3) Radiology, with specialization in

5 y experience as follows: Radiology: !

dg laboratory training that includes: radiotherapy, as a British " Fellow of the
](1) Radiation physics and Faculty of Radiology" or " Fellow of the '

instrumentation: Royal College of Radiology"; or

h(1) The'American Board of Nuclear atics ertaiIing to the usea e Ca a an Ro alCol g o Ph a cians^Medicme I- and measurement of radioactivity; and ""d S
.

#

(2) The American Board of Radiology (4) Radiation biology; and
(b)la n active practice ofg in radiology, therapeutic radiology, or (b) Supervised chmcal experience

g radiation oncology: under the supervision of an authorized therapeutic radiology, has had

(3) Nuclear medicine by the Royal user that includes the use of iodine 431
classroom and laboratory trairdng in

a.
g College of Physicians and Surgeons of , for diagnosis of thyroid function, and the radioisotope handling techniques 4

= Canada;or i;! treatment of hyperthyroidism in 10 applicable to the therapeutic use of |

(4) The American Osteopathic Board 8 individuals. brachytherapy sources, supervised work i
experience, and supervised clmical 1

of Radiology after 1984: or $ f 35.934 Training for treatment of thyroid experience as follows:
E carcinoma. (1) 200 hours of classroom and |

Except as provided in i 35.970, the g laboratory training that includes: j

(i) Radiation physics andlicensee shall require the authorized a

user of only iodine 431 for the treatment { instrumentation: |
(ii) Radiation protection: |of thyroid carcinoma to be a physician u

(b) Has had classroom and laboratory with special experience in thyroid s (iii) Mathematics pertaining to the use
training in basic radioisotope handling disease who has had classroom and and measurement of radioactivity; and I
techniques applicable to the use of laboratory training in basic radioisotope liv) Radiation biology;
therapeutic radiopharmaceuticals, and handling techniques applicable to the (2) S00 hours of supervised work

'* ce der the su e is of ansupervised clinical experience as use of iodine 431 for treating thyroid ",d,follows: carcinoma, and supervised clinical
(1) 80 hours of classroom and experience as follows: that includes: 1

laboratory training that includes: (a) 80 hours of classroom and (i) Ordering, receiving, and unpacking
|

(i) Radiation physics and laboratory training that includes: radioactive materials safely and
instrumentation: (1) Radiation physica and performing the related radiation

S" (ii) Radiation protection. instrumentation; surveys: 1

iii) Mathematics pertaining to the use (2) Radiation protection: (ii) Checking survey meters for proper i

h an(d measurement of radioactivity; and(3) Mathematics pertaining to the use operation.

(iv) Radiation biology; and and measurement of radioactivity; and (iii) Preparing, implanting, an'

(2) Supervised clm. .ical experience (4) Radiation biology; and removing sealed sources:E .

under the supervision of an authorized (b) Supervised clinical experience (iv) Maintaining running inventories |

user at a medicalinstitution that under the supervision of an authorized of material on hand;

user that includes the use oflodine431 (v) Using administrative controls to
includes:

(i) Use of iodine 431 for diagnosis of for the treatment of thyroid carcinoma prevent the misadministration of |
in 3 individuals. byproduct material and i

thyroid function and the treatment of (vi) Using emergency procedures to
hyperthyroidism or cardiac dysfunction f 35.940 Training for use of brachytherapy control byproduct material; and
in 10 individuals; and sources.

(ii) Use of iodine 431 for treatment of Except as provided in i 35.970, the
thyroid carcinoma in 3 individuals. licensee shall require the authorized

user of a brachytherapy source listed in
i 35.400 for therapy to be a physician
who:

(a)is certified in:
_

35-27 December 30,1994

)



,
. .. _ _ - .

( /3 35.960(b) |3534s(b)
PARTR]o MEDICAL USE OF BYPRODUCT MAilAL

'

-

*
-

l
!

(3) Three years of supervised clinical 5 35.950 Training for use of sessed f>(1) Radiology, thera cutic radiology,
experience that includes one year in a sources for diagnosis. 3 or radiation oncology y the American )
formal training program approved by the 2 Except as provided in i 35.970. the g Board of Radiology;
RIsidency Review Committee for $ licensee shall require the authorized e
RIdiology of the Accreditation Council e user of a sealed source in a device listed 5 1

f:r Graduate Medical Education or the h in $ 35.000 to be a physaciesudentist, or *

Committee on Postdoctoral Training of pod!atrist who: La

the American Osteopathic Association, (a)is caetafiedia:p
cnd an additional two years of clinical

- |

cxperience in therapeutic radiology _

under the supervision of an authorized r- (2) Radiation oncology by the
user at a medicalinstitution that

e> therapeutic radiology, or radiation
I (1) Radiology, diagnostic radiology, American Osteopathic Board of

includes: Radiology: <

(i) Examining individuals and 3 oncology by the American Board of (3) Radiology, with specialization in |
reviewing their case histories to e Radiology; radiotherapy, as a British " Fellow of the !

determine their suitability for $ (2) Naselaer seh by the' American Faculty of Radiology" or " Fellow of the
brachytherapy treatment, and any * Beasd af thselaer hlWM Royal College of Radiology": or

(ii) Selecting the proper brachytherapy [limitations or contraindications: [ 199g (4) Therapeutic radiology by the
Canadian Royal College of Physicians

s:urces and dose and method of and Surgeons; or
edministration: (b)Is in the active practice of-

(iii) Calculating the dose; and therapeutic radiology, and has had
(iv) Post-administration followup and (3) Diagnostic radiology or radiology classroom and laboratory training inu

review of case histories in collaboration 8 by the American Osteopathic Board of basic radioisotope techniques applicable
,

with the authorized user. 8 Radiology;or to the use of a sealed source in a !
E teletherapy unit, supervised work I

3
' 5 35.941 Training for ophthalmic use of experience, and supervised clinicalg

stron 0.
I experience as follows:g

Except as provided in i 35.970, the |_ (1) 200 hours of classroom and.
8 licensee shall require the authorized laboratory training that includes:;

E user of only strontium-90 for ophthalmic (1) Radiation physics andn
g r:diotherapy to be a physician who is in >(4) Nuclear medicine by the Royal 8 instrumentation:

the active practice of therapeutic g College of Physicians and Surgeons of 8 (ii) Radiation protection: I
r:diology or ophthalmology, and has b Canada:or E (iii) Mathematics pertaining to the use

. .)had classroom and laboratory training g and measurement of radioactivity; and*
-

(iv) Radiation biology:in basic radioisotope handling w

tichniques applicable to the use of S (2) 500 hours of supervised work>

r:diotherapy, and a period of supervised {
strontium-90 for ophthalmic experience under the supervision of an

authorized user at a medicalinstitution
,

clinical training in ophthalmic that includes:
r:diotherapy as follows: (i) Review of the full calibration

(a) 24 hours of classroom and measurements and periodic spot checks:-

11boratory training that includes: (b) Has had 8 hours of classroom and (ii) Preparing treatment plans and
t

(1) Radiation physics and laboratory training in basic radioisotope calculating treatment times:

instrumentation; handling techniques specifically (iii) Using administrative controls to |
(2) Radiation protection: applicable to the use of the device that prevent misadministrations: i

includes: (iv) Implementing emergency
(3) Mathematics pertaining to the use

cnd measurement of radioactivity: and (1) Radiation physics, mathematics procedures to be followed in the event

(4) Radiation biojogy., pertaining to the use and measurement of the abnormal operation of a

of radioactivity, and instrumentation; teletherapy unit or console: anda
(b) Supervised clinical training in 9 (2) Radiation biology; (v) Checking and using survey meters: j

ophthalmic radiotherapy under the 8 and !(3) Radiation protection; and
supervision of an authorized user at a E (4) Training in the use of the device (3) Three years of supervised clinica! ;
medicalinstitution that includes the use E for the uses requested. experience that includes one year in a i

of strontium-90 for the ophthalmic formal training program approved by the j
treatment of five individuals that t 35.s60 Training for teletherapy. Residency Review Committee for
includes: Except as provided in i 35.970, the Radiology of the Accreditation Council ]

(1) Examination of each individual to licensee shall require the authorized for Graduate Medical Education or the |
be treated; user of a sealed source listed in i 35.600 Committee on Postdoctoral Training of j

(2) Calculation of the dose to be in a teletherapy unit to be a physician the American Osteopathic Association
administered: who: and an additional two years of clinical

(3) Administration of the dose; and (a)is certified in: experience in therapeutic radiology

(4) Followup and review of each -

individual's case history. ;

|
|

|
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